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114TH CONGRESS REPT. 114–46 " ! HOUSE OF REPRESENTATIVES 1st Session Part 1 

PROTECTING THE INTEGRITY OF MEDICARE ACT OF 2015 

MARCH 18, 2015.—Committed to the Committee of the Whole House on the State 
of the Union and ordered to be printed 

Mr. RYAN of Wisconsin, from the Committee on Ways and Means, 
submitted the following 

R E P O R T 

together with 

ADDITIONAL VIEWS 

[To accompany H.R. 1021] 

[Including cost estimate of the Congressional Budget Office] 

The Committee on Ways and Means, to whom was referred the 
bill (H.R. 1021) to amend title XVIII of the Social Security Act to 
improve the integrity of the Medicare program, and for other pur-
poses, having considered the same, report favorably thereon with 
an amendment and recommend that the bill as amended do pass. 

The amendment is as follows: 
Strike all after the enacting clause and insert the following: 

SECTION 1. SHORT TITLE; TABLE OF CONTENTS. 

(a) SHORT TITLE.—This Act may be cited as the ‘‘Protecting the Integrity of Medi-
care Act of 2015’’. 

(b) TABLE OF CONTENTS.—The table of contents for this Act is as follows: 
Sec. 1. Short title; table of contents. 
Sec. 2. Prohibition of inclusion of Social Security account numbers on Medicare cards. 
Sec. 3. Preventing wrongful Medicare payments for items and services furnished to incarcerated individuals, 

individuals not lawfully present, and deceased individuals. 
Sec. 4. Consideration of measures regarding Medicare beneficiary smart cards. 
Sec. 5. Modifying medicare durable medical equipment face-to-face encounter documentation requirement. 
Sec. 6. Reducing improper Medicare payments. 
Sec. 7. Improving senior Medicare patrol and fraud reporting rewards. 
Sec. 8. Requiring valid prescriber National Provider Identifiers on pharmacy claims. 
Sec. 9. Option to receive Medicare Summary Notice electronically. 
Sec. 10. Renewal of MAC contracts. 
Sec. 11. Study on pathway for incentives to States for State participation in medicaid data match program. 
Sec. 12. Programs to prevent prescription drug abuse under Medicare part D. 
Sec. 13. Guidance on application of Common Rule to clinical data registries. 
Sec. 14. Eliminating certain civil money penalties; gainsharing study and report. 
Sec. 15. Modification of Medicare home health surety bond condition of participation requirement. 
Sec. 16. Oversight of Medicare coverage of manual manipulation of the spine to correct subluxation. 
Sec. 17. National expansion of prior authorization model for repetitive scheduled non-emergent ambulance 

transport. 
Sec. 18. Repealing duplicative Medicare secondary payor provision. 
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Sec. 19. Plan for expanding data in annual CERT report. 
Sec. 20. Removing funds for Medicare Improvement Fund added by IMPACT Act of 2014. 
Sec. 21. Rule of construction. 

SEC. 2. PROHIBITION OF INCLUSION OF SOCIAL SECURITY ACCOUNT NUMBERS ON MEDI-
CARE CARDS. 

(a) IN GENERAL.—Section 205(c)(2)(C) of the Social Security Act (42 U.S.C. 
405(c)(2)(C)) is amended— 

(1) by moving clause (x), as added by section 1414(a)(2) of the Patient Protec-
tion and Affordable Care Act, 6 ems to the left; 

(2) by redesignating clause (x), as added by section 2(a)(1) of the Social Secu-
rity Number Protection Act of 2010, and clause (xi) as clauses (xi) and (xii), re-
spectively; and 

(3) by adding at the end the following new clause: 
‘‘(xiii) The Secretary of Health and Human Services, in consultation with the 

Commissioner of Social Security, shall establish cost-effective procedures to ensure 
that a Social Security account number (or derivative thereof) is not displayed, coded, 
or embedded on the Medicare card issued to an individual who is entitled to benefits 
under part A of title XVIII or enrolled under part B of title XVIII and that any 
other identifier displayed on such card is not identifiable as a Social Security ac-
count number (or derivative thereof).’’. 

(b) IMPLEMENTATION.—In implementing clause (xiii) of section 205(c)(2)(C) of the 
Social Security Act (42 U.S.C. 405(c)(2)(C)), as added by subsection (a)(3), the Sec-
retary of Health and Human Services shall do the following: 

(1) IN GENERAL.—Establish a cost-effective process that involves the least 
amount of disruption to, as well as necessary assistance for, Medicare bene-
ficiaries and health care providers, such as a process that provides such bene-
ficiaries with access to assistance through a toll-free telephone number and pro-
vides outreach to providers. 

(2) CONSIDERATION OF MEDICARE BENEFICIARY IDENTIFIED.—Consider imple-
menting a process, similar to the process involving Railroad Retirement Board 
beneficiaries, under which a Medicare beneficiary identifier which is not a So-
cial Security account number (or derivative thereof) is used external to the De-
partment of Health and Human Services and is convertible over to a Social Se-
curity account number (or derivative thereof) for use internal to such Depart-
ment and the Social Security Administration. 

(c) FUNDING FOR IMPLEMENTATION.—For purposes of implementing the provisions 
of and the amendments made by this section, the Secretary of Health and Human 
Services shall provide for the following transfers from the Federal Hospital Insur-
ance Trust Fund under section 1817 of the Social Security Act (42 U.S.C. 1395i) and 
from the Federal Supplementary Medical Insurance Trust Fund established under 
section 1841 of such Act (42 U.S.C. 1395t), in such proportions as the Secretary de-
termines appropriate: 

(1) To the Centers for Medicare & Medicaid Program Management Account, 
transfers of the following amounts: 

(A) For fiscal year 2015, $65,000,000, to be made available through fiscal 
year 2018. 

(B) For each of fiscal years 2016 and 2017, $53,000,000, to be made avail-
able through fiscal year 2018. 

(C) For fiscal year 2018, $48,000,000, to be made available until ex-
pended. 

(2) To the Social Security Administration Limitation on Administration Ac-
count, transfers of the following amounts: 

(A) For fiscal year 2015, $27,000,000, to be made available through fiscal 
year 2018. 

(B) For each of fiscal years 2016 and 2017, $22,000,000, to be made avail-
able through fiscal year 2018. 

(C) For fiscal year 2018, $27,000,000, to be made available until ex-
pended. 

(3) To the Railroad Retirement Board Limitation on Administration Account, 
the following amount: 

(A) For fiscal year 2015, $3,000,000, to be made available until expended. 
(d) EFFECTIVE DATE.— 

(1) IN GENERAL.—Clause (xiii) of section 205(c)(2)(C) of the Social Security Act 
(42 U.S.C. 405(c)(2)(C)), as added by subsection (a)(3), shall apply with respect 
to Medicare cards issued on and after an effective date specified by the Sec-
retary of Health and Human Services, but in no case shall such effective date 
be later than the date that is four years after the date of the enactment of this 
Act. 
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(2) REISSUANCE.—The Secretary shall provide for the reissuance of Medicare 
cards that comply with the requirements of such clause not later than four 
years after the effective date specified by the Secretary under paragraph (1). 

SEC. 3. PREVENTING WRONGFUL MEDICARE PAYMENTS FOR ITEMS AND SERVICES FUR-
NISHED TO INCARCERATED INDIVIDUALS, INDIVIDUALS NOT LAWFULLY PRESENT, 
AND DECEASED INDIVIDUALS. 

(a) REQUIREMENT FOR THE SECRETARY TO ESTABLISH POLICIES AND CLAIMS EDITS 
RELATING TO INCARCERATED INDIVIDUALS, INDIVIDUALS NOT LAWFULLY PRESENT, 
AND DECEASED INDIVIDUALS.—Section 1874 of the Social Security Act (42 U.S.C. 
1395kk) is amended by adding at the end the following new subsection: 

‘‘(f) REQUIREMENT FOR THE SECRETARY TO ESTABLISH POLICIES AND CLAIMS EDITS 
RELATING TO INCARCERATED INDIVIDUALS, INDIVIDUALS NOT LAWFULLY PRESENT, 
AND DECEASED INDIVIDUALS.—The Secretary shall establish and maintain proce-
dures, including procedures for using claims processing edits, updating eligibility in-
formation to improve provider accessibility, and conducting recoupment activities 
such as through recovery audit contractors, in order to ensure that payment is not 
made under this title for items and services furnished to an individual who is one 
of the following: 

‘‘(1) An individual who is incarcerated. 
‘‘(2) An individual who is not lawfully present in the United States and who 

is not eligible for coverage under this title. 
‘‘(3) A deceased individual.’’. 

(b) REPORT.—Not later than 18 months after the date of the enactment of this sec-
tion, and periodically thereafter as determined necessary by the Office of Inspector 
General of the Department of Health and Human Services, such Office shall submit 
to Congress a report on the activities described in subsection (f) of section 1874 of 
the Social Security Act (42 U.S.C. 1395kk), as added by subparagraph (a), that have 
been conducted since such date of enactment. 
SEC. 4. CONSIDERATION OF MEASURES REGARDING MEDICARE BENEFICIARY SMART CARDS. 

To the extent the Secretary of Health and Human Services determines that it is 
cost effective and technologically viable to use electronic Medicare beneficiary and 
provider cards (such as cards that use smart card technology, including an embed-
ded and secure integrated circuit chip), as presented in the Government Account-
ability Office report required by the conference report accompanying the Consoli-
dated Appropriations Act, 2014 (Public Law 113–76), the Secretary shall consider 
such measures as determined appropriate by the Secretary to implement such use 
of such cards for beneficiary and provider use under title XVIII of the Social Secu-
rity Act (42 U.S.C. 1395 et seq.). In the case that the Secretary considers measures 
under the preceding sentence, the Secretary shall submit to the Committees on 
Ways and Means and on Energy and Commerce of the House of Representatives, 
and to the Committee on Finance of the Senate, a report outlining the consider-
ations undertaken by the Secretary under such sentence. 
SEC. 5. MODIFYING MEDICARE DURABLE MEDICAL EQUIPMENT FACE-TO-FACE ENCOUNTER 

DOCUMENTATION REQUIREMENT. 

(a) IN GENERAL.—Section 1834(a)(11)(B)(ii) of the Social Security Act (42 U.S.C. 
1395m(a)(11)(B)(ii)) is amended— 

(1) by striking ‘‘the physician documenting that’’; and 
(2) by striking ‘‘has had a face-to-face encounter’’ and inserting ‘‘documenting 

such physician, physician assistant, practitioner, or specialist has had a face- 
to-face encounter’’. 

(b) IMPLEMENTATION.—Notwithstanding any other provision of law, the Secretary 
of Health and Human Services may implement the amendments made by subsection 
(a) by program instruction or otherwise. 
SEC. 6. REDUCING IMPROPER MEDICARE PAYMENTS. 

(a) MEDICARE ADMINISTRATIVE CONTRACTOR IMPROPER PAYMENT OUTREACH AND 
EDUCATION PROGRAM.— 

(1) IN GENERAL.—Section 1874A of the Social Security Act (42 U.S.C. 1395kk– 
1) is amended— 

(A) in subsection (a)(4)— 
(i) by redesignating subparagraph (G) as subparagraph (H); and 
(ii) by inserting after subparagraph (F) the following new subpara-

graph: 
‘‘(G) IMPROPER PAYMENT OUTREACH AND EDUCATION PROGRAM.—Having in 

place an improper payment outreach and education program described in 
subsection (h).’’; and 

(B) by adding at the end the following new subsection: 
‘‘(h) IMPROPER PAYMENT OUTREACH AND EDUCATION PROGRAM.— 
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‘‘(1) IN GENERAL.—In order to reduce improper payments under this title, each 
medicare administrative contractor shall establish and have in place an im-
proper payment outreach and education program under which the contractor, 
through outreach, education, training, and technical assistance or other activi-
ties, shall provide providers of services and suppliers located in the region cov-
ered by the contract under this section with the information described in para-
graph (2). The activities described in the preceding sentence shall be conducted 
on a regular basis. 

‘‘(2) INFORMATION TO BE PROVIDED THROUGH ACTIVITIES.—The information to 
be provided under such payment outreach and education program shall include 
information the Secretary determines to be appropriate which may include the 
following information: 

‘‘(A) A list of the providers’ or suppliers’ most frequent and expensive pay-
ment errors over the last quarter. 

‘‘(B) Specific instructions regarding how to correct or avoid such errors in 
the future. 

‘‘(C) A notice of new topics that have been approved by the Secretary for 
audits conducted by recovery audit contractors under section 1893(h). 

‘‘(D) Specific instructions to prevent future issues related to such new au-
dits. 

‘‘(E) Other information determined appropriate by the Secretary. 
‘‘(3) PRIORITY.—A medicare administrative contractor shall give priority to ac-

tivities under such program that will reduce improper payments that are one 
or more of the following: 

‘‘(A) Are for items and services that have the highest rate of improper 
payment. 

‘‘(B) Are for items and service that have the greatest total dollar amount 
of improper payments. 

‘‘(C) Are due to clear misapplication or misinterpretation of Medicare poli-
cies. 

‘‘(D) Are clearly due to common and inadvertent clerical or administrative 
errors. 

‘‘(E) Are due to other types of errors that the Secretary determines could 
be prevented through activities under the program. 

‘‘(4) INFORMATION ON IMPROPER PAYMENTS FROM RECOVERY AUDIT CONTRAC-
TORS.— 

‘‘(A) IN GENERAL.—In order to assist medicare administrative contractors 
in carrying out improper payment outreach and education programs, the 
Secretary shall provide each contractor with a complete list of the types of 
improper payments identified by recovery audit contractors under section 
1893(h) with respect to providers of services and suppliers located in the 
region covered by the contract under this section. Such information shall 
be provided on a time frame the Secretary determines appropriate which 
may be on a quarterly basis. 

‘‘(B) INFORMATION.—The information described in subparagraph (A) shall 
include information such as the following: 

‘‘(i) Providers of services and suppliers that have the highest rate of 
improper payments. 

‘‘(ii) Providers of services and suppliers that have the greatest total 
dollar amounts of improper payments. 

‘‘(iii) Items and services furnished in the region that have the highest 
rates of improper payments. 

‘‘(iv) Items and services furnished in the region that are responsible 
for the greatest total dollar amount of improper payments. 

‘‘(v) Other information the Secretary determines would assist the con-
tractor in carrying out the program. 

‘‘(5) COMMUNICATIONS.—Communications with providers of services and sup-
pliers under an improper payment outreach and education program are subject 
to the standards and requirements of subsection (g).’’. 

(b) USE OF CERTAIN FUNDS RECOVERED BY RACS.—Section 1893(h) of the Social 
Security Act (42 U.S.C. 1395ddd(h)) is amended— 

(1) in paragraph (2), by inserting ‘‘or paragraph (10)’’ after ‘‘paragraph (1)(C)’’; 
and 

(2) by adding at the end the following new paragraph: 
‘‘(10) USE OF CERTAIN RECOVERED FUNDS.— 

‘‘(A) IN GENERAL.—After application of paragraph (1)(C), the Secretary 
shall retain a portion of the amounts recovered by recovery audit contrac-
tors for each year under this section which shall be available to the pro-
gram management account of the Centers for Medicare & Medicaid Services 
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for purposes of, subject to subparagraph (B), carrying out sections 1833(z), 
1834(l)(16), and 1874A(a)(4)(G), carrying out section 16(b) of the Protecting 
the Integrity of Medicare Act of 2015, and implementing strategies (such 
as claims processing edits) to help reduce the error rate of payments under 
this title. The amounts retained under the preceding sentence shall not ex-
ceed an amount equal to 15 percent of the amounts recovered under this 
subsection, and shall remain available until expended. 

‘‘(B) LIMITATION.—Except for uses that support claims processing (includ-
ing edits) or system functionality for detecting fraud, amounts retained 
under subparagraph (A) may not be used for technological-related infra-
structure, capital investments, or information systems. 

‘‘(C) NO REDUCTION IN PAYMENTS TO RECOVERY AUDIT CONTRACTORS.— 
Nothing in subparagraph (A) shall reduce amounts available for payments 
to recovery audit contractors under this subsection.’’. 

SEC. 7. IMPROVING SENIOR MEDICARE PATROL AND FRAUD REPORTING REWARDS. 

(a) IN GENERAL.—The Secretary of Health and Human Services (in this section 
referred to as the ‘‘Secretary’’) shall develop a plan to revise the incentive program 
under section 203(b) of the Health Insurance Portability and Accountability Act of 
1996 (42 U.S.C. 1395b- 5(b)) to encourage greater participation by individuals to re-
port fraud and abuse in the Medicare program. Such plan shall include rec-
ommendations for— 

(1) ways to enhance rewards for individuals reporting under the incentive pro-
gram, including rewards based on information that leads to an administrative 
action; and 

(2) extending the incentive program to the Medicaid program. 
(b) PUBLIC AWARENESS AND EDUCATION CAMPAIGN.—The plan developed under 

subsection (a) shall also include recommendations for the use of the Senior Medicare 
Patrols authorized under section 411 of the Older Americans Act of 1965 (42 U.S.C. 
3032) to conduct a public awareness and education campaign to encourage participa-
tion in the revised incentive program under subsection (a). 

(c) SUBMISSION OF PLAN.—Not later than 180 days after the date of enactment 
of this Act, the Secretary shall submit to Congress the plan developed under sub-
section (a). 
SEC. 8. REQUIRING VALID PRESCRIBER NATIONAL PROVIDER IDENTIFIERS ON PHARMACY 

CLAIMS. 

Section 1860D–4(c) of the Social Security Act (42 U.S.C. 1395w–104(c)) is amend-
ed by adding at the end the following new paragraph: 

‘‘(4) REQUIRING VALID PRESCRIBER NATIONAL PROVIDER IDENTIFIERS ON PHAR-
MACY CLAIMS.— 

‘‘(A) IN GENERAL.—For plan year 2016 and subsequent plan years, the 
Secretary shall require a claim for a covered part D drug for a part D eligi-
ble individual enrolled in a prescription drug plan under this part or an 
MA-PD plan under part C to include a prescriber National Provider Identi-
fier that is determined to be valid under the procedures established under 
subparagraph (B)(i). 

‘‘(B) PROCEDURES.— 
‘‘(i) VALIDITY OF PRESCRIBER NATIONAL PROVIDER IDENTIFIERS.—The 

Secretary, in consultation with appropriate stakeholders, shall estab-
lish procedures for determining the validity of prescriber National Pro-
vider Identifiers under subparagraph (A). 

‘‘(ii) INFORMING BENEFICIARIES OF REASON FOR DENIAL.—The Sec-
retary shall establish procedures to ensure that, in the case that a 
claim for a covered part D drug of an individual described in 
subparagaph (A) is denied because the claim does not meet the require-
ments of this paragraph, the individual is properly informed at the 
point of service of the reason for the denial. 

‘‘(C) REPORT.—Not later than January 1, 2018, the Inspector General of 
the Department of Health and Human Services shall submit to Congress 
a report on the effectiveness of the procedures established under subpara-
graph (B)(i).’’. 

SEC. 9. OPTION TO RECEIVE MEDICARE SUMMARY NOTICE ELECTRONICALLY. 

(a) IN GENERAL.—Section 1806 of the Social Security Act (42 U.S.C. 1395b–7) is 
amended by adding at the end the following new subsection: 

‘‘(c) FORMAT OF STATEMENTS FROM SECRETARY.— 
‘‘(1) ELECTRONIC OPTION BEGINNING IN 2016.—Subject to paragraph (2), for 

statements described in subsection (a) that are furnished for a period in 2016 
or a subsequent year, in the case that an individual described in subsection (a) 
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elects, in accordance with such form, manner, and time specified by the Sec-
retary, to receive such statement in an electronic format, such statement shall 
be furnished to such individual for each period subsequent to such election in 
such a format and shall not be mailed to the individual. 

‘‘(2) LIMITATION ON REVOCATION OPTION.— 
‘‘(A) IN GENERAL.—Subject to subparagraph (B), the Secretary may deter-

mine a maximum number of elections described in paragraph (1) by an in-
dividual that may be revoked by the individual. 

‘‘(B) MINIMUM OF ONE REVOCATION OPTION.—In no case may the Secretary 
determine a maximum number under subparagraph (A) that is less than 
one. 

‘‘(3) NOTIFICATION.—The Secretary shall ensure that, in the most cost effec-
tive manner and beginning January 1, 2017, a clear notification of the option 
to elect to receive statements described in subsection (a) in an electronic format 
is made available, such as through the notices distributed under section 1804, 
to individuals described in subsection (a).’’. 

(b) ENCOURAGED EXPANSION OF ELECTRONIC STATEMENTS.—To the extent to 
which the Secretary of Health and Human Services determines appropriate, the Sec-
retary shall— 

(1) apply an option similar to the option described in subsection (c)(1) of sec-
tion 1806 of the Social Security Act (42 U.S.C. 1395b–7) (relating to the provi-
sion of the Medicare Summary Notice in an electronic format), as added by sub-
section (a), to other statements and notifications under title XVIII of such Act 
(42 U.S.C. 1395 et seq.); and 

(2) provide such Medicare Summary Notice and any such other statements 
and notifications on a more frequent basis than is otherwise required under 
such title. 

SEC. 10. RENEWAL OF MAC CONTRACTS. 

(a) IN GENERAL.—Section 1874A(b)(1)(B) of the Social Security Act (42 U.S.C. 
1395kk–1(b)(1)(B)) is amended by striking ‘‘5 years’’ and inserting ‘‘10 years’’. 

(b) APPLICATION.—The amendments made by subsection (a) shall apply to con-
tracts entered into on or after, and to contracts in effect as of, the date of the enact-
ment of this Act. 

(c) CONTRACTOR PERFORMANCE TRANSPARENCY.—Section 1874A(b)(3)(A) of the So-
cial Security Act (42 U.S.C. 1395kk–1(b)(3)(A)) is amended by adding at the end the 
following new clause: 

‘‘(iv) CONTRACTOR PERFORMANCE TRANSPARENCY.—To the extent pos-
sible without compromising the process for entering into and renewing 
contracts with medicare administrative contractors under this section, 
the Secretary shall make available to the public the performance of 
each medicare administrative contractor with respect to such perform-
ance requirements and measurement standards.’’. 

SEC. 11. STUDY ON PATHWAY FOR INCENTIVES TO STATES FOR STATE PARTICIPATION IN 
MEDICAID DATA MATCH PROGRAM. 

Section 1893(g) of the Social Security Act (42 U.S.C. 1395ddd(g)) is amended by 
adding at the end the following new paragraph: 

‘‘(3) INCENTIVES FOR STATES.—The Secretary shall study and, as appropriate, 
may specify incentives for States to work with the Secretary for the purposes 
described in paragraph (1)(A)(ii). The application of the previous sentence may 
include use of the waiver authority described in paragraph (2).’’. 

SEC. 12. PROGRAMS TO PREVENT PRESCRIPTION DRUG ABUSE UNDER MEDICARE PART D. 

(a) DRUG MANAGEMENT PROGRAM FOR AT-RISK BENEFICIARIES.— 
(1) IN GENERAL.—Section 1860D–4(c) of the Social Security Act (42 U.S.C. 

1395w–10(c)), as amended by section 8, is further amended by adding at the end 
the following: 

‘‘(5) DRUG MANAGEMENT PROGRAM FOR AT-RISK BENEFICIARIES.— 
‘‘(A) AUTHORITY TO ESTABLISH.—A PDP sponsor may establish a drug 

management program for at-risk beneficiaries under which, subject to sub-
paragraph (B), the PDP sponsor may, in the case of an at-risk beneficiary 
for prescription drug abuse who is an enrollee in a prescription drug plan 
of such PDP sponsor, limit such beneficiary’s access to coverage for fre-
quently abused drugs under such plan to frequently abused drugs that are 
prescribed for such beneficiary by a prescriber selected under subparagraph 
(D), and dispensed for such beneficiary by a pharmacy selected under such 
subparagraph. 

‘‘(B) REQUIREMENT FOR NOTICES.— 
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‘‘(i) IN GENERAL.—A PDP sponsor may not limit the access of an at- 
risk beneficiary for prescription drug abuse to coverage for frequently 
abused drugs under a prescription drug plan until such sponsor— 

‘‘(I) provides to the beneficiary an initial notice described in 
clause (ii) and a second notice described in clause (iii); and 

‘‘(II) verifies with the providers of the beneficiary that the bene-
ficiary is an at-risk beneficiary for prescription drug abuse. 

‘‘(ii) INITIAL NOTICE.—An initial notice described in this clause is a 
notice that provides to the beneficiary— 

‘‘(I) notice that the PDP sponsor has identified the beneficiary as 
potentially being an at-risk beneficiary for prescription drug abuse; 

‘‘(II) information describing all State and Federal public health 
resources that are designed to address prescription drug abuse to 
which the beneficiary has access, including mental health services 
and other counseling services; 

‘‘(III) notice of, and information about, the right of the bene-
ficiary to appeal such identification under subsection (h) and the 
option of an automatic escalation to external review; 

‘‘(IV) a request for the beneficiary to submit to the PDP sponsor 
preferences for which prescribers and pharmacies the beneficiary 
would prefer the PDP sponsor to select under subparagraph (D) in 
the case that the beneficiary is identified as an at-risk beneficiary 
for prescription drug abuse as described in clause (iii)(I); 

‘‘(V) an explanation of the meaning and consequences of the iden-
tification of the beneficiary as potentially being an at-risk bene-
ficiary for prescription drug abuse, including an explanation of the 
drug management program established by the PDP sponsor pursu-
ant to subparagraph (A); 

‘‘(VI) clear instructions that explain how the beneficiary can con-
tact the PDP sponsor in order to submit to the PDP sponsor the 
preferences described in subclause (IV) and any other communica-
tions relating to the drug management program for at-risk bene-
ficiaries established by the PDP sponsor; and 

‘‘(VII) contact information for other organizations that can pro-
vide the beneficiary with assistance regarding such drug manage-
ment program (similar to the information provided by the Sec-
retary in other standardized notices provided to part D eligible in-
dividuals enrolled in prescription drug plans under this part). 

‘‘(iii) SECOND NOTICE.—A second notice described in this clause is a 
notice that provides to the beneficiary notice— 

‘‘(I) that the PDP sponsor has identified the beneficiary as an at- 
risk beneficiary for prescription drug abuse; 

‘‘(II) that such beneficiary is subject to the requirements of the 
drug management program for at-risk beneficiaries established by 
such PDP sponsor for such plan; 

‘‘(III) of the prescriber and pharmacy selected for such individual 
under subparagraph (D); 

‘‘(IV) of, and information about, the beneficiary’s right to appeal 
such identification under subsection (h) and the option of an auto-
matic escalation to external review; 

‘‘(V) that the beneficiary can, in the case that the beneficiary has 
not previously submitted to the PDP sponsor preferences for which 
prescribers and pharmacies the beneficiary would prefer the PDP 
sponsor select under subparagraph (D), submit such preferences to 
the PDP sponsor; and 

‘‘(VI) that includes clear instructions that explain how the bene-
ficiary can contact the PDP sponsor. 

‘‘(iv) TIMING OF NOTICES.— 
‘‘(I) IN GENERAL.—Subject to subclause (II), a second notice de-

scribed in clause (iii) shall be provided to the beneficiary on a date 
that is not less than 60 days after an initial notice described in 
clause (ii) is provided to the beneficiary. 

‘‘(II) EXCEPTION.—In the case that the PDP sponsor, in conjunc-
tion with the Secretary, determines that concerns identified 
through rulemaking by the Secretary regarding the health or safe-
ty of the beneficiary or regarding significant drug diversion activi-
ties require the PDP sponsor to provide a second notice described 
in clause (iii) to the beneficiary on a date that is earlier than the 
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date described in subclause (II), the PDP sponsor may provide such 
second notice on such earlier date. 

‘‘(C) AT-RISK BENEFICIARY FOR PRESCRIPTION DRUG ABUSE.— 
‘‘(i) IN GENERAL.—For purposes of this paragraph, the term ‘at-risk 

beneficiary for prescription drug abuse’ means a part D eligible indi-
vidual who is not an exempted individual described in clause (ii) and— 

‘‘(I) who is identified through the use of clinical guidelines devel-
oped by the Secretary in consultation with PDP sponsors and other 
stakeholders described in section 12(f)(2)(A) of the Protecting the 
Integrity of Medicare Act of 2015; or 

‘‘(II) with respect to whom the PDP sponsor of a prescription 
drug plan, upon enrolling such individual in such plan, received no-
tice from the Secretary that such individual was identified under 
this paragraph to be an at-risk beneficiary for prescription drug 
abuse under the prescription drug plan in which such individual 
was most recently previously enrolled and such identification has 
not been terminated under subparagraph (F). 

‘‘(ii) EXEMPTED INDIVIDUAL DESCRIBED.—An exempted individual de-
scribed in this clause is an individual who— 

‘‘(I) receives hospice care under this title; or 
‘‘(II) the Secretary elects to treat as an exempted individual for 

purposes of clause (i). 
‘‘(D) SELECTION OF PRESCRIBERS.— 

‘‘(i) IN GENERAL.—With respect to each at-risk beneficiary for pre-
scription drug abuse enrolled in a prescription drug plan offered by 
such sponsor, a PDP sponsor shall, based on the preferences submitted 
to the PDP sponsor by the beneficiary pursuant to clauses (ii)(IV) and 
(iii)(V) of subparagraph (B), select— 

‘‘(I) one or more individuals who are authorized to prescribe fre-
quently abused drugs (referred to in this paragraph as ‘pre-
scribers’) who may write prescriptions for such drugs for such bene-
ficiary; and 

‘‘(II) one or more pharmacies that may dispense such drugs to 
such beneficiary. 

‘‘(ii) REASONABLE ACCESS.—In making the selection under this sub-
paragraph, a PDP sponsor shall ensure that the beneficiary continues 
to have reasonable access to drugs described in subparagraph (G), tak-
ing into account geographic location, beneficiary preference, impact on 
cost-sharing, and reasonable travel time. 

‘‘(iii) BENEFICIARY PREFERENCES.— 
‘‘(I) IN GENERAL.—If an at-risk beneficiary for prescription drug 

abuse submits preferences for which in-network prescribers and 
pharmacies the beneficiary would prefer the PDP sponsor select in 
response to a notice under subparagraph (B), the PDP sponsor 
shall— 

‘‘(aa) review such preferences; 
‘‘(bb) select or change the selection of a prescriber or phar-

macy for the beneficiary based on such preferences; and 
‘‘(cc) inform the beneficiary of such selection or change of se-

lection. 
‘‘(II) EXCEPTION.—In the case that the PDP sponsor determines 

that a change to the selection of a prescriber or pharmacy under 
item (bb) by the PDP sponsor is contributing or would contribute 
to prescription drug abuse or drug diversion by the beneficiary, the 
PDP sponsor may change the selection of a prescriber or pharmacy 
for the beneficiary without regard to the preferences of the bene-
ficiary described in subclause (I). 

‘‘(iv) CONFIRMATION.—Before selecting a prescriber or pharmacy 
under this subparagraph, a PDP sponsor must request and receive con-
firmation from the prescriber or pharmacy acknowledging and accept-
ing that the beneficiary involved is in the drug management program 
for at-risk beneficiaries. 

‘‘(E) TERMINATIONS AND APPEALS.—The identification of an individual as 
an at-risk beneficiary for prescription drug abuse under this paragraph, a 
coverage determination made under a drug management program for at- 
risk beneficiaries, and the selection of a prescriber or pharmacy under sub-
paragraph (D) with respect to such individual shall be subject to reconsider-
ation and appeal under subsection (h) and the option of an automatic esca-
lation to external review to the extent provided by the Secretary. 
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‘‘(F) TERMINATION OF IDENTIFICATION.— 
‘‘(i) IN GENERAL.—The Secretary shall develop standards for the ter-

mination of identification of an individual as an at-risk beneficiary for 
prescription drug abuse under this paragraph. Under such standards 
such identification shall terminate as of the earlier of— 

‘‘(I) the date the individual demonstrates that the individual is 
no longer likely, in the absence of the restrictions under this para-
graph, to be an at-risk beneficiary for prescription drug abuse de-
scribed in subparagraph (C)(i); or 

‘‘(II) the end of such maximum period of identification as the Sec-
retary may specify. 

‘‘(ii) RULE OF CONSTRUCTION.—Nothing in clause (i) shall be con-
strued as preventing a plan from identifying an individual as an at-risk 
beneficiary for prescription drug abuse under subparagraph (C)(i) after 
such termination on the basis of additional information on drug use oc-
curring after the date of notice of such termination. 

‘‘(G) FREQUENTLY ABUSED DRUG.—For purposes of this subsection, the 
term ‘frequently abused drug’ means a drug that is determined by the Sec-
retary to be frequently abused or diverted and that is— 

‘‘(i) a Controlled Drug Substance in Schedule CII; or 
‘‘(ii) within the same class or category of drugs as a Controlled Drug 

Substance in Schedule CII, as determined through notice and comment 
rulemaking. 

‘‘(H) DATA DISCLOSURE.—In the case of an at-risk beneficiary for prescrip-
tion drug abuse whose access to coverage for frequently abused drugs under 
a prescription drug plan has been limited by a PDP sponsor under this 
paragraph, such PDP sponsor shall disclose data, including any necessary 
individually identifiable health information, in a form and manner specified 
by the Secretary, about the decision to impose such limitations and the lim-
itations imposed by the sponsor under this part. 

‘‘(I) EDUCATION.—The Secretary shall provide education to enrollees in 
prescription drug plans of PDP sponsors and providers regarding the drug 
management program for at-risk beneficiaries described in this paragraph, 
including education— 

‘‘(i) provided by medicare administrative contractors through the im-
proper payment outreach and education program described in section 
1874A(h); and 

‘‘(ii) through current education efforts (such as State health insur-
ance assistance programs described in subsection (a)(1)(A) of section 
119 of the Medicare Improvements for Patients and Providers Act of 
2008 (42 U.S.C. 1395b–3 note)) and materials directed toward such en-
rollees.’’. 

(2) INFORMATION FOR CONSUMERS.—Section 1860D–4(a)(1)(B) of the Social Se-
curity Act (42 U.S.C. 1395w–104(a)(1)(B)) is amended by adding at the end the 
following: 

‘‘(v) The drug management program for at-risk beneficiaries under 
subsection (c)(5).’’. 

(b) UTILIZATION MANAGEMENT PROGRAMS.—Section 1860D–4(c) of the Social Secu-
rity Act (42 U.S.C. 1395w–104(c)), as amended by subsection (a)(1) and section 8, 
is further amended— 

(1) in paragraph (1), by inserting after subparagraph (D) the following new 
subparagraph: 

‘‘(E) A utilization management tool to prevent drug abuse (as described 
in paragraph (6)(A)).’’; and 

(2) by adding at the end the following new paragraph: 
‘‘(6) UTILIZATION MANAGEMENT TOOL TO PREVENT DRUG ABUSE.— 

‘‘(A) IN GENERAL.—A tool described in this paragraph is any of the fol-
lowing: 

‘‘(i) A utilization tool designed to prevent the abuse of frequently 
abused drugs by individuals and to prevent the diversion of such drugs 
at pharmacies. 

‘‘(ii) Retrospective utilization review to identify— 
‘‘(I) individuals that receive frequently abused drugs at a fre-

quency or in amounts that are not clinically appropriate; and 
‘‘(II) providers of services or suppliers that may facilitate the 

abuse or diversion of frequently abused drugs by beneficiaries. 
‘‘(iii) Consultation with the Contractor described in subparagraph (B) 

to verify if an individual enrolling in a prescription drug plan offered 
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by a PDP sponsor has been previously identified by another PDP spon-
sor as an individual described in clause (ii)(I). 

‘‘(B) REPORTING.—A PDP sponsor offering a prescription drug plan in a 
State shall submit to the Secretary and the Medicare drug integrity con-
tractor with which the Secretary has entered into a contract under section 
1893 with respect to such State a report, on a monthly basis, containing 
information on— 

‘‘(i) any provider of services or supplier described in subparagraph 
(A)(ii)(II) that is identified by such plan sponsor during the 30-day pe-
riod before such report is submitted; and 

‘‘(ii) the name and prescription records of individuals described in 
paragraph (5)(C).’’. 

(c) EXPANDING ACTIVITIES OF MEDICARE DRUG INTEGRITY CONTRACTORS (MED-
ICS).—Section 1893 of the Social Security Act (42 U.S.C. 1395ddd) is amended by 
adding at the end the following new subsection: 

‘‘(j) EXPANDING ACTIVITIES OF MEDICARE DRUG INTEGRITY CONTRACTORS (MED-
ICS).— 

‘‘(1) ACCESS TO INFORMATION.—Under contracts entered into under this sec-
tion with Medicare drug integrity contractors, the Secretary shall authorize 
such contractors to directly accept prescription and necessary medical records 
from entities such as pharmacies, prescription drug plans, and physicians with 
respect to an individual in order for such contractors to provide information rel-
evant to the determination of whether such individual is an at-risk beneficiary 
for prescription drug abuse, as defined in section 1860D–4(c)(5)(C). 

‘‘(2) REQUIREMENT FOR ACKNOWLEDGMENT OF REFERRALS.—If a PDP sponsor 
refers information to a contractor described in paragraph (1) in order for such 
contractor to assist in the determination described in such paragraph, the con-
tractor shall— 

‘‘(A) acknowledge to the PDP sponsor receipt of the referral; and 
‘‘(B) in the case that any PDP sponsor contacts the contractor requesting 

to know the determination by the contractor of whether or not an individual 
has been determined to be an individual described such paragraph, shall 
inform such PDP sponsor of such determination on a date that is not later 
than 15 days after the date on which the PDP sponsor contacts the con-
tractor. 

‘‘(3) MAKING DATA AVAILABLE TO OTHER ENTITIES.— 
‘‘(A) IN GENERAL.—For purposes of carrying out this subsection, subject 

to subparagraph (B), the Secretary shall authorize MEDICs to respond to 
requests for information from PDP sponsors, State prescription drug moni-
toring programs, and other entities delegated by PDP sponsors using avail-
able programs and systems in the effort to prevent fraud, waste, and abuse. 

‘‘(B) HIPAA COMPLIANT INFORMATION ONLY.—Information may only be 
disclosed by a MEDIC under subparagraph (A) if the disclosure of such in-
formation is permitted under the Federal regulations (concerning the pri-
vacy of individually identifiable health information) promulgated under sec-
tion 264(c) of the Health Insurance Portability and Accountability Act of 
1996 (42 U.S.C. 1320d–2 note).’’. 

(d) TREATMENT OF CERTAIN COMPLAINTS FOR PURPOSES OF QUALITY OR PERFORM-
ANCE ASSESSMENT.—Section 1860D–42 of the Social Security Act (42 U.S.C. 1395w– 
152) is amended by adding at the end the following new subsection: 

‘‘(d) TREATMENT OF CERTAIN COMPLAINTS FOR PURPOSES OF QUALITY OR PERFORM-
ANCE ASSESSMENT.—In conducting a quality or performance assessment of a PDP 
sponsor, the Secretary shall develop or utilize existing screening methods for review-
ing and considering complaints that are received from enrollees in a prescription 
drug plan offered by such PDP sponsor and that are complaints regarding the lack 
of access by the individual to prescription drugs due to a drug management program 
for at-risk beneficiaries.’’. 

(e) GAO STUDIES AND REPORTS.— 
(1) STUDIES.—The Comptroller General of the United States shall conduct a 

study on each of the following: 
(A) The implementation of the amendments made by this section. 
(B) The effectiveness of the at-risk beneficiaries for prescription drug 

abuse drug management programs authorized by section 1860D–4(c)(5) of 
the Social Security Act (42 U.S.C. 1395w–10(c)(5)), as added by subsection 
(a)(1), including an analysis of— 

(i) the impediments, if any, that impair the ability of individuals de-
scribed in subparagraph (C) of such section 1860D–4(c)(5) to access 
clinically appropriate levels of prescription drugs; and 

(ii) the types of— 
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(I) individuals who, in the implementation of such section, are 
determined to be individuals described in such subparagraph; and 

(II) prescribers and pharmacies that are selected under subpara-
graph (D) of such section. 

(2) REPORTS.—Not later than January 1, 2016, the Comptroller General of the 
United States shall begin work, with respect to each study described in para-
graph (1), on a report that describes the result of such study. Upon the comple-
tion of each such report, such Comptroller General shall submit the report to 
each of the committees described in paragraph (3). 

(3) COMMITTEES DESCRIBED.—The committees described in this paragraph are 
the following: 

(A) The Committee on Ways and Means of the House of Representatives. 
(B) The Committee on Energy and Commerce of the House of Representa-

tives. 
(C) The Committee on Finance of the Senate. 
(D) The Committee on Health, Education, Labor, and Pensions of the 

Senate. 
(E) The Special Committee on Aging of the Senate. 

(f) EFFECTIVE DATE.— 
(1) IN GENERAL.—The amendments made by this section shall apply to pre-

scription drug plans for plan years beginning on or after January 1, 2017. 
(2) STAKEHOLDER MEETINGS PRIOR TO EFFECTIVE DATE.— 

(A) IN GENERAL.—Not later than January 1, 2016, the Secretary shall 
convene stakeholders, including individuals entitled to benefits under part 
A of title XVIII of the Social Security Act or enrolled under part B of such 
title of such Act, advocacy groups representing such individuals, clinicians, 
plan sponsors, entities delegated by plan sponsors, and biopharmaceutical 
manufacturers for input regarding the topics described in subparagraph (B). 

(B) TOPICS DESCRIBED.— The topics described in this subparagraph are 
the topics of— 

(i) the impact on cost-sharing and ensuring accessibility to prescrip-
tion drugs for enrollees in prescription drug plans of PDP sponsors who 
are at-risk beneficiaries for prescription drug abuse (as defined in para-
graph (5)(C) of section 1860D–4(c) of the Social Security Act (42 U.S.C. 
1395w–10(c))); 

(ii) the use of an expedited appeals process under which such an en-
rollee may appeal an identification of such enrollee as an at-risk bene-
ficiary for prescription drug abuse under such paragraph (similar to the 
processes established under the Medicare Advantage program under 
part C of title XVIII of the Social Security Act that allow an automatic 
escalation to external review of claims submitted under such part); 

(iii) the types of enrollees that should be treated as exempted individ-
uals, as described in clause (ii) of such paragraph; 

(iv) the manner in which terms and definitions in paragraph (5) of 
such section 1860D–4(c) should be applied, such as the use of clinical 
appropriateness in determining whether an enrollee is an at-risk bene-
ficiary for prescription drug abuse as defined in subparagraph (C) of 
such paragraph (5); 

(v) the information to be included in the notices described in subpara-
graph (B) of such section and the standardization of such notices; and 

(vi) with respect to a PDP sponsor that establishes a drug manage-
ment program for at-risk beneficiaries under such paragraph (5), the 
responsibilities of such PDP sponsor with respect to the implementa-
tion of such program. 

(g) RULEMAKING.—The Secretary shall promulgate regulations based on the input 
gathered pursuant to subsection (f)(2)(A). 
SEC. 13. GUIDANCE ON APPLICATION OF COMMON RULE TO CLINICAL DATA REGISTRIES. 

Not later than one year after the date of the enactment of this section, the Sec-
retary of Health and Human Services shall issue a clarification or modification with 
respect to the application of subpart A of part 46 of title 45, Code of Federal Regula-
tions, governing the protection of human subjects in research (and commonly known 
as the ‘‘Common Rule’’), to activities, including quality improvement activities, in-
volving clinical data registries, including entities that are qualified clinical data reg-
istries pursuant to section 1848(m)(3)(E) of the Social Security Act (42 U.S.C. 
1395w–4(m)(3)(E)). 
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SEC. 14. ELIMINATING CERTAIN CIVIL MONEY PENALTIES; GAINSHARING STUDY AND RE-
PORT. 

(a) ELIMINATING CIVIL MONEY PENALTIES FOR INDUCEMENTS TO PHYSICIANS TO 
LIMIT SERVICES THAT ARE NOT MEDICALLY NECESSARY.— 

(1) IN GENERAL.—Section 1128A(b)(1) of the Social Security Act (42 U.S.C. 
1320a–7a(b)(1)) is amended by inserting ‘‘medically necessary’’ after ‘‘reduce or 
limit’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph (1) shall apply to 
payments made on or after the date of the enactment of this Act. 

(b) GAINSHARING STUDY AND REPORT.—Not later than 12 months after the date 
of the enactment of this Act, the Secretary of Health and Human Services, in con-
sultation with the Inspector General of the Department of Health and Human Serv-
ices, shall submit to Congress a report with options for amending existing fraud and 
abuse laws in, and regulations related to, titles XI and XVIII of the Social Security 
Act (42 U.S.C. 301 et seq.), through exceptions, safe harbors, or other narrowly tar-
geted provisions, to permit gainsharing arrangements that otherwise would be sub-
ject to the civil money penalties described in paragraphs (1) and (2) of section 
1128A(b) of such Act (42 U.S.C. 1320a–7a(b)), or similar arrangements between phy-
sicians and hospitals, and that improve care while reducing waste and increasing 
efficiency. The report shall— 

(1) consider whether such provisions should apply to ownership interests, 
compensation arrangements, or other relationships; 

(2) describe how the recommendations address accountability, transparency, 
and quality, including how best to limit inducements to stint on care, discharge 
patients prematurely, or otherwise reduce or limit medically necessary care; and 

(3) consider whether a portion of any savings generated by such arrange-
ments (as compared to an historical benchmark or other metric specified by the 
Secretary to determine the impact of delivery and payment system changes 
under such title XVIII on expenditures made under such title) should accrue to 
the Medicare program under title XVIII of the Social Security Act. 

SEC. 15. MODIFICATION OF MEDICARE HOME HEALTH SURETY BOND CONDITION OF PARTICI-
PATION REQUIREMENT. 

Section 1861(o)(7) of the Social Security Act (42 U.S.C. 1395x(o)(7)) is amended 
to read as follows: 

‘‘(7) provides the Secretary with a surety bond— 
‘‘(A) in a form specified by the Secretary and in an amount that is not 

less than the minimum of $50,000; and 
‘‘(B) that the Secretary determines is commensurate with the volume of 

payments to the home health agency; and’’. 
SEC. 16. OVERSIGHT OF MEDICARE COVERAGE OF MANUAL MANIPULATION OF THE SPINE TO 

CORRECT SUBLUXATION. 

(a) IN GENERAL.—Section 1833 of the Social Security Act (42 U.S.C. 1395l) is 
amended by adding at the end the following new subsection: 

‘‘(z) MEDICAL REVIEW OF SPINAL SUBLUXATION SERVICES.— 
‘‘(1) IN GENERAL.—The Secretary shall implement a process for the medical 

review (as described in paragraph (2)) of treatment by a chiropractor described 
in section 1861(r)(5) by means of manual manipulation of the spine to correct 
a subluxation (as described in such section) of an individual who is enrolled 
under this part and apply such process to such services furnished on or after 
January 1, 2017, focusing on services such as— 

‘‘(A) services furnished by a such a chiropractor whose pattern of billing 
is aberrant compared to peers; and 

‘‘(B) services furnished by such a chiropractor who, in a prior period, has 
a services denial percentage in the 85th percentile or greater, taking into 
consideration the extent that service denials are overturned on appeal. 

‘‘(2) MEDICAL REVIEW.— 
‘‘(A) PRIOR AUTHORIZATION MEDICAL REVIEW.— 

‘‘(i) IN GENERAL.—Subject to clause (ii), the Secretary shall use prior 
authorization medical review for services described in paragraph (1) 
that are furnished to an individual by a chiropractor described in sec-
tion 1861(r)(5) that are part of an episode of treatment that includes 
more than 12 services. For purposes of the preceding sentence, an epi-
sode of treatment shall be determined by the underlying cause that jus-
tifies the need for services, such as a diagnosis code. 

‘‘(ii) ENDING APPLICATION OF PRIOR AUTHORIZATION MEDICAL RE-
VIEW.—The Secretary shall end the application of prior authorization 
medical review under clause (i) to services described in paragraph (1) 
by such a chiropractor if the Secretary determines that the chiropractor 
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has a low denial rate under such prior authorization medical review. 
The Secretary may subsequently reapply prior authorization medical 
review to such chiropractor if the Secretary determines it to be appro-
priate and the chiropractor has, in the time period subsequent to the 
determination by the Secretary of a low denial rate with respect to the 
chiropractor, furnished such services described in paragraph (1). 

‘‘(iii) EARLY REQUEST FOR PRIOR AUTHORIZATION REVIEW PERMITTED.— 
Nothing in this subsection shall be construed to prevent such a chiro-
practor from requesting prior authorization for services described in 
paragraph (1) that are to be furnished to an individual before the chiro-
practor furnishes the twelfth such service to such individual for an epi-
sode of treatment. 

‘‘(B) TYPE OF REVIEW.—The Secretary may use pre-payment review or 
post-payment review of services described in section 1861(r)(5) that are not 
subject to prior authorization medical review under subparagraph (A). 

‘‘(C) RELATIONSHIP TO LAW ENFORCEMENT ACTIVITIES.—The Secretary may 
determine that medical review under this subsection does not apply in the 
case where potential fraud may be involved. 

‘‘(3) NO PAYMENT WITHOUT PRIOR AUTHORIZATION.—With respect to a service 
described in paragraph (1) for which prior authorization medical review under 
this subsection applies, the following shall apply: 

‘‘(A) PRIOR AUTHORIZATION DETERMINATION.—The Secretary shall make a 
determination, prior to the service being furnished, of whether the service 
would or would not meet the applicable requirements of section 
1862(a)(1)(A). 

‘‘(B) DENIAL OF PAYMENT.—Subject to paragraph (5), no payment may be 
made under this part for the service unless the Secretary determines pursu-
ant to subparagraph (A) that the service would meet the applicable require-
ments of such section 1862(a)(1)(A). 

‘‘(4) SUBMISSION OF INFORMATION.—A chiropractor described in section 
1861(r)(5) may submit the information necessary for medical review by fax, by 
mail, or by electronic means. The Secretary shall make available the electronic 
means described in the preceding sentence as soon as practicable. 

‘‘(5) TIMELINESS.—If the Secretary does not make a prior authorization deter-
mination under paragraph (3)(A) within 14 business days of the date of the re-
ceipt of medical documentation needed to make such determination, paragraph 
(3)(B) shall not apply. 

‘‘(6) APPLICATION OF LIMITATION ON BENEFICIARY LIABILITY.—Where payment 
may not be made as a result of the application of paragraph (2)(B), section 1879 
shall apply in the same manner as such section applies to a denial that is made 
by reason of section 1862(a)(1). 

‘‘(7) REVIEW BY CONTRACTORS.—The medical review described in paragraph (2) 
may be conducted by medicare administrative contractors pursuant to section 
1874A(a)(4)(G) or by any other contractor determined appropriate by the Sec-
retary that is not a recovery audit contractor. 

‘‘(8) MULTIPLE SERVICES.—The Secretary shall, where practicable, apply the 
medical review under this subsection in a manner so as to allow an individual 
described in paragraph (1) to obtain, at a single time rather than on a service- 
by-service basis, an authorization in accordance with paragraph (3)(A) for mul-
tiple services. 

‘‘(9) CONSTRUCTION.—With respect to a service described in paragraph (1) that 
has been affirmed by medical review under this subsection, nothing in this sub-
section shall be construed to preclude the subsequent denial of a claim for such 
service that does not meet other applicable requirements under this Act. 

‘‘(10) IMPLEMENTATION.— 
‘‘(A) AUTHORITY.—The Secretary may implement the provisions of this 

subsection by interim final rule with comment period. 
‘‘(B) ADMINISTRATION.—Chapter 35 of title 44, United States Code, shall 

not apply to medical review under this subsection.’’. 
(b) IMPROVING DOCUMENTATION OF SERVICES.— 

(1) IN GENERAL.—The Secretary of Health and Human Services shall, in con-
sultation with stakeholders (including the American Chiropractic Association) 
and representatives of medicare administrative contractors (as defined in sec-
tion 1874A(a)(3)(A) of the Social Security Act (42 U.S.C. 1395kk–1(a)(3)(A))), de-
velop educational and training programs to improve the ability of chiropractors 
to provide documentation to the Secretary of services described in section 
1861(r)(5) in a manner that demonstrates that such services are, in accordance 
with section 1862(a)(1) of such Act (42 U.S.C. 1395y(a)(1)), reasonable and nec-
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essary for the diagnosis or treatment of illness or injury or to improve the func-
tioning of a malformed body member. 

(2) TIMING.—The Secretary shall make the educational and training programs 
described in paragraph (1) publicly available not later than January 1, 2016. 

(3) FUNDING.—The Secretary shall use funds made available under section 
1893(h)(10) of the Social Security Act (42 U.S.C. 1395ddd(h)(10)), as added by 
section 6, to carry out this subsection. 

(c) GAO STUDY AND REPORT.— 
(1) STUDY.—The Comptroller General of the United States shall conduct a 

study on the effectiveness of the process for medical review of services furnished 
as part of a treatment by means of manual manipulation of the spine to correct 
a subluxation implemented under subsection (z) of section 1833 of the Social Se-
curity Act (42 U.S.C. 1395l), as added by subsection (a). Such study shall in-
clude an analysis of— 

(A) aggregate data on— 
(i) the number of individuals, chiropractors, and claims for services 

subject to such review; and 
(ii) the number of reviews conducted under such section; and 

(B) the outcomes of such reviews. 
(2) REPORT.—Not later than four years after the date of enactment of this Act, 

the Comptroller General shall submit to Congress a report containing the re-
sults of the study conducted under paragraph (1), including recommendations 
for such legislation and administrative action with respect to the process for 
medical review implemented under subsection (z) of section 1833 of the Social 
Security Act (42 U.S.C. 1395l) as the Comptroller General determines appro-
priate. 

SEC. 17. NATIONAL EXPANSION OF PRIOR AUTHORIZATION MODEL FOR REPETITIVE SCHED-
ULED NON-EMERGENT AMBULANCE TRANSPORT. 

(a) INITIAL EXPANSION.— 
(1) IN GENERAL.—In implementing the model described in paragraph (2) pro-

posed to be tested under subsection (b) of section 1115A of the Social Security 
Act (42 U.S.C. 1315a), the Secretary of Health and Human Services shall revise 
the testing under subsection (b) of such section to cover, effective not later than 
January 1, 2016, States located in medicare administrative contractor (MAC) 
regions L and 11 (consisting of Delaware, the District of Columbia, Maryland, 
New Jersey, Pennsylvania, North Carolina, South Carolina, West Virginia, and 
Virginia). 

(2) MODEL DESCRIBED.—The model described in this paragraph is the testing 
of a model of prior authorization for repetitive scheduled non-emergent ambu-
lance transport proposed to be carried out in New Jersey, Pennsylvania, and 
South Carolina. 

(3) FUNDING.—The Secretary shall allocate funds made available under sec-
tion 1115A(f)(1)(B) of the Social Security Act (42 U.S.C. 1315a(f)(1)(B)) to carry 
out this subsection. 

(b) NATIONAL EXPANSION.—Section 1834(l) of the Social Security Act (42 U.S.C. 
1395m(l)) is amended by adding at the end the following new paragraph: 

‘‘(16) PRIOR AUTHORIZATION FOR REPETITIVE SCHEDULED NON-EMERGENT AMBU-
LANCE TRANSPORTS.— 

‘‘(A) IN GENERAL.—Beginning January 1, 2017, if the expansion to all 
States of the model of prior authorization described in paragraph (2) of sec-
tion 18(a) of the Protecting the Integrity of Medicare Act of 2015 meets the 
requirements described in paragraphs (1) through (3) of section 1115A(c), 
then the Secretary shall expand such model to all States. 

‘‘(B) FUNDING.—The Secretary shall use funds made available under sec-
tion 1893(h)(10) to carry out this paragraph. 

‘‘(C) CLARIFICATION REGARDING BUDGET NEUTRALITY.—Nothing in this 
paragraph may be construed to limit or modify the application of section 
1115A(b)(3)(B) to models described in such section, including with respect 
to the model described in subparagraph (A) and expanded beginning on 
January 1, 2017, under such subparagraph.’’. 

SEC. 18. REPEALING DUPLICATIVE MEDICARE SECONDARY PAYOR PROVISION. 

(a) IN GENERAL.—Section 1862(b)(5) of the Social Security Act (42 U.S.C. 
1395y(b)(5)) is amended by inserting at the end the following new subparagraph: 

‘‘(E) END DATE.—The provisions of this paragraph shall not apply to infor-
mation required to be provided on or after July 1, 2016.’’. 

(b) EFFECTIVE DATE.—The amendment made by subsection (a) shall take effect on 
the date of the enactment of this Act and shall apply to information required to be 
provided on or after January 1, 2016. 
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SEC. 19. PLAN FOR EXPANDING DATA IN ANNUAL CERT REPORT. 

Not later than June 30, 2015, the Secretary of Health and Human Services shall 
submit to the Committee on Finance of the Senate, and to the Committees on En-
ergy and Commerce and on Ways and Means of the House of Representatives— 

(1) a plan for including, in the annual report of the Comprehensive Error 
Rate Testing (CERT) program, data on services (or groupings of services) (other 
than medical visits) paid under the physician fee schedule under section 1848 
of the Social Security Act (42 U.S.C. 1395w–4) where the fee schedule amount 
is in excess of 250 dollars and where the error rate is in excess of 20 percent; 
and 

(2) to the extent practicable by such date, specific examples of services de-
scribed in paragraph (1). 

SEC. 20. REMOVING FUNDS FOR MEDICARE IMPROVEMENT FUND ADDED BY IMPACT ACT OF 
2014. 

Section 1898(b)(1) of the Social Security Act (42 U.S.C. 1395iii(b)(1)), as amended 
by section 3(e)(3) of the IMPACT Act of 2014 (Public Law 113–185), is amended by 
striking ‘‘$195,000,000’’ and inserting ‘‘$0’’. 
SEC. 21. RULE OF CONSTRUCTION. 

Except as explicitly provided in this Act, nothing in this Act, including the amend-
ments made by this Act, shall be construed as preventing the use of notice and com-
ment rulemaking in the implementation of the provisions of, and the amendments 
made by, this Act. 

I. SUMMARY AND BACKGROUND 

A. PURPOSE AND SUMMARY 

The bill, H.R. 1021, as ordered reported by the Committee on 
Ways and Means on February 26, 2015, as legislation to weed out 
fraud, waste, and abuse and make the Medicare program more effi-
cient. The Protecting the Integrity of Medicare Act (PIMA) of 2015 
includes numerous bipartisan policies promoted by Ways and 
Means Committee members. These bipartisan member priorities 
include the following: 

• Direct the Secretary of the Department of Health and 
Human Services (HHS) to remove Social Security numbers 
from the Medicare cards beneficiaries are urged to carry, there-
by eliminating an unnecessary threat to their identity; 

• Prevent Medicare from paying for the services furnished to 
ineligible individuals, like the deceased or the incarcerated; 

• Enable the Centers for Medicare and Medicaid Services 
(CMS) to more effectively contract with claims processing enti-
ties and allow those contractors to better communicate with 
beneficiaries; 

• Allow beneficiaries to select an electronic option for the 
Medicare Summary Notices, helping them catch billing mis-
takes more quickly and save the program money; 

• Increase the amount of data provided in the Comprehen-
sive Error Rate Testing (CERT) annual report; and 

• Remove redundant and burdensome reporting policies for 
employers. 

B. BACKGROUND AND THE NEED FOR LEGISLATION 

On February 24, 2015, Representative Kevin Brady (R–TX), 
Chairman of the Committee on Ways and Means Subcommittee on 
Health, and Representative Jim McDermott (D–WA), Ranking 
Member of the Committee on Ways and Means Subcommittee on 
Health, along with 25 other members of the Committee on Ways 
and Means introduced H.R. 1021, which includes 19 provisions in-
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troduced by members of the Committee to reduce fraud, waste, and 
abuse and increase efficiency within the Medicare program. 

GAO designated Medicare as a high-risk program due to its size, 
complexity, and susceptibility to mismanagement and improper 
payments since 1990. GAO, along with the Department of Health 
and Human Services Office of Inspector General (OIG), has high-
lighted numerous wasteful and abusive provider-billing practices. 
The GAO estimates that Medicare made $60 billion in improper 
provider payments in 2014. Every dollar lost to fraud, waste, 
abuse, and inefficiency harms beneficiaries—directly or in the form 
of high costs—and further strains Medicare’s already fragile fi-
nances. The CERT report published annually by CMS calculates 
the Medicare Fee-for-Service (FFS) improper payment rate. The fis-
cal year (FY) 2014 Medicare FFS program improper payment rate 
is 12.7 percent, representing $45.8 billion in improper payments, 
compared to the FY 2013 improper payment rate of 10.1 percent 
or $36.0 billion in improper payments. 

The latest FTC data shows that more than 3,600 physician and 
patient cases of medical identity theft were reported in 2009, with 
more than 12,000 cases reported between 2007 and 2009 under the 
scope of government-related health programs. The federal govern-
ment urges people not to keep their social security card on their 
persons so as not to fall victim to identity theft after loss or theft, 
while at the same time the same federal government urges seniors 
to keep their Medicare cards on their person at all times. Even 
with this information, proactive action to remove social security 
numbers from Medicare cards has yet to get under way. 

While in nearly every other consumer industry the option for 
paperless statements is available, this has yet to happen in Medi-
care. As the use of technology and bandwidth continues to grow in 
the senior population, Medicare beneficiaries should have the 
paperless option available to both save the program money and 
avoid having pertinent personal information floating around on 
paper. 

While federal statute limits Medicare dollars to eligible bene-
ficiaries, reports from GAO and OIG continue to prove otherwise. 
More accurate work must be done by CMS to make sure that those 
not eligible for Medicare benefits are not receiving them, and wast-
ing taxpayer dollars. It is the belief of the Committee that this 
would be in following the requirements of the Government Paper-
work Elimination Act (GPEA). 

Each year, $350 million are lost to fraud, waste, and abuse for 
unnecessary ambulance use under the Medicare program according 
to the CMS. These wasteful ambulance services, utilized primarily 
for transportation of beneficiaries for routine dialysis services, are 
the target of a limited model being implemented by CMS. However 
evidence suggests the model would save the Medicare program 
money nationally. Therefore, PIMA expands the model to all states. 

Reducing prescription drug abuse is an issue that has bipartisan 
support in Congress, including abuse within the Medicare program. 
Out of many tools that Congress can supply CMS, one is recipient 
restriction programs—called ‘‘lock-ins’’, that limit certain patients 
to utilize a limited and monitored amount of prescribing physicians 
and dispensing pharmacies to better track their prescription drug 
use. As written in a GAO report released in late 2014, in August 
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2014, the OIG recommended that CMS utilize these types of pro-
grams and restrict certain beneficiaries to a limited number of 
pharmacies and prescribers, and CMS concurred with the rec-
ommendation, but stated the agency needed, and is receptive to, 
legislative authority to ‘‘lock in’’ beneficiaries in Part D. Currently, 
46 state Medicaid agencies operate these programs, and 49 states 
have enacted prescription drug monitoring legislation. While stat-
ute allows for this in Medicaid and for private insurance, Medicare 
is currently unable to do so. 

Additionally, states have made efforts through Prescription Drug 
Monitoring Programs (PDMPs) to help track information about 
those that choose to abuse prescription drugs. However, a lack in 
ability to communicate due to varying state laws has prevented 
these programs from being fully effective. CMS has utilized Medi-
care Drug Integrity Contractors (MEDICS) to develop a national-
ized, all data-encompassing system to allow for greater communica-
tion between plans on drug abuse and diversion. However, there 
are currently limitations on the use of this system, of which PIMA 
would eliminate to allow for greater access to this effective system 
while maintaining the privacy for providers and beneficiaries as 
mandated by the federal Health Insurance Portability and Account-
ability Act of 1996 (HIPAA). 

The system, the predictive learning analytics tracking outcome 
(PLATO), utilizes predictive analytic technologies through a variety 
of automated systems and tools that can be used to identify fraud, 
waste, and abuse, with full access to all Medicare data. Greater uti-
lization of this system will allow for states, plans, and their dele-
gated authorities, to communicate and reduce drug abuse within 
the program. 

When supplying durable medical equipment (DME) to Medicare 
beneficiaries, regardless of whether another medically certified pro-
fessional has made the recommendation, a sign-off is required by 
a physician. CMS has identified this as inefficient and unnecessary 
as medical professionals such as physician assistants and reg-
istered nurses are fully qualified to advise and sign-off on bene-
ficiaries’ needed medical equipment. 

The original Medicare Secondary Payer (MSP) law included a 
provision that was originally intended to assist in the identification 
of secondary payer situations, by requiring CMS, the Social Secu-
rity Administration SSA, and Treasury to coordinate and send 
paper questionnaires to employers to identify beneficiaries who 
may be subject to group health coverage. Employers that did not 
respond to the questionnaires were subject to onerous penalties. 
However, in 2007, at the direction of CMS, Congress amended the 
MSP statute with an additional reporting requirement, which re-
quired group health plans to report electronically to CMS payments 
made to beneficiaries. This is now a duplicative requirement in 
statute. 

Coordination between Medicare and Medicaid on anti-fraud, 
waste, and abuse measures can only be made stronger, which is the 
original intent of the Medi-Medi program. However, only 21 states 
participate in the program currently as it lacks incentives for state 
participation. Full participation in the program would add an addi-
tional to the tools for the government to prevent fraud, waste, and 
abuse within these health care programs, especially those that uti-

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00023 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



18 

lize the lack of communication between Medicare and Medicaid for 
financial gain. 

C. LEGISLATIVE HISTORY 

Background 
H.R. 1021 was introduced on February 24, 2015, and was re-

ferred to the Committee on Ways and Means, in addition to the 
Committee on Energy and Commerce. 

Committee action 
The Committee on Ways and Means marked up the bill on Feb-

ruary 26, 2015 ordered the bill favorably reported (with a quorum 
present). 

Committee hearings 
On April 30, 2014, the Subcommittee on Health held a hearing 

on issues surrounding fraud, waste, and abuse in the Medicare sys-
tem, where many provisions of PIMA were discussed and a bipar-
tisan consensus was reached that action was needed to reduce such 
activities in Medicare. 

II. EXPLANATION OF THE BILL 

PRESENT LAW 

Under the Social Security Act, as amended, the Medicare pro-
gram is disadvantaged by certain lacking in specificity, direction, 
and mandate for action in areas that would reduce fraud, waste, 
and abuse. 

Section 2 of H.R. 1021: 
Section 205(c)(2)(C) of the Social Security Act suggests that gov-

ernment utilize the social security number for identification pur-
poses, and HHS has used the social security number as the identi-
fier for Medicare beneficiaries since the inception of the program. 

Section 3 of H.R. 1021: 
Section 1836 and related regulations enumerate those who are 

eligible for the Medicare program, which does not include individ-
uals who are incarcerated and unlawfully present. 

Section 4 of H.R. 1021: 
Currently, present law does not require the use of advanced tech-

nology in the development of Medicare beneficiary cards. 

Section 5 of H.R. 1021: 
Section 1834(a)(11)(B)(ii) of the Social Security Act currently re-

quires that a physician sign off on any documentation related to 
the prescription of durable medical equipment. 

Section 6 of H.R. 1021: 
Section 1874A of the Social Security Act includes provisions re-

lated to CMS and the requirements of the contractors that they 
work with. These provisions currently lack requirements for out-
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reach and education of Medicare providers in relation to payments 
and claims that are improperly made. 

Section 7 of H.R. 1021: 
Current law allows for the Secretary of HHS to incentivize finan-

cially seniors to report instances of Medicare fraud. However, the 
incentives are currently capped. 

Section 8 of H.R. 1021: 
Section 1860D–4(c) of the Social Security Act does not specifically 

require that all who prescribe under the Medicare Prescription 
Drug Program (Part D) have a national prescriber identifier (NPI). 

Section 9 of H.R. 1021: 
Section 1806 of the Social Security Act requires that Medicare 

beneficiaries receive written notice of their billing history, without 
specifics on frequency or format. 

Section 10 of H.R. 1021: 
Section 1874A(b)(1)(B) of the Social Security Act currently re-

quires that Medicare Administrative Contractors (MACs) be re-con-
tracted every five years. This section also lacks specific require-
ments for transparency in the Department’s assessment of MAC 
performance. 

Section 11 of H.R. 1021: 
Section 1893(g) of the Social Security Act currently lacks any 

state incentives or requirements to participate in the Medi-Medi 
program. 

Section 12 of H.R. 1021: 
Section 1860D–4(c) of the Social Security Act currently disallows 

for programs that would lock-in beneficiaries to certain prescribers 
and providers of prescription drugs under the Medicare program. 

Section 13 of H.R. 1021: 
Current statute and regulations do not provide protections in 

public data under clinical data registries for the use of human sub-
jects in research. 

Section 14 of H.R. 1021: 
Section 1128(b)(1) of the Social Security Act does not currently 

limit the current ability for CMS to apply civil monetary penalties 
(CMPs) based on the medical necessity of procedures provided 
under gainsharing agreements between physicians and hospitals. 

Section 15 of H.R. 1021: 
Section 1861(0)(7) of the Social Security Act currently lacks en-

forcement on the requirement for home health agencies to provide 
surety bonds as a condition of participation in the Medicare pro-
gram. 

Section 16 of H.R. 1021: 
Section 1833 of the Social Security Act currently lacks specific 

and accurate review of services provided by chiropractors under the 
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Medicare program, as well as agency requirements to educate these 
providers on the eligibility of beneficiaries for services as paid for 
under the program. 

Section 17 of H.R. 1021: 
CMS is currently conducting a model in several states to limit 

the use of ambulance services for non-emergent instances. 

Section 18 of H.R. 1021: 
Section 1862(b)(5) of the Social Security Act currently requires 

duplicative reporting requirements for employers participating as 
Medicare secondary payers. 

Section 19 of H.R. 1021: 
Current law does not specify the extent to how specific the data 

in CERT reports have to be by provider. 

Section 20 of H.R. 1021: 
Section 1898(b)(1) of the Social Security Act contains 

$195,000,000 in funds. 

REASONS FOR CHANGE 

Section 2 of H.R. 1021: 
The Committee believes that the removal of social security num-

bers from Medicare cards will reduce the amount of identity theft 
within the Medicare program, and thus reducing the amount of 
fraud. 

Section 3 of H.R. 1021: 
The Committee believes that codifying a necessity for CMS to 

take more seriously the prevention of payments made for ineligible 
beneficiaries is required due to recent government reports that 
waste is still ongoing due to payments for these individuals. 

Section 4 of H.R. 1021: 
The Committee believes that it is necessary that CMS continue 

to explore methods of reducing Medicare fraud, especially in rela-
tionship with beneficiary cards. 

Section 5 of H.R. 1021: 
The Committee believes that the medical professional that takes 

part in the face-to-face encounter with a beneficiary when sup-
plying DME is qualified to sign off, and does not require an extra 
and inefficient step to involve a physician specifically. 

Section 6 of H.R. 1021: 
The Committee believes that the education and expanded infor-

mation of both contractors and providers is a necessary step to re-
ducing the amount of improper payments in the Medicare program, 
as well as the amount of audits and appeals that currently backlog 
the system. 
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Section 7 of H.R. 1021: 
The Committee believes that it is necessary to properly 

incentivize seniors to identify and report instances of fraud when 
receiving care under the Medicare program. 

Section 8 of H.R. 1021: 
The Committee believes that it is necessary to codify the current 

requirements that all prescribers in Medicare have a proper identi-
fier. 

Section 9 of H.R. 1021: 
The Committee believes that Medicare beneficiaries have the 

right to receive their Medicare Summary Notices (MSNs), as well 
as other communications from CMS, in an electronic format so as 
to save program dollars and conform the current societal norms. 

Section 10 of H.R. 1021: 
The Committee believes that the constant cycle of procurement 

that is statutorily required between CMS and MACs reduces the 
MAC’s ability to innovate and reduce waste in the program, and 
thus a longer contract period while retaining the yearly assessment 
ability to terminate would benefit the Medicare program. 

Section 11 of H.R. 1021: 
The Committee believes that the investments already made to 

the Medi-Medi program necessitate incentivizing all states to par-
ticipate. 

Section 12 of H.R. 1021: 
The Committee believes that, like in Medicaid and for private in-

surers, the Medicare program contain the ability to restrict bene-
ficiaries that purposefully use Part D to abuse or divert prescrip-
tion medications to certain providers and prescribers. 

Section 13 of H.R. 1021: 
The Committee believes that while there is a necessity for public 

data registries for all types of providers, the need to protect the pri-
vacy of those that participate in human trials is paramount. 

Section 14 of H.R. 1021: 
The Committee believes that the Medicare program should not 

be paying for items and services that are not medically necessary, 
regardless of situation. 

Section 15 of H.R. 1021: 
The Committee believes that all providers, including Home 

Health providers, be held to the standards of statutory intent as a 
condition of participation. 

Section 16 of H.R. 1021: 
The Committee believes that participation in the Medicare pro-

gram as any type of provider should come with a dedication to a 
low error rate. Prior authorization for those who violate this stand-
ard will lower bad behavior. 
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Section 17 of H.R. 1021: 
The Committee believes in the CMS model to reduce the wasteful 

use of ambulances for non-emergent care, and that it should be ex-
panded nationally. 

Section 18 of H.R. 1021: 
The Committee believes that duplicative requirements that bur-

den employers should be reduced. 

Section 19 of H.R. 1021: 
The Committee believes that to the extent possible, CMS reports 

on improper payments should be as specific as possible so as to 
allow Congress to act on areas of particularly poor performance. 

EXPLANATION OF PROVISION 

The legislation would create more tools to prevent, increase fund-
ing for, and remove inefficiencies that cause, fraud, waste, and 
abuse within the Medicare program. 

EFFECTIVE DATE 

The legislation becomes effective upon enactment, while different 
provisions have effective dates that range over several years. 

III. VOTES OF THE COMMITTEE 

In compliance with clause 3(b) of rule XIII of the Rules of the 
House of Representatives, the following statements are made con-
cerning the votes of the Committee on Ways and Means in its con-
sideration of the bill, H.R. 1021. 

The bill, H.R. 1021, the Protecting the Integrity of Medicare Act 
of 2015, was ordered favorably reported with an amendment in the 
nature of a substitute to the House of Representatives by voice vote 
(with a quorum present). 

VOTES ON AMENDMENTS 

The amendment in the nature of a substitute was passed favor-
ably by voice vote (with a quorum present). 

IV. BUDGET EFFECTS OF THE BILL 

A. COMMITTEE ESTIMATE OF BUDGETARY EFFECTS 

In compliance with clause 3(d) of rule XIII of the Rules of the 
House of Representatives, the following statement is made con-
cerning the effects on the budget of the revenue provisions of the 
bill, H.R. 1021 as reported: The Committee agrees with the esti-
mates prepared by the Congressional Budget Office (CBO), which 
are included below. 

B. STATEMENT REGARDING NEW BUDGET AUTHORITY AND TAX 
EXPENDITURES BUDGET AUTHORITY 

The bill as reported is in compliance with clause 3(c)(2) of rule 
XIII of the Rules of the House of Representatives. Further, the bill 
involves no new or increased tax expenditures and no new budget 
authority. 
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C. COST ESTIMATE PREPARED BY THE CONGRESSIONAL BUDGET 
OFFICE 

In compliance with clause 3(c)(3) of rule XIII of the Rules of the 
House of Representatives, requiring a cost estimate prepared by 
the CBO, the following statement by CBO is provided. 

U.S. CONGRESS, 
CONGRESSIONAL BUDGET OFFICE, 

Washington DC, March 16, 2015. 
Hon. PAUL RYAN, 
Chairman, Committee on Ways and Means, 
House of Representatives, Washington, DC. 

DEAR MR. CHAIRMAN: The Congressional Budget Office has pre-
pared the enclosed cost estimate for H.R. 1021, the Protecting the 
Integrity of Medicare Act of 2015. 

If you wish further details on this estimate, we will be pleased 
to provide them. The CBO staff contact is Lara Robillard. 

Sincerely, 
DOUGLAS W. ELMENDORF. 

Enclosure. 

H.R. 1021—Protecting the Integrity of Medicare Act of 2015 
Summary: H.R. 1021 would make numerous changes to the 

Medicare and Medicaid programs aimed at improving the accuracy 
of their payments and reducing fraud and waste. 

Over the 2015–2025 period, CBO estimates that H.R. 1021 would 
reduce direct spending by $19 million and increase revenues by $10 
million, for a net reduction in deficits of $29 million. Pay-as-you- 
go procedures apply because enacting the legislation would affect 
direct spending and revenues. H.R. 1021 would also have discre-
tionary costs, subject to the availability of appropriated funds; CBO 
has not completed an estimate of those costs. 

H.R. 1021 contains no intergovernmental or private-sector man-
dates as defined in the Unfunded Mandates Reform Act (UMRA). 

Estimated cost to the Federal Government: The estimated budg-
etary effects of H.R. 1021 are shown in the following table. The 
costs of this legislation fall within budget functions 550 (health), 
570 (Medicare), and 650 (Social Security). 

Basis of estimate: H.R. 1021 would impose new requirements on 
the Medicare and Medicaid programs to enhance their ability to 
prevent fraud, waste, and other improper payments. Several provi-
sions would affect direct spending, and one provision would affect 
revenues. For purposes of this estimate, CBO assumes that H.R. 
1021 will be enacted in the spring of 2015. 
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H.R. 1021 also includes several provisions that CBO estimates 
would not have a significant effect on direct spending or revenues, 
including measures that would lengthen the contracting period for 
the entities that process Medicare claims and repeal a duplicative 
statutory provision related to Medicare’s status as secondary payer. 

CBO has not estimated the potential discretionary cost of admin-
istrative activities required both to implement changes in program 
rules and to produce several studies and reports that would be re-
quired by the legislation. 

Direct spending 
Remove Social Security Numbers from Medicare cards. Cur-

rently, Social Security Numbers (SSNs) are used as the basis for 
Medicare Health Insurance Claim Numbers (HICNs), which appear 
on Medicare identification cards. Beneficiaries use the HICNs as 
proof of eligibility for services; physicians, hospitals, and other pro-
viders use the HICN when filing claims. 

The bill would require that the Secretary of Health and Human 
Services (HHS), in collaboration with the Commissioner of Social 
Security, develop a plan to remove beneficiaries SSNs from Medi-
care identification cards and implement new HICNs within four 
years of the enactment of H.R. 1021. The bill would direct the Sec-
retary to do this in a cost-effective manner, while minimizing dis-
ruption to beneficiaries and providers. 

H.R. 1021 would appropriate $320 million over the 2015–2018 
period for HHS, the Social Security Administration, and the Rail-
road Retirement Board to implement that provision. Based on in-
formation provided by HHS, CBO estimates that those funds would 
be spent by the end of fiscal year 2021. 

Funding for program integrity activities. The bill would authorize 
the Secretary to pay for certain activities that promote the integ-
rity of Medicare payments, including: 

• Creation of programs operated by Medicare administrative 
contractors—the entities that review and pay fee-for-service 
claims—to educate providers about avoiding common payment 
errors and potential payment audits, among other topics; 

• Implementation of a medical review and prior authoriza-
tion process for manual manipulation of spinal subluxation 
(which is the only type of chiropractic care covered by Medi-
care); and 

• Expansion of an existing prior authorization process for 
certain scheduled ambulance services. 

The bill would cap the amount of funding available for those ac-
tivities at 15 percent of the amounts recovered by recovery audit 
contractors. CBO expects that the cap would not be binding and es-
timates that federal spending for those activities would total $131 
million over the 2015–2025 period. 

Those costs would be offset, in part, by reduced spending for 
Medicare benefits that would result from the prior authorization 
programs. CBO estimates that: 

• Implementation of the prior authorization requirement for 
manual manipulation of the spine to correct subluxation would 
reduce Medicare spending for covered benefits by $67 million 
over the 2015–2025 period, and 
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1 The Drug Enforcement Agency and Food and Drug Administration classify—or schedule— 
certain drugs, both legal and illegal, based on their acceptable medical use and potential for 
abuse, among other criteria. Schedule II drugs, which have both a high potential for abuse and 
legitimate medical uses, include amphetamines, opioids (including morphine), and cocaine (when 
used as a topical anesthetic). 

• Expansion—from three states to nine states—of a prior au-
thorization demonstration project involving repetitive, sched-
uled ambulance transportation services furnished by inde-
pendent ambulance operators would reduce Medicare spending 
by $57 million over the 2015–2025 period. 

CBO estimates that the net effect of the new spending authority 
and the operation of those prior authorization processes would be 
to increase outlays by $7 million over the 2015–2025 period. 

Programs to prevent prescription drug abuse under Part D. The 
bill would permit private drug plans that administer the Medicare 
Part D prescription drug benefit to establish a program that limits 
the number of physicians and pharmacies allowed to prescribe and 
dispense certain drugs to enrollees identified as being at high risk 
for prescription drug abuse. Under H.R. 1021, prescription drug 
plans that implement such a program would use clinical guidelines 
established by the Secretary of HHS to target certain beneficiaries 
who use Schedule II controlled substances, or drugs within the 
same class or category as those drugs.1 For example, restrictions 
might be placed on beneficiaries suspected of abusing or reselling 
prescribed medicines, but not placed on beneficiaries with cancer or 
other conditions for which Schedule II drugs are considered appro-
priate. Based on information from HHS and other stakeholders, 
CBO estimates that enacting that provision would reduce spending 
by $79 million over the 2015–2025 period. 

Rescission of amounts credited to the Medicare Improvement 
Fund. Under current law, the Secretary of HHS is authorized to 
spend $195 million in 2020 or subsequent years to increase pay-
ments for Medicare services furnished on a fee-for-service basis. 
The bill would rescind that authority. After accounting for the ef-
fect of changes in fee-for-service spending on both payments to 
Medicare Advantage plans and collections of Part B premiums paid 
by beneficiaries, CBO estimates that enacting that rescission would 
reduce Medicare spending by $238 million over the 2015–2025 pe-
riod. 

Interaction with Independent Payment Advisory Board (IPAB) 
mechanism. Under current law, the IPAB has the obligation to re-
duce Medicare spending relative to what otherwise would occur if 
the rate of growth in spending per beneficiary is projected to exceed 
a target rate that is based on inflation (for 2015 to 2019) or growth 
in the economy (for 2020 and subsequent years). In general, the re-
quired reduction is the difference, in percentage points, between 
the rate of growth in spending and the target rate. If the IPAB 
does not act, the Secretary of HHS is required to implement 
changes to the Medicare program that would achieve the same sav-
ings. 

Enacting H.R. 1021 would reduce the level of Medicare spending 
compared to current law, but it would increase the rate of growth 
in Medicare spending after 2020. That increase in the rate of 
growth would slightly increase the probability that the IPAB mech-
anism would be invoked. As a result, CBO estimates that the ex-
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pected savings stemming from operation of the IPAB mechanism 
would be increased by $29 million through 2025. 

Revenues 
Under current law, home health agencies must secure a surety 

bond as a condition of participation in Medicare. Section 15 of H.R. 
1021 would modify the surety bond requirements by allowing the 
Secretary of HHS to raise the amount of the bond for certain home 
health agencies. CBO estimates that under the legislation the 
value of bonds would increase and the amount forfeited by home 
health agencies would be greater. CBO considers forfeiture of a 
bond to be an increase in revenues. Thus, enacting this provision 
would increase revenues by about $10 million over the 2015–2025 
period. 

Pay-As-You-Go Considerations: The Statutory Pay-As-You-Go Act 
of 2010 establishes budget-reporting and enforcement procedures 
for legislation affecting direct spending or revenues. The net 
changes in outlays and revenues that are subject to those pay-as- 
you-go procedures are shown in the following table. 
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Intergovernmental and private-sector impact: H.R. 1021 contains 
no intergovernmental or private-sector mandates as defined in 
UMRA and would impose no costs on state, local, or tribal govern-
ments. 

Estimate prepared by: Federal costs: Sheila Dacey, Lori 
Housman, Paul Masi, Andrea Noda, Lisa Ramirez-Branum, Lara 
Robillard, Zoë Williams, and Rebecca Yip; Impact on state, local, 
and tribal governments: J’nell Blanco Suchy; Impact on the private 
sector: Amy Petz. 

Estimate approved by: Holly Harvey, Deputy Assistant Director 
for Budget Analysis. 

V. OTHER MATTERS TO BE DISCUSSED UNDER THE 
RULES OF THE HOUSE OF REPRESENTATIVES 

A. COMMITTEE OVERSIGHT FINDINGS AND RECOMMENDATIONS 

With respect to clause 3(c)(1) of rule XIII of the Rules of the 
House of Representatives (relating to oversight findings), the Com-
mittee concluded that it was appropriate and timely to enact the 
sections included in the bill, as reported. 

The Committee believes this legislation is necessary to ensure 
that a reduction of fraud, waste, and abuse within the Medicare 
program. 

B. STATEMENT OF GENERAL PERFORMANCE GOALS AND OBJECTIVES 

With respect to clause 3(c)(4) of rule XIII of the Rules of the 
House of Representatives, the Committee advises that the bill con-
tains no measure that authorizes new or additional funding com-
pared with the current law baseline, so no statement of general 
performance goals and objectives for which any measure authorizes 
funding is required. 

C. DUPLICATION OF FEDERAL PROGRAMS 

In compliance with Sec. 3(g)(2) of H. Res. 5 (114th Congress), the 
Committee states that no provision of the bill establishes or reau-
thorizes: (1) a program of the Federal Government known to be du-
plicative of another Federal program, (2) a program included in any 
report from the Government Accountability Office to Congress pur-
suant to section 21 of Public Law 111–139, or (3) a program related 
to a program identified in the most recent Catalog of Federal Do-
mestic Assistance, published pursuant to the Federal Program In-
formation Act (Public Law 95–220, as amended by Public Law 98– 
169). 

D. DISCLOSURE OF DIRECTED RULE MAKINGS 

In compliance with Sec. 3(i) of H. Res. 5 (114th Congress), the 
Committee estimates that H.R. 1021 specifically directs rule-mak-
ing to be completed on all provisions within the legislation requir-
ing changes in CMS policy. 

E. INFORMATION RELATING TO UNFUNDED MANDATES 

This information is provided in accordance with section 423 of 
the Unfunded Mandates Act of 1995 (Pub. L. No. 104–4). 
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The bill does not impose a Federal mandate on the private sec-
tor. The bill does not impose a Federal intergovernmental mandate 
on State, local, or tribal governments. 

F. CONGRESSIONAL EARMARKS, LIMITED TAX BENEFITS, AND 
LIMITED TARIFF BENEFITS 

With respect to clause 9 of rule XXI of the Rules of the House 
of Representatives, the Committee has carefully reviewed the pro-
visions of the bill, and states that the provisions of the bill do not 
contain any congressional earmarks, limited tax benefits, or limited 
tariff benefits within the meaning of the rule. 

VI. CHANGES IN EXISTING LAW MADE BY THE BILL, AS 
REPORTED 

With respect to clause 3(e) of rule XIII of the rules of the House 
of Representatives, H.R. 1021 makes the following changes to cur-
rent law. 

CHANGES IN EXISTING LAW PROPOSED BY THE BILL, AS REPORTED 

In compliance with clause 3(e)(1)(B) of rule XIII of the Rules of 
the House of Representatives, changes in existing law proposed by 
the bill, as reported, are shown as follows (new matter is printed 
in italics and existing law in which no change is proposed is shown 
in roman): 

SOCIAL SECURITY ACT 

* * * * * * * 

TITLE II—FEDERAL OLD-AGE, SURVIVORS, AND DISABILITY 
INSURANCE BENEFITS 

* * * * * * * 

EVIDENCE, PROCEDURE, AND CERTIFICATION FOR PAYMENT 

SEC. 205. (a) The Commissioner of Social Security shall have full 
power and authority to make rules and regulations and to establish 
procedures, not inconsistent with the provisions of this title, which 
are necessary or appropriate to carry out such provisions, and shall 
adopt reasonable and proper rules and regulations to regulate and 
provide for the nature and extent of the proofs and evidence and 
the method of taking and furnishing the same in order to establish 
the right to benefits hereunder. 

(b)(1) The Commissioner of Social Security is directed to make 
findings of fact, and decisions as to the rights of any individual ap-
plying for a payment under this title. Any such decision by the 
Commissioner of Social Security which involves a determination of 
disability and which is in whole or in part unfavorable to such indi-
vidual shall contain a statement of the case, in understandable lan-
guage, setting forth a discussion of the evidence, and stating the 
Commissioner’s determination and the reason or reasons upon 
which it is based. Upon request by any such individual or upon re-
quest by a wife, divorced wife, widow, surviving divorced wife, sur-
viving divorced mother, surviving divorced father, husband, di-
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vorced husband, widower, surviving divorced husband, child, or 
parent who makes a showing in writing that his or her rights may 
be prejudiced by any decision the Commissioner of Social Security 
has rendered, the Commissioner shall give such applicant and such 
other individual reasonable notice and opportunity for a hearing 
with respect to such decision, and, if a hearing is held, shall, on 
the basis of evidence adduced at the hearing, affirm, modify, or re-
verse the Commissioner’s findings of fact and such decision. Any 
such request with respect to such a decision must be filed within 
sixty days after notice of such decision is received by the individual 
making such request. The Commissioner of Social Security is fur-
ther authorized, on the Commissioner’s own motion, to hold such 
hearings and to conduct such investigations and other proceedings 
as the Commissioner may deem necessary or proper for the admin-
istration of this title. In the course of any hearing, investigation, 
or other proceeding, the Commissioner may administer oaths and 
affirmations, examine witnesses, and receive evidence. Evidence 
may be received at any hearing before the Commissioner of Social 
Security even though inadmissible under rules of evidence applica-
ble to court procedure. 

(2) In any case where— 
(A) an individual is a recipient of disability insurance bene-

fits, or of child’s, widow’s, or widower’s insurance benefits 
based on disability, 

(B) the physical or mental impairment on the basis of which 
such benefits are payable is found to have ceased, not to have 
existed, or to no longer be disabling, and 

(C) as a consequence of the finding described in subpara-
graph (B), such individual is determined by the Commissioner 
of Social Security not to be entitled to such benefits, 

any reconsideration of the finding described in subparagraph (B), 
in connection with a reconsideration by the Commissioner of Social 
Security (before any hearing under paragraph (1) on the issue of 
such entitlement) of the Commissioner’s determination described in 
subparagraph (C), shall be made only after opportunity for an evi-
dentiary hearing, with regard to the finding described in subpara-
graph (B), which is reasonably accessible to such individual. Any 
reconsideration of a finding described in subparagraph (B) may be 
made either by the State agency or the Commissioner of Social Se-
curity where the finding was originally made by the State agency, 
and shall be made by the Commissioner of Social Security where 
the finding was originally made by the Commissioner of Social Se-
curity. In the case of a reconsideration by a State agency of a find-
ing described in subparagraph (B) which was originally made by 
such State agency, the evidentiary hearing shall be held by an ad-
judicatory unit of the State agency other than the unit that made 
the finding described in subparagraph (B). In the case of a recon-
sideration by the Commissioner of Social Security of a finding de-
scribed in subparagraph (B) which was originally made by the 
Commissioner of Social Security, the evidentiary hearing shall be 
held by a person other than the person or persons who made the 
finding described in subparagraph (B). 

(3)(A) A failure to timely request review of an initial adverse de-
termination with respect to an application for any benefit under 
this title or an adverse determination on reconsideration of such an 
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initial determination shall not serve as a basis for denial of a sub-
sequent application for any benefit under this title if the applicant 
demonstrates that the applicant, or any other individual referred 
to in paragraph (1), failed to so request such a review acting in 
good faith reliance upon incorrect, incomplete, or misleading infor-
mation, relating to the consequences of reapplying for benefits in 
lieu of seeking review of an adverse determination, provided by any 
officer or employee of the Social Security Administration or any 
State agency acting under section 221. 

(B) In any notice of an adverse determination with respect to 
which a review may be requested under paragraph (1), the Com-
missioner of Social Security shall describe in clear and specific lan-
guage the effect on possible entitlement to benefits under this title 
of choosing to reapply in lieu of requesting review of the determina-
tion. 

(c)(1) For the purposes of this subsection— 
(A) The term ‘‘year’’ means a calendar year when used with 

respect to wages and a taxable year when used with respect to 
self-employment income. 

(B) The term ‘‘time limitation’’ means a period of three years, 
three months, and fifteen days. 

(C) The term ‘‘survivor’’ means an individual’s spouse, sur-
viving divorced wife, surviving divorced husband, surviving di-
vorced mother, surviving divorced father, child, or parent, who 
survives such individual. 

(D) The term ‘‘period’’ when used with respect to self-employ-
ment income means a taxable year and when used with respect 
to wages means— 

(i) a quarter if wages were reported or should have been 
reported on a quarterly basis on tax returns filed with the 
Secretary of the Treasury or his delegate under section 
6011 of the Internal Revenue Code of 1986 or regulations 
thereunder (or on reports filed by a State under section 
218(e) (as in effect prior to December 31, 1986) or regula-
tions thereunder), 

(ii) a year if wages were reported or should have been 
reported on a yearly basis on such tax returns or reports, 
or 

(iii) the half year beginning January 1 or July 1 in the 
case of wages which were reported or should have been re-
ported for calendar year 1937. 

(2)(A) On the basis of information obtained by or submitted to 
the Commissioner of Social Security, and after such verification 
thereof as the Commissioner deems necessary, the Commissioner of 
Social Security shall establish and maintain records of the amounts 
of wages paid to, and the amounts of self-employment income de-
rived by, each individual and of the periods in which such wages 
were paid and such income was derived and, upon request, shall 
inform any individual or his survivor, or the legal representative 
of such individual or his estate, of the amounts of wages and self- 
employment income of such individual and the periods during 
which such wages were paid and such income was derived, as 
shown by such records at the time of such request. 

(B)(i) In carrying out the Commissioner’s duties under subpara-
graph (A) and subparagraph (F), the Commissioner of Social Secu-
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rity shall take affirmative measures to assure that social security 
account numbers will, to the maximum extent practicable, be as-
signed to all members of appropriate groups or categories of indi-
viduals by assigning such numbers (or ascertaining that such num-
bers have already been assigned): 

(I) to aliens at the time of their lawful admission to the 
United States either for permanent residence or under other 
authority of law permitting them to engage in employment in 
the United States and to other aliens at such time as their sta-
tus is so changed as to make it lawful for them to engage in 
such employment; 

(II) to any individual who is an applicant for or recipient of 
benefits under any program financed in whole or in part from 
Federal funds including any child on whose behalf such bene-
fits are claimed by another person; and 

(III) to any other individual when it appears that he could 
have been but was not assigned an account number under the 
provisions of subclauses (I) or (II) but only after such investiga-
tion as is necessary to establish to the satisfaction of the Com-
missioner of Social Security, the identity of such individual, the 
fact that an account number has not already been assigned to 
such individual, and the fact that such individual is a citizen 
or a noncitizen who is not, because of his alien status, prohib-
ited from engaging in employment; 

and, in carrying out such duties, the Commissioner of Social Secu-
rity is authorized to take affirmative measures to assure the 
issuance of social security numbers: 

(IV) to or on behalf of children who are below school age at 
the request of their parents or guardians; and 

(V) to children of school age at the time of their first enroll-
ment in school. 

(ii) The Commissioner of Social Security shall require of appli-
cants for social security account numbers such evidence as may be 
necessary to establish the age, citizenship, or alien status, and true 
identity of such applicants, and to determine which (if any) social 
security account number has previously been assigned to such indi-
vidual. With respect to an application for a social security account 
number for an individual who has not attained the age of 18 before 
such application, such evidence shall include the information de-
scribed in subparagraph (C)(ii). 

(iii) In carrying out the requirements of this subparagraph, the 
Commissioner of Social Security shall enter into such agreements 
as may be necessary with the Attorney General and other officials 
and with State and local welfare agencies and school authorities 
(including nonpublic school authorities). 

(C)(i) It is the policy of the United States that any State (or polit-
ical subdivision thereof) may, in the administration of any tax, gen-
eral public assistance, driver’s license, or motor vehicle registration 
law within its jurisdiction, utilize the social security account num-
bers issued by the Commissioner of Social Security for the purpose 
of establishing the identification of individuals affected by such 
law, and may require any individual who is or appears to be so af-
fected to furnish to such State (or political subdivision thereof) or 
any agency thereof having administrative responsibility for the law 
involved, the social security account number (or numbers, if he has 
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more than one such number) issued to him by the Commissioner 
of Social Security. 

(ii) In the administration of any law involving the issuance of a 
birth certificate, each State shall require each parent to furnish to 
such State (or political subdivision thereof) or any agency thereof 
having administrative responsibility for the law involved, the social 
security account number (or numbers, if the parent has more than 
one such number) issued to the parent unless the State (in accord-
ance with regulations prescribed by the Commissioner of Social Se-
curity) finds good cause for not requiring the furnishing of such 
number. The State shall make numbers furnished under this sub-
clause available to the Commissioner of Social Security and the 
agency administering the State’s plan under part D of title IV in 
accordance with Federal or State law and regulation. Such num-
bers shall not be recorded on the birth certificate. A State shall not 
use any social security account number, obtained with respect to 
the issuance by the State of a birth certificate, for any purpose 
other than for the enforcement of child support orders in effect in 
the State, unless section 7(a) of the Privacy Act of 1974 does not 
prohibit the State from requiring the disclosure of such number, by 
reason of the State having adopted, before January 1, 1975, a stat-
ute or regulation requiring such disclosure. 

(iii)(I) In the administration of section 9 of the Food and Nutri-
tion Act of 2008 (7 U.S.C. 2018) involving the determination of the 
qualifications of applicants under such Act, the Secretary of Agri-
culture may require each applicant retail store or wholesale food 
concern to furnish to the Secretary of Agriculture the social secu-
rity account number of each individual who is an officer of the store 
or concern and, in the case of a privately owned applicant, furnish 
the social security account numbers of the owners of such appli-
cant. No officer or employee of the Department of Agriculture shall 
have access to any such number for any purpose other than the es-
tablishment and maintenance of a list of the names and social se-
curity account numbers of such individuals for use in determining 
those applicants who have been previously sanctioned or convicted 
under section 12 or 15 of such Act (7 U.S.C. 2021 or 2024). 

(II) The Secretary of Agriculture may share any information con-
tained in any list referred to in subclause (I) with any other agency 
or instrumentality of the United States which otherwise has access 
to social security account numbers in accordance with this sub-
section or other applicable Federal law, except that the Secretary 
of Agriculture may share such information only to the extent that 
such Secretary determines such sharing would assist in verifying 
and matching such information against information maintained by 
such other agency or instrumentality. Any such information shared 
pursuant to this subclause may be used by such other agency or 
instrumentality only for the purpose of effective administration and 
enforcement of the Food and Nutrition Act of 2008 or for the pur-
pose of investigation of violations of other Federal laws or enforce-
ment of such laws. 

(III) The Secretary of Agriculture, and the head of any other 
agency or instrumentality referred to in this subclause, shall re-
strict, to the satisfaction of the Commissioner of Social Security, ac-
cess to social security account numbers obtained pursuant to this 
clause only to officers and employees of the United States whose 
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duties or responsibilities require access for the purposes described 
in subclause (II). 

(IV) The Secretary of Agriculture, and the head of any agency or 
instrumentality with which information is shared pursuant to 
clause (II), shall provide such other safeguards as the Commis-
sioner of Social Security determines to be necessary or appropriate 
to protect the confidentiality of the social security account num-
bers. 

(iv) In the administration of section 506 of the Federal Crop In-
surance Act, the Federal Crop Insurance Corporation may require 
each policyholder and each reinsured company to furnish to the in-
surer or to the Corporation the social security account number of 
such policyholder, subject to the requirements of this clause. No of-
ficer or employee of the Federal Crop Insurance Corporation shall 
have access to any such number for any purpose other than the es-
tablishment of a system of records necessary for the effective ad-
ministration of such Act. The Manager of the Corporation may re-
quire each policyholder to provide to the Manager, at such times 
and in such manner as prescribed by the Manager, the social secu-
rity account number of each individual that holds or acquires a 
substantial beneficial interest in the policyholder. For purposes of 
this clause, the term ‘‘substantial beneficial interest’’ means not 
less than 5 percent of all beneficial interest in the policyholder. The 
Secretary of Agriculture shall restrict, to the satisfaction of the 
Commissioner of Social Security, access to social security account 
numbers obtained pursuant to this clause only to officers and em-
ployees of the United States or authorized persons whose duties or 
responsibilities require access for the administration of the Federal 
Crop Insurance Act. The Secretary of Agriculture shall provide 
such other safeguards as the Commissioner of Social Security de-
termines to be necessary or appropriate to protect the confiden-
tiality of such social security account numbers. For purposes of this 
clause the term ‘‘authorized person’’ means an officer or employee 
of an insurer whom the Manager of the Corporation designates by 
rule, subject to appropriate safeguards including a prohibition 
against the release of such social security account number (other 
than to the Corporation) by such person. 

(v) If and to the extent that any provision of Federal law here-
tofore enacted is inconsistent with the policy set forth in clause (i), 
such provision shall, on and after the date of the enactment of this 
subparagraph, be null, void, and of no effect. If and to the extent 
that any such provision is inconsistent with the requirement set 
forth in clause (ii), such provision shall, on and after the date of 
the enactment of such subclause, be null, void, and of no effect. 

(vi)(I) For purposes of clause (i) of this subparagraph, an agency 
of a State (or political subdivision thereof) charged with the admin-
istration of any general public assistance, driver’s license, or motor 
vehicle registration law which did not use the social security ac-
count number for identification under a law or regulation adopted 
before January 1, 1975, may require an individual to disclose his 
or her social security number to such agency solely for the purpose 
of administering the laws referred to in clause (i) above and for the 
purpose of responding to requests for information from an agency 
administering a program funded under part A of title IV or an 
agency operating pursuant to the provisions of part D of such title. 
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(II) Any State or political subdivision thereof (and any person 
acting as an agent of such an agency or instrumentality), in the ad-
ministration of any driver’s license or motor vehicle registration 
law within its jurisdiction, may not display a social security ac-
count number issued by the Commissioner of Social Security (or 
any derivative of such number) on any driver’s license, motor vehi-
cle registration, or personal identification card (as defined in sec-
tion 7212(a)(2) of the 9/11 Commission Implementation Act of 
2004), or include, on any such license, registration, or personal 
identification card, a magnetic strip, bar code, or other means of 
communication which conveys such number (or derivative thereof). 

(vii) For purposes of this subparagraph, the term ‘‘State’’ includes 
the District of Columbia, the Commonwealth of Puerto Rico, the 
Virgin Islands, Guam, the Commonwealth of the Northern Mari-
anas, and the Trust Territory of the Pacific Islands. 

(viii)(I) Social security account numbers and related records that 
are obtained or maintained by authorized persons pursuant to any 
provision of law enacted on or after October 1, 1990, shall be con-
fidential, and no authorized person shall disclose any such social 
security account number or related record. 

(II) Paragraphs (1), (2), and (3) of section 7213(a) of the Internal 
Revenue Code of 1986 shall apply with respect to the unauthorized 
willful disclosure to any person of social security account numbers 
and related records obtained or maintained by an authorized per-
son pursuant to a provision of law enacted on or after October 1, 
1990, in the same manner and to the same extent as such para-
graphs apply with respect to unauthorized disclosures of return 
and return information described in such paragraphs. Paragraph 
(4) of section 7213(a) of such Code shall apply with respect to the 
willful offer of any item of material value in exchange for any such 
social security account number or related record in the same man-
ner and to the same extent as such paragraph applies with respect 
to offers (in exchange for any return or return information) de-
scribed in such paragraph. 

(III) For purposes of this clause, the term ‘‘authorized person’’ 
means an officer or employee of the United States, an officer or em-
ployee of any State, political subdivision of a State, or agency of a 
State or political subdivision of a State, and any other person (or 
officer or employee thereof), who has or had access to social secu-
rity account numbers or related records pursuant to any provision 
of law enacted on or after October 1, 1990. For purposes of this 
subclause, the term ‘‘officer or employee’’ includes a former officer 
or employee. 

(IV) For purposes of this clause, the term ‘‘related record’’ means 
any record, list, or compilation that indicates, directly or indirectly, 
the identity of any individual with respect to whom a social secu-
rity account number or a request for a social security account num-
ber is maintained pursuant to this clause. 

(ix) In the administration of the provisions of chapter 81 of title 
5, United States Code, and the Longshore and Harbor Workers’ 
Compensation Act (33 U.S.C. 901 et seq.), the Secretary of Labor 
may require by regulation that any person filing a notice of injury 
or a claim for benefits under such provisions provide as part of 
such notice or claim such person’s social security account number, 
subject to the requirements of this clause. No officer or employee 
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of the Department of Labor shall have access to any such number 
for any purpose other than the establishment of a system of records 
necessary for the effective administration of such provisions. The 
Secretary of Labor shall restrict, to the satisfaction of the Commis-
sioner of Social Security, access to social security account numbers 
obtained pursuant to this clause to officers and employees of the 
United States whose duties or responsibilities require access for 
the administration or enforcement of such provisions. The Sec-
retary of Labor shall provide such other safeguards as the Commis-
sioner of Social Security determines to be necessary or appropriate 
to protect the confidentiality of the social security account num-
bers. 

(x) The Secretary of Health and Human Services, and the Ex-
changes established under section 1311 of the Patient Protection 
and Affordable Care Act, are authorized to collect and use the 
names and social security account numbers of individuals as re-
quired to administer the provisions of, and the amendments made 
by, the such Act. 

ø(x)¿ (xi) No Federal, State, or local agency may display the So-
cial Security account number of any individual, or any derivative 
of such number, on any check issued for any payment by the Fed-
eral, State, or local agency. 

ø(xi)¿ (xii) No Federal, State, or local agency may employ, or 
enter into a contract for the use or employment of, prisoners in any 
capacity that would allow such prisoners access to the Social Secu-
rity account numbers of other individuals. For purposes of this 
clause, the term ‘‘prisoner’’ means an individual confined in a jail, 
prison, or other penal institution or correctional facility pursuant 
to such individual’s conviction of a criminal offense. 

(xiii) The Secretary of Health and Human Services, in consulta-
tion with the Commissioner of Social Security, shall establish cost- 
effective procedures to ensure that a Social Security account number 
(or derivative thereof) is not displayed, coded, or embedded on the 
Medicare card issued to an individual who is entitled to benefits 
under part A of title XVIII or enrolled under part B of title XVIII 
and that any other identifier displayed on such card is not identifi-
able as a Social Security account number (or derivative thereof). 

(D)(i) It is the policy of the United States that— 
(I) any State (or any political subdivision of a State) and any 

authorized blood donation facility may utilize the social secu-
rity account numbers issued by the Commissioner of Social Se-
curity for the purpose of identifying blood donors, and 

(II) any State (or political subdivision of a State) may require 
any individual who donates blood within such State (or polit-
ical subdivision) to furnish to such State (or political subdivi-
sion), to any agency thereof having related administrative re-
sponsibility, or to any authorized blood donation facility the so-
cial security account number (or numbers, if the donor has 
more than one such number) issued to the donor by the Com-
missioner of Social Security. 

(ii) If and to the extent that any provision of Federal law enacted 
before the date of the enactment of this subparagraph is incon-
sistent with the policy set forth in clause (i), such provision shall, 
on and after such date, be null, void, and of no effect. 

(iii) For purposes of this subparagraph— 
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(I) the term ‘‘authorized blood donation facility’’ means an 
entity described in section 1141(h)(1)(B), and 

(II) the term ‘‘State’’ includes the District of Columbia, the 
Commonwealth of Puerto Rico, the Virgin Islands, Guam, the 
Commonwealth of the Northern Marianas, and the Trust Terri-
tory of the Pacific Islands. 

(E)(i) It is the policy of the United States that— 
(I) any State (or any political subdivision of a State) may uti-

lize the social security account numbers issued by the Commis-
sioner of Social Security for the additional purposes described 
in clause (ii) if such numbers have been collected and are oth-
erwise utilized by such State (or political subdivision) in ac-
cordance with applicable law, and 

(II) any district court of the United States may use, for such 
additional purposes, any such social security account numbers 
which have been so collected and are so utilized by any State. 

(ii) The additional purposes described in this clause are the fol-
lowing: 

(I) Identifying duplicate names of individuals on master lists 
used for jury selection purposes. 

(II) Identifying on such master lists those individuals who 
are ineligible to serve on a jury by reason of their conviction 
of a felony. 

(iii) To the extent that any provision of Federal law enacted be-
fore the date of the enactment of this subparagraph is inconsistent 
with the policy set forth in clause (i), such provision shall, on and 
after that date, be null, void, and of no effect. 

(iv) For purposes of this subparagraph, the term ‘‘State’’ has the 
meaning such term has in subparagraph (D). 

(F) The Commissioner of Social Security shall require, as a condi-
tion for receipt of benefits under this title, that an individual fur-
nish satisfactory proof of a social security account number assigned 
to such individual by the Commissioner of Social Security or, in the 
case of an individual to whom no such number has been assigned, 
that such individual make proper application for assignment of 
such a number. 

(G) The Commissioner of Social Security shall issue a social secu-
rity card to each individual at the time of the issuance of a social 
security account number to such individual. The social security 
card shall be made of banknote paper, and (to the maximum extent 
practicable) shall be a card which cannot be counterfeited. 

(H) The Commissioner of Social Security shall share with the 
Secretary of the Treasury the information obtained by the Commis-
sioner pursuant to the second sentence of subparagraph (B)(ii) and 
to subparagraph (C)(ii) for the purpose of administering those sec-
tions of the Internal Revenue Code of 1986 which grant tax bene-
fits based on support or residence of children. 

(3) The Commissioner’s record shall be evidence for the purpose 
of proceedings before the Commissioner of Social Security or any 
court of the amounts of wages paid to, and self-employment income 
derived by, an individual and of the periods in which such wages 
were paid and such income was derived. The absence of an entry 
in such records as to wages alleged to have been paid to, or as to 
self-employment income alleged to have been derived by, an indi-
vidual in any period shall be evidence that no such alleged wages 
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were paid to, or that no such alleged income was derived by, such 
individual during such period. 

(4) Prior to the expiration of the time limitation following any 
year the Commissioner of Social Security may, if it is brought to 
the Commissioner’s attention that any entry of wages or self-em-
ployment income in the Commissioner’s records for such year is er-
roneous or that any item of wages or self-employment income for 
such year has been omitted from such records, correct such entry 
or include such omitted item in his records, as the case may be. 
After the expiration of the time limitation following any year— 

(A) the Commissioner’s records (with changes, if any, made 
pursuant to paragraph (5)) of the amounts of wages paid to, 
and self-employment income derived by, an individual during 
any period in such year shall be conclusive for the purposes of 
this title; 

(B) the absence of an entry in the Commissioner’s records as 
to the wages alleged to have been paid by an employer to an 
individual during any period in such year shall be presumptive 
evidence for the purposes of this title that no such alleged 
wages were paid to such individual in such period; and 

(C) the absence of an entry in the Commissioner’s records as 
to the self-employment income alleged to have been derived by 
an individual in such year shall be conclusive for the purposes 
of this title that no such alleged self-employment income was 
derived by such individual in such year unless it is shown that 
he filed a tax return of his self-employment income for such 
year before the expiration of the time limitation following such 
year, in which case the Commissioner of Social Security shall 
include in the Commissioner’s records the self-employment in-
come of such individual for such year. 

(5) After the expiration of the time limitation following any year 
in which wages were paid or alleged to have been paid to, or self- 
employment income was derived or alleged to have been derived 
by, an individual, the Commissioner of Social Security may change 
or delete any entry with respect to wages or self-employment in-
come in the Commissioner’s records of such year for such indi-
vidual or include in the Commissioner’s records of such year for 
such individual any omitted item of wages or self-employment in-
come but only— 

(A) if an application for monthly benefits or for a lump-sum 
death payment was filed within the time limitation following 
such year; except that no such change, deletion, or inclusion 
may be made pursuant to this subparagraph after a final deci-
sion upon the application for monthly benefits or lump-sum 
death payment; 

(B) if within the time limitation following such year an indi-
vidual or his survivor makes a request for a change or deletion, 
or for an inclusion of an omitted item, and alleges in writing 
that the Commissioner’s records of the wages paid to, or the 
self-employment income derived by, such individual in such 
year are in one or more respects erroneous; except that no such 
change, deletion, or inclusion may be made pursuant to this 
subparagraph after a final decision upon such request. Written 
notice of the Commissioner’s decision on any such request shall 
be given to the individual who made the request; 
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(C) to correct errors apparent on the face of such records; 
(D) to transfer items to records of the Railroad Retirement 

Board if such items were credited under this title when they 
should have been credited under the Railroad Retirement Act 
of 1937 or 1974, or to enter items transferred by the Railroad 
Retirement Board which have been credited under the Railroad 
Retirement Act of 1937 or 1974 when they should have been 
credited under this title; 

(E) to delete or reduce the amount of any entry which is er-
roneous as a result of fraud; 

(F) to conform the Commissioner’s records to— 
(i) tax returns or portions thereof (including information 

returns and other written statements) filed with the Com-
missioner of Internal Revenue under title VIII of the Social 
Security Act, under subchapter E of chapter 1 or sub-
chapter A of chapter 9 of the Internal Revenue Code of 
1939, under chapter 2 or 21 of the Internal Revenue Code 
of 1954 or the Internal Revenue Code of 1986, or under 
regulations made under authority of such title, subchapter, 
or chapter; 

(ii) wage reports filed by a State pursuant to an agree-
ment under section 218 or regulations of the Commissioner 
of Social Security thereunder; or 

(iii) assessments of amounts due under an agreement 
pursuant to section 218 (as in effect prior to December 31, 
1986), if such assessments are made within the period 
specified in subsection (q) of such section (as so in effect), 
or allowances of credits or refunds of overpayments by a 
State under an agreement pursuant to such section; 

except that no amount of self-employment income of an indi-
vidual for any taxable year (if such return or statement was 
filed after the expiration of the time limitation following the 
taxable year) shall be included in the Commissioner’s records 
pursuant to this subparagraph; 

(G) to correct errors made in the allocation, to individuals or 
periods, of wages or self-employment income entered in the 
records of the Commissioner of Social Security; 

(H) to include wages paid during any period in such year to 
an individual by an employer; 

(I) to enter items which constitute remuneration for employ-
ment under subsection (o), such entries to be in accordance 
with certified reports of records made by the Railroad Retire-
ment Board pursuant to section 5(k)(3) of the Railroad Retire-
ment Act of 1937 or section 7(b)(7) of the Railroad Retirement 
Act of 1974; or 

(J) to include self-employment income for any taxable year, 
up to, but not in excess of, the amount of wages deleted by the 
Commissioner of Social Security as payments erroneously in-
cluded in such records as wages paid to such individual, if such 
income (or net earnings from self-employment), not already in-
cluded in such records as self-employment income, is included 
in a return or statement (referred to in subparagraph (F)) filed 
before the expiration of the time limitation following the tax-
able year in which such deletion of wages is made. 
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(6) Written notice of any deletion or reduction under paragraph 
(4) or (5) shall be given to the individual whose record is involved 
or to his survivor, except that (A) in the case of a deletion or reduc-
tion with respect to any entry of wages such notice shall be given 
to such individual only if he has previously been notified by the 
Commissioner of Social Security of the amount of his wages for the 
period involved, and (B) such notice shall be given to such survivor 
only if he or the individual whose record is involved has previously 
been notified by the Commissioner of Social Security of the amount 
of such individual’s wages and self-employment income for the pe-
riod involved. 

(7) Upon request in writing (within such period, after any change 
or refusal of a request for a change of the Commissioner’s records 
pursuant to this subsection, as the Commissioner of Social Security 
may prescribe), opportunity for hearing with respect to such change 
or refusal shall be afforded to any individual or his survivor. If a 
hearing is held pursuant to this paragraph the Commissioner of 
Social Security shall make findings of fact and a decision based 
upon the evidence adduced at such hearing and shall include any 
omitted items, or change or delete any entry, in the Commissioner’s 
records as may be required by such findings and decision. 

(8) A translation into English by a third party of a statement 
made in a foreign language by an applicant for or beneficiary of 
monthly insurance benefits under this title shall not be regarded 
as reliable for any purpose under this title unless the third party, 
under penalty or perjury— 

(A) certifies that the translation is accurate; and 
(B) discloses the nature and scope of the relationship be-

tween the third party and the applicant or recipient, as the 
case may be. 

(9) Decisions of the Commissioner of Social Security under this 
subsection shall be reviewable by commencing a civil action in the 
United States district court as provided in subsection (g). 

(d) For the purpose of any hearing, investigation, or other pro-
ceeding authorized or directed under this title, or relative to any 
other matter within the Commissioner’s jurisdiction hereunder, the 
Commissioner of Social Security shall have power to issue sub-
penas requiring the attendance and testimony of witnesses and the 
production of any evidence that relates to any matter under inves-
tigation or in question before the Commissioner of Social Security. 
Such attendance of witnesses and production of evidence at the 
designated place of such hearing, investigation, or other proceeding 
may be required from any place in the United States or in any Ter-
ritory or possession thereof. Subpenas of the Commissioner of So-
cial Security shall be served by anyone authorized by the Commis-
sioner (1) by delivering a copy thereof to the individual named 
therein, or (2) by registered mail or by certified mail addressed to 
such individual at his last dwelling place or principal place of busi-
ness. A verified return by the individual so serving the subpena 
setting forth the manner of service, or, in the case of service by reg-
istered mail or by certified mail, the return post-office receipt 
therefor signed by the individual so served, shall be proof of serv-
ice. Witnesses so subpenaed shall be paid the same fees and mile-
age as are paid witnesses in the district courts of the United 
States. 
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(e) In case of contumacy by, or refusal to obey a subpena duly 
served upon, any person, any district court of the United States for 
the judicial district in which said person charged with contumacy 
or refusal to obey is found or resides or transacts business, upon 
application by the Commissioner of Social Security, shall have ju-
risdiction to issue an order requiring such person to appear and 
give testimony, or to appear and produce evidence, or both; any 
failure to obey such order of the court may be punished by said 
court as contempt thereof. 

(g) Any individual, after any final decision of the Commissioner 
of Social Security made after a hearing to which he was a party, 
irrespective of the amount in controversy, may obtain a review of 
such decision by a civil action commenced within sixty days after 
the mailing to him of notice of such decision or within such further 
time as the Commissioner of Social Security may allow. Such ac-
tion shall be brought in the district court of the United States for 
the judicial district in which the plaintiff resides, or has his prin-
cipal place of business, or, if he does not reside or have his prin-
cipal place of business within any such judicial district, in the 
United States District Court for the District of Columbia. As part 
of the Commissioner’s answer the Commissioner of Social Security 
shall file a certified copy of the transcript of the record including 
the evidence upon which the findings and decision complained of 
are based. The court shall have power to enter, upon the pleadings 
and transcript of the record, a judgment affirming, modifying, or 
reversing the decision of the Commissioner of Social Security, with 
or without remanding the cause for a rehearing. The findings of the 
Commissioner of Social Security as to any fact, if supported by sub-
stantial evidence, shall be conclusive, and where a claim has been 
denied by the Commissioner of Social Security or a decision is ren-
dered under subsection (b) hereof which is adverse to an individual 
who was a party to the hearing before the Commissioner of Social 
Security, because of failure of the claimant or such individual to 
submit proof in conformity with any regulation prescribed under 
subsection (a) hereof, the court shall review only the question of 
conformity with such regulations and the validity of such regula-
tions. The court may, on motion of the Commissioner of Social Se-
curity made for good cause shown before the Commissioner files 
the Commissioner’s answer, remand the case to the Commissioner 
of Social Security for further action by the Commissioner of Social 
Security, and it may at any time order additional evidence to be 
taken before the Commissioner of Social Security, but only upon a 
showing that there is new evidence which is material and that 
there is good cause for the failure to incorporate such evidence into 
the record in a prior proceeding; and the Commissioner of Social 
Security shall, after the case is remanded, and after hearing such 
additional evidence if so ordered, modify or affirm the Commis-
sioner’s findings of fact or the Commissioner’s decision, or both, 
and shall file with the court any such additional and modified find-
ings of fact and decision, and, in any case in which the Commis-
sioner has not made a decision fully favorable to the individual, a 
transcript of the additional record and testimony upon which the 
Commissioner’s action in modifying or affirming was based. Such 
additional or modified findings of fact and decision shall be review-
able only to the extent provided for review of the original findings 
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of fact and decision. The judgment of the court shall be final except 
that it shall be subject to review in the same manner as a judg-
ment in other civil actions. Any action instituted in accordance 
with this subsection shall survive notwithstanding any change in 
the person occupying the office of Commissioner of Social Security 
or any vacancy in such office. 

(h) The findings and decision of the Commissioner of Social Secu-
rity after a hearing shall be binding upon all individuals who were 
parties to such hearing. No findings of fact or decision of the Com-
missioner of Social Security shall be reviewed by any person, tri-
bunal, or governmental agency except as herein provided. No action 
against the United States, the Commissioner of Social Security or 
any officer or employee thereof shall be brought under section 1331 
or 1346 of title 28, United States Code, to recover on any claim 
arising under this title. 

(i) Upon final decision of the Commissioner of Social Security, or 
upon final judgment of any court of competent jurisdiction, that 
any person is entitled to any payment or payments under this title, 
the Commissioner of Social Security shall certify to the Managing 
Trustee the name and address of the person so entitled to receive 
such payment or payments, the amount of such payment or pay-
ments, and the time at which such payment or payments should 
be made, and the Managing Trustee, through the Fiscal Service of 
the Department of the Treasury, and prior to any action thereon 
by the General Accounting Office, shall make payment in accord-
ance with the certification of the Commissioner of Social Security 
(except that in the case of (A) an individual who will have com-
pleted ten years of service (or five or more years of service, all of 
which accrues after December 31, 1995) creditable under the Rail-
road Retirement Act of 1937 or the Railroad Retirement Act of 
1974, (B) the wife or husband of such an individual, (C) any sur-
vivor of such an individual if such survivor is entitled, or could 
upon application become entitled, to an annuity under section 2 of 
the Railroad Retirement Act of 1974, and (D) any other person en-
titled to benefits under section 202 of this Act on the basis of the 
wages and self-employment income of such an individual (except a 
survivor of such an individual where such individual did not have 
a current connection with the railroad industry, as defined in the 
Railroad Retirement Act of 1974, at the time of his death), such 
certification shall be made to the Railroad Retirement Board which 
shall provide for such payment or payments to such person on be-
half of the Managing Trustee in accordance with the provisions of 
the Railroad Retirement Act of 1974): Provided, That where a re-
view of the Commissioner’s decision is or may be sought under sub-
section (g) the Commissioner of Social Security may withhold cer-
tification of payment pending such review. The Managing Trustee 
shall not be held personally liable for any payment or payments 
made in accordance with a certification by the Commissioner of So-
cial Security. 

Representative Payees 

(j)(1)(A) If the Commissioner of Social Security determines that 
the interest of any individual under this title would be served 
thereby, certification of payment of such individual’s benefit under 
this title may be made, regardless of the legal competency or in-
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competency of the individual, either for direct payment to the indi-
vidual, or for his or her use and benefit, to another individual, or 
an organization, with respect to whom the requirements of para-
graph (2) have been met (hereinafter in this subsection referred to 
as the individual’s ‘‘representative payee’’). If the Commissioner of 
Social Security or a court of competent jurisdiction determines that 
a representative payee has misused any individual’s benefit paid to 
such representative payee pursuant to this subsection or section 
807 or 1631(a)(2), the Commissioner of Social Security shall 
promptly revoke certification for payment of benefits to such rep-
resentative payee pursuant to this subsection and certify payment 
to an alternative representative payee or, if the interest of the indi-
vidual under this title would be served thereby, to the individual. 

(B) In the case of an individual entitled to benefits based on dis-
ability, the payment of such benefits shall be made to a representa-
tive payee if the Commissioner of Social Security determines that 
such payment would serve the interest of the individual because 
the individual also has an alcoholism or drug addiction condition 
(as determined by the Commissioner) and the individual is incapa-
ble of managing such benefits. 

(2)(A) Any certification made under paragraph (1) for payment of 
benefits to an individual’s representative payee shall be made on 
the basis of— 

(i) an investigation by the Commissioner of Social Security 
of the person to serve as representative payee, which shall be 
conducted in advance of such certification and shall, to the ex-
tent practicable, include a face-to-face interview with such per-
son, and 

(ii) adequate evidence that such certification is in the inter-
est of such individual (as determined by the Commissioner of 
Social Security in regulations). 

(B)(i) As part of the investigation referred to in subparagraph 
(A)(i), the Commissioner of Social Security shall— 

(I) require the person being investigated to submit docu-
mented proof of the identity of such person, unless information 
establishing such identity has been submitted with an applica-
tion for benefits under this title, title VIII, or title XVI, 

(II) verify such person’s social security account number (or 
employer identification number), 

(III) determine whether such person has been convicted of a 
violation of section 208, 811, or 1632, 

(IV) obtain information concerning whether such person has 
been convicted of any other offense under Federal or State law 
which resulted in imprisonment for more than 1 year, 

(V) obtain information concerning whether such person is a 
person described in section 202(x)(1)(A)(iv), and 

(VI) determine whether certification of payment of benefits 
to such person has been revoked pursuant to this subsection, 
the designation of such person as a representative payee has 
been revoked pursuant to section 807(a), or payment of bene-
fits to such person has been terminated pursuant to section 
1631(a)(2)(A)(iii) by reason of misuse of funds paid as benefits 
under this title, title VIII, or title XVI. 

(ii) The Commissioner of Social Security shall establish and 
maintain a centralized file, which shall be updated periodically and 
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which shall be in a form which renders it readily retrievable by 
each servicing office of the Social Security Administration. Such file 
shall consist of— 

(I) a list of the names and social security account numbers 
(or employer identification numbers) of all persons with respect 
to whom certification of payment of benefits has been revoked 
on or after January 1, 1991, pursuant to this subsection, whose 
designation as a representative payee has been revoked pursu-
ant to section 807(a), or with respect to whom payment of ben-
efits has been terminated on or after such date pursuant to 
section 1631(a)(2)(A)(iii), by reason of misuse of funds paid as 
benefits under this title, title VIII, or title XVI, and 

(II) a list of the names and social security account numbers 
(or employer identification numbers) of all persons who have 
been convicted of a violation of section 208, 811, or 1632. 

(iii) Notwithstanding the provisions of section 552a of title 5, 
United States Code, or any other provision of Federal or State law 
(other than section 6103 of the Internal Revenue Code of 1986 and 
section 1106(c) of this Act), the Commissioner shall furnish any 
Federal, State, or local law enforcement officer, upon the written 
request of the officer, with the current address, social security ac-
count number, and photograph (if applicable) of any person inves-
tigated under this paragraph, if the officer furnishes the Commis-
sioner with the name of such person and such other identifying in-
formation as may reasonably be required by the Commissioner to 
establish the unique identity of such person, and notifies the Com-
missioner that— 

(I) such person is described in section 202(x)(1)(A)(iv), 
(II) such person has information that is necessary for the of-

ficer to conduct the officer’s official duties, and 
(III) the location or apprehension of such person is within 

the officer’s official duties. 
(C)(i) Benefits of an individual may not be certified for payment 

to any other person pursuant to this subsection if— 
(I) such person has previously been convicted as described in 

subparagraph (B)(i)(III), 
(II) except as provided in clause (ii), certification of payment 

of benefits to such person under this subsection has previously 
been revoked as described in subparagraph (B)(i)(VI) the des-
ignation of such person as a representative payee has been re-
voked pursuant to section 807(a), or payment of benefits to 
such person pursuant to section 1631(a)(2)(A)(ii) has previously 
been terminated as described in section 1631(a)(2)(B)(ii)(VI), 

(III) except as provided in clause (iii), such person is a cred-
itor of such individual who provides such individual with goods 
or services for consideration, 

(IV) such person has previously been convicted as described 
in subparagraph (B)(i)(IV), unless the Commissioner deter-
mines that such certification would be appropriate notwith-
standing such conviction, or 

(V) such person is a person described in section 
202(x)(1)(A)(iv). 

(ii) The Commissioner of Social Security shall prescribe regula-
tions under which the Commissioner of Social Security may grant 
exemptions to any person from the provisions of clause (i)(II) on a 
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case-by-case basis if such exemption is in the best interest of the 
individual whose benefits would be paid to such person pursuant 
to this subsection. 

(iii) Clause (i)(III) shall not apply with respect to any person who 
is a creditor referred to therein if such creditor is— 

(I) a relative of such individual if such relative resides in the 
same household as such individual, 

(II) a legal guardian or legal representative of such indi-
vidual, 

(III) a facility that is licensed or certified as a care facility 
under the law of a State or a political subdivision of a State, 

(IV) a person who is an administrator, owner, or employee 
of a facility referred to in subclause (III) if such individual re-
sides in such facility, and the certification of payment to such 
facility or such person is made only after good faith efforts 
have been made by the local servicing office of the Social Secu-
rity Administration to locate an alternative representative 
payee to whom such certification of payment would serve the 
best interests of such individual, or 

(V) an individual who is determined by the Commissioner of 
Social Security, on the basis of written findings and under pro-
cedures which the Commissioner of Social Security shall pre-
scribe by regulation, to be acceptable to serve as a representa-
tive payee. 

(iv) The procedures referred to in clause (iii)(V) shall require the 
individual who will serve as representative payee to establish, to 
the satisfaction of the Commissioner of Social Security, that— 

(I) such individual poses no risk to the beneficiary, 
(II) the financial relationship of such individual to the bene-

ficiary poses no substantial conflict of interest, and 
(III) no other more suitable representative payee can be 

found. 
(v) In the case of an individual described in paragraph (1)(B), 

when selecting such individual’s representative payee, preference 
shall be given to— 

(I) certified community-based nonprofit social service agen-
cies (as defined in paragraph (10)), 

(II) a Federal, State, or local government agency whose mis-
sion is to carry out income maintenance, social service, or 
health care-related activities, 

(III) a State or local government agency with fiduciary re-
sponsibilities, or 

(IV) a designee of an agency (other than of a Federal agency) 
referred to in the preceding subclauses of this clause, if the 
Commissioner of Social Security deems it appropriate, 

unless the Commissioner of Social Security determines that selec-
tion of a family member would be appropriate. 

(D)(i) Subject to clause (ii), if the Commissioner of Social Security 
makes a determination described in the first sentence of paragraph 
(1) with respect to any individual’s benefit and determines that di-
rect payment of the benefit to the individual would cause substan-
tial harm to the individual, the Commissioner of Social Security 
may defer (in the case of initial entitlement) or suspend (in the 
case of existing entitlement) direct payment of such benefit to the 
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individual, until such time as the selection of a representative 
payee is made pursuant to this subsection. 

(ii)(I) Except as provided in subclause (II), any deferral or sus-
pension of direct payment of a benefit pursuant to clause (i) shall 
be for a period of not more than 1 month. 

(II) Subclause (I) shall not apply in any case in which the indi-
vidual is, as of the date of the Commissioner’s determination, le-
gally incompetent, under the age of 15 years, or described in para-
graph (1)(B). 

(iii) Payment pursuant to this subsection of any benefits which 
are deferred or suspended pending the selection of a representative 
payee shall be made to the individual or the representative payee 
as a single sum or over such period of time as the Commissioner 
of Social Security determines is in the best interest of the indi-
vidual entitled to such benefits. 

(E)(i) Any individual who is dissatisfied with a determination by 
the Commissioner of Social Security to certify payment of such in-
dividual’s benefit to a representative payee under paragraph (1) or 
with the designation of a particular person to serve as representa-
tive payee shall be entitled to a hearing by the Commissioner of 
Social Security to the same extent as is provided in subsection (b), 
and to judicial review of the Commissioner’s final decision as is 
provided in subsection (g). 

(ii) In advance of the certification of payment of an individual’s 
benefit to a representative payee under paragraph (1), the Commis-
sioner of Social Security shall provide written notice of the Com-
missioner’s initial determination to certify such payment. Such no-
tice shall be provided to such individual, except that, if such indi-
vidual— 

(I) is under the age of 15, 
(II) is an unemancipated minor under the age of 18, or 
(III) is legally incompetent, 

then such notice shall be provided solely to the legal guardian or 
legal representative of such individual. 

(iii) Any notice described in clause (ii) shall be clearly written in 
language that is easily understandable to the reader, shall identify 
the person to be designated as such individual’s representative 
payee, and shall explain to the reader the right under clause (i) of 
such individual or of such individual’s legal guardian or legal rep-
resentative— 

(I) to appeal a determination that a representative payee is 
necessary for such individual, 

(II) to appeal the designation of a particular person to serve 
as the representative payee of such individual, and 

(III) to review the evidence upon which such designation is 
based and submit additional evidence. 

(3)(A) In any case where payment under this title is made to a 
person other than the individual entitled to such payment, the 
Commissioner of Social Security shall establish a system of ac-
countability monitoring whereby such person shall report not less 
often than annually with respect to the use of such payments. The 
Commissioner of Social Security shall establish and implement sta-
tistically valid procedures for reviewing such reports in order to 
identify instances in which such persons are not properly using 
such payments. 
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(B) Subparagraph (A) shall not apply in any case where the other 
person to whom such payment is made is a State institution. In 
such cases, the Commissioner of Social Security shall establish a 
system of accountability monitoring for institutions in each State. 

(C) Subparagraph (A) shall not apply in any case where the indi-
vidual entitled to such payment is a resident of a Federal institu-
tion and the other person to whom such payment is made is the 
institution. 

(D) Notwithstanding subparagraphs (A), (B), and (C), the Com-
missioner of Social Security may require a report at any time from 
any person receiving payments on behalf of another, if the Commis-
sioner of Social Security has reason to believe that the person re-
ceiving such payments is misusing such payments. 

(E) In any case in which the person described in subparagraph 
(A) or (D) receiving payments on behalf of another fails to submit 
a report required by the Commissioner of Social Security under 
subparagraph (A) or (D), the Commissioner may, after furnishing 
notice to such person and the individual entitled to such payment, 
require that such person appear in person at a field office of the 
Social Security Administration serving the area in which the indi-
vidual resides in order to receive such payments. 

(F) The Commissioner of Social Security shall maintain a central-
ized file, which shall be updated periodically and which shall be in 
a form which will be readily retrievable by each servicing office of 
the Social Security Administration, of— 

(i) the address and the social security account number (or 
employer identification number) of each representative payee 
who is receiving benefit payments pursuant to this subsection, 
section 807, or section 1631(a)(2), and 

(ii) the address and social security account number of each 
individual for whom each representative payee is reported to 
be providing services as representative payee pursuant to this 
subsection, section 807, or section 1631(a)(2). 

(G) Each servicing office of the Administration shall maintain a 
list, which shall be updated periodically, of public agencies and cer-
tified community-based nonprofit social service agencies (as defined 
in paragraph (10)) which are qualified to serve as representative 
payees pursuant to this subsection or section 807 or 1631(a)(2) and 
which are located in the area served by such servicing office. 

(4)(A)(i) Except as provided in the next sentence, a qualified or-
ganization may collect from an individual a monthly fee for ex-
penses (including overhead) incurred by such organization in pro-
viding services performed as such individual’s representative payee 
pursuant to this subsection if such fee does not exceed the lesser 
of— 

(I) 10 percent of the monthly benefit involved, or 
(II) $25.00 per month ($50.00 per month in any case in 

which the individual is described in paragraph(1)(B)). 
A qualified organization may not collect a fee from an individual 
for any month with respect to which the Commissioner of Social 
Security or a court of competent jurisdiction has determined that 
the organization misused all or part of the individual’s benefit, and 
any amount so collected by the qualified organization for such 
month shall be treated as a misused part of the individual’s benefit 
for purposes of paragraphs (5) and (6). The Commissioner shall ad-
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just annually (after 1995) each dollar amount set forth in subclause 
(II) under procedures providing for adjustments in the same man-
ner and to the same extent as adjustments are provided for under 
the procedures used to adjust benefit amounts under section 
215(i)(2)(A), except that any amount so adjusted that is not a mul-
tiple of $1.00 shall be rounded to the nearest multiple of $1.00. 

(ii) In the case of an individual who is no longer currently enti-
tled to monthly insurance benefits under this title but to whom all 
past-due benefits have not been paid, for purposes of clause (i), any 
amount of such past-due benefits payable in any month shall be 
treated as a monthly benefit referred to in clause (i)(I). 
Any agreement providing for a fee in excess of the amount per-
mitted under this subparagraph shall be void and shall be treated 
as misuse by such organization of such individual’s benefits. 

(B) For purposes of this paragraph, the term ‘‘qualified organiza-
tion’’ means any State or local government agency whose mission 
is to carry out income maintenance, social service, or health care- 
related activities, any State or local government agency with fidu-
ciary responsibilities, or any certified community-based nonprofit 
social service agency (as defined in paragraph (10)), if such agency, 
in accordance with any applicable regulations of the Commissioner 
of Social Security— 

(i) regularly provides services as the representative payee, 
pursuant to this subsection or section 807 or 1631(a)(2), con-
currently to 5 or more individuals, 

(ii) demonstrates to the satisfaction of the Commissioner of 
Social Security that such agency is not otherwise a creditor of 
any such individual. 

The Commissioner of Social Security shall prescribe regulations 
under which the Commissioner of Social Security may grant an ex-
ception from clause (ii) for any individual on a case-by-case basis 
if such exception is in the best interests of such individual. 

(C) Any qualified organization which knowingly charges or col-
lects, directly or indirectly, any fee in excess of the maximum fee 
prescribed under subparagraph (A) or makes any agreement, di-
rectly or indirectly, to charge or collect any fee in excess of such 
maximum fee, shall be fined in accordance with title 18, United 
States Code, or imprisoned not more than 6 months, or both. 

(5) In cases where the negligent failure of the Commissioner of 
Social Security to investigate or monitor a representative payee re-
sults in misuse of benefits by the representative payee, the Com-
missioner of Social Security shall certify for payment to the bene-
ficiary or the beneficiary’s alternative representative payee an 
amount equal to such misused benefits. In any case in which a rep-
resentative payee that— 

(A) is not an individual (regardless of whether it is a ‘‘quali-
fied organization’’ within the meaning of paragraph (4)(B)); or 

(B) is an individual who, for any month during a period 
when misuse occurs, serves 15 or more individuals who are 
beneficiaries under this title, title VIII, title XVI, or any com-
bination of such titles; 

misuses all or part of an individual’s benefit paid to such rep-
resentative payee, the Commissioner of Social Security shall certify 
for payment to the beneficiary or the beneficiary’s alternative rep-
resentative payee an amount equal to the amount of such benefit 
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so misused. The provisions of this paragraph are subject to the lim-
itations of paragraph (7)(B). The Commissioner of Social Security 
shall make a good faith effort to obtain restitution from the termi-
nated representative payee. 

(6)(A) In addition to such other reviews of representative payees 
as the Commissioner of Social Security may otherwise conduct, the 
Commissioner shall provide for the periodic onsite review of any 
person or agency located in the United States that receives the 
benefits payable under this title (alone or in combination with ben-
efits payable under title VIII or title XVI) to another individual 
pursuant to the appointment of such person or agency as a rep-
resentative payee under this subsection, section 807, or section 
1631(a)(2) in any case in which— 

(i) the representative payee is a person who serves in that 
capacity with respect to 15 or more such individuals; 

(ii) the representative payee is a certified community-based 
nonprofit social service agency (as defined in paragraph (10) of 
this subsection or section 1631(a)(2)(I)); or 

(iii) the representative payee is an agency (other than an 
agency described in clause (ii)) that serves in that capacity 
with respect to 50 or more such individuals. 

(B) Within 120 days after the end of each fiscal year, the Com-
missioner shall submit to the Committee on Ways and Means of 
the House of Representatives and the Committee on Finance of the 
Senate a report on the results of periodic onsite reviews conducted 
during the fiscal year pursuant to subparagraph (A) and of any 
other reviews of representative payees conducted during such fiscal 
year in connection with benefits under this title. Each such report 
shall describe in detail all problems identified in such reviews and 
any corrective action taken or planned to be taken to correct such 
problems, and shall include— 

(i) the number of such reviews; 
(ii) the results of such reviews; 
(iii) the number of cases in which the representative payee 

was changed and why; 
(iv) the number of cases involving the exercise of expedited, 

targeted oversight of the representative payee by the Commis-
sioner conducted upon receipt of an allegation of misuse of 
funds, failure to pay a vendor, or a similar irregularity; 

(v) the number of cases discovered in which there was a mis-
use of funds; 

(vi) how any such cases of misuse of funds were dealt with 
by the Commissioner; 

(vii) the final disposition of such cases of misuse of funds, in-
cluding any criminal penalties imposed; and 

(viii) such other information as the Commissioner deems ap-
propriate. 

(7)(A) If the Commissioner of Social Security or a court of com-
petent jurisdiction determines that a representative payee that is 
not a Federal, State, or local government agency has misused all 
or part of an individual’s benefit that was paid to such representa-
tive payee under this subsection, the representative payee shall be 
liable for the amount misused, and such amount (to the extent not 
repaid by the representative payee) shall be treated as an overpay-
ment of benefits under this title to the representative payee for all 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00056 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



51 

purposes of this Act and related laws pertaining to the recovery of 
such overpayments. Subject to subparagraph (B), upon recovering 
all or any part of such amount, the Commissioner shall certify an 
amount equal to the recovered amount for payment to such indi-
vidual or such individual’s alternative representative payee. 

(B) The total of the amount certified for payment to such indi-
vidual or such individual’s alternative representative payee under 
subparagraph (A) and the amount certified for payment under 
paragraph (5) may not exceed the total benefit amount misused by 
the representative payee with respect to such individual. 

(8) For purposes of this subsection, the term ‘‘benefit based on 
disability’’ of an individual means a disability insurance benefit of 
such individual under section 223 or a child’s, widow’s, or wid-
ower’s insurance benefit of such individual under section 202 based 
on such individual’s disability. 

(9) For purposes of this subsection, misuse of benefits by a rep-
resentative payee occurs in any case in which the representative 
payee receives payment under this title for the use and benefit of 
another person and converts such payment, or any part thereof, to 
a use other than for the use and benefit of such other person. The 
Commissioner of Social Security may prescribe by regulation the 
meaning of the term ‘‘use and benefit’’ for purposes of this para-
graph. 

(10) For purposes of this subsection, the term ‘‘certified commu-
nity-based nonprofit social service agency’’ means a community- 
based nonprofit social service agency which is in compliance with 
requirements, under regulations which shall be prescribed by the 
Commissioner, for annual certification to the Commissioner that it 
is bonded in accordance with requirements specified by the Com-
missioner and that it is licensed in each State in which it serves 
as a representative payee (if licensing is available in the State) in 
accordance with requirements specified by the Commissioner. Any 
such annual certification shall include a copy of any independent 
audit on the agency which may have been performed since the pre-
vious certification. 

(k) Any payment made after December 31, 1939, under condi-
tions set forth in subsection (j), any payment made before January 
1, 1940, to, or on behalf of, a legally incompetent individual, and 
any payment made after December 31, 1939, to a legally incom-
petent individual without knowledge by the Commissioner of Social 
Security of incompetency prior to certification of payment, if other-
wise valid under this title, shall be a complete settlement and sat-
isfaction of any claim, right, or interest in and to such payment. 

(l) The Commissioner of Social Security is authorized to delegate 
to any member, officer, or employee of the Social Security Adminis-
tration designated by him any of the powers conferred upon him 
by this section, and is authorized to be represented by his own at-
torneys in any court in any case or proceeding arising under the 
provisions of subsection (e). 

(n) The Commissioner of Social Security may, in the Commis-
sioner’s discretion, certify to the Managing Trustee any two or 
more individuals of the same family for joint payment of the total 
benefits payable to such individuals for any month, and if one of 
such individuals dies before a check representing such joint pay-
ment is negotiated, payment of the amount of such unnegotiated 
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check to the surviving individual or individuals may be authorized 
in accordance with regulations of the Secretary of the Treasury; ex-
cept that appropriate adjustment or recovery shall be made under 
section 204(a) with respect to so much of the amount of such check 
as exceeds the amount to which such surviving individual or indi-
viduals are entitled under this title for 

Crediting of Compensation Under the Railroad Retirement Act 

(o) If there is no person who would be entitled, upon application 
therefor, to an annuity under section 2 of the Railroad Retirement 
Act of 1974, or to a lump sum payment under section 6(b) of such 
Act, with respect to the death of an employee (as defined in such 
Act), then, notwithstanding section 210(a)(9) of this Act, compensa-
tion (as defined in such Railroad Retirement Act, but excluding 
compensation attributable as having been paid during any month 
on account of military service creditable under section 3(i) of such 
Act if wages are deemed to have been paid to such employee during 
such month under subsection (a) or (e) of section 217 of this Act) 
of such employee shall constitute remuneration for employment for 
purposes of determining (A) entitlement to and the amount of any 
lump sum death payment under this title on the basis of such em-
ployee’s wages and self employment income and (B) entitlement to 
and the amount of any monthly benefit under this title, for the 
month in which such employee died or for any month thereafter, 
on the basis of such wages and self employment income. For such 
purposes, compensation (as so defined) paid in a calendar year be-
fore 1978 shall, in the absence of evidence to the contrary, be pre-
sumed to have been paid in equal proportions with respect to all 
months in the year in which the employee rendered services for 
such compensation. 

Special Rules in Case of Federal Service 

(p)(1) With respect to service included as employment under sec-
tion 210 which is performed in the employ of the United States or 
in the employ of any instrumentality which is wholly owned by the 
United States, including service, performed as a member of a uni-
formed service, to which the provisions of subsection (l)(1) of such 
section are applicable, and including service, performed as a volun-
teer or volunteer leader within the meaning of the Peace Corps Act, 
to which the provisions of section 210(o) are applicable, the Com-
missioner of Social Security shall not make determinations as to 
the amounts of remuneration for such service, or the periods in 
which or for which such remuneration was paid, but shall accept 
the determinations with respect thereto of the head of the appro-
priate Federal agency or instrumentality, and of such agents as 
such head may designate, as evidenced by returns filed in accord-
ance with the provisions of section 3122 of the Internal Revenue 
Code of 1954<FTRF> and certifications made pursuant to this sub-
section. Such determinations shall be final and conclusive. Nothing 
in this paragraph shall be construed to affect the Commissioner’s 
authority to determine under sections 209 and 210 whether any 
such service constitutes employment, the periods of such employ-
ment, and whether remuneration paid for any such service con-
stitutes wages. 
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(2) The head of any such agency or instrumentality is authorized 
and directed, upon written request of the Commissioner of Social 
Security, to make certification to the Commissioner with respect to 
any matter determinable for the Commissioner of Social Security 
by such head or his agents under this subsection, which the Com-
missioner of Social Security finds necessary in administering this 
title. 

(3) The provisions of paragraphs (1) and (2) shall be applicable 
in the case of service performed by a civilian employee, not com-
pensated from funds appropriated by the Congress, in the Army 
and Air Force Exchange Service, Army and Air Force Motion Pic-
ture Service, Navy Exchanges, Marine Corps Exchanges, or other 
activities, conducted by an instrumentality of the United States 
subject to the jurisdiction of the Secretary of Defense, at installa-
tions of the Department of Defense for the comfort, pleasure, con-
tentment, and mental and physical improvement of personnel of 
such Department; and for purposes of paragraphs (1) and (2) the 
Secretary of Defense shall be deemed to be the head of such instru-
mentality. The provisions of paragraphs (1) and (2) shall be appli-
cable also in the case of service performed by a civilian employee, 
not compensated from funds appropriated by the Congress, in the 
Coast Guard Exchanges or other activities, conducted by an instru-
mentality of the United States subject to the jurisdiction of the Sec-
retary of Homeland Security, at installations of the Coast Guard 
for the comfort, pleasure, contentment, and mental and physical 
improvement of personnel of the Coast Guard; and for purposes of 
paragraphs (1) and (2) the Secretary of Homeland Security shall be 
deemed to be the head of such instrumentality. 

Expedited Benefit Payments 

(q)(1) The Commissioner of Social Security shall establish and 
put into effect procedures under which expedited payment of 
monthly insurance benefits under this title will, subject to para-
graph (4) of this subsection, be made as set forth in paragraphs (2) 
and (3) of this subsection. 

(2) In any case in which— 
(A) an individual makes an allegation that a monthly benefit 

under this title was due him in a particular month but was not 
paid to him, and 

(B) such individual submits a written request for the pay-
ment of such benefit— 

(i) in the case of an individual who received a regular 
monthly benefit in the month preceding the month with 
respect to which such allegation is made, not less than 30 
days after the 15th day of the month with respect to which 
such allegation is made (and in the event that such re-
quest is submitted prior to the expiration of such 30-day 
period, it shall be deemed to have been submitted upon the 
expiration of such period), and 

(ii) in any other case, not less than 90 days after the 
later of (I) the date on which such benefit is alleged to 
have been due, or (II) the date on which such individual 
furnished the last information requested by the Commis-
sioner of Social Security (and such written request will be 
deemed to be filed on the day on which it was filed, or the 
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ninetieth day after the first day on which the Commis-
sioner of Social Security has evidence that such allegation 
is true, whichever is later), 

the Commissioner of Social Security shall, if he finds that benefits 
are due, certify such benefits for payment, and payment shall be 
made within 15 days immediately following the date on which the 
written request is deemed to have been filed. 

(3) In any case in which the Commissioner of Social Security de-
termines that there is evidence, although additional evidence might 
be required for a final decision, that an allegation described in 
paragraph (2)(A) is true, he may make a preliminary certification 
of such benefit for payment even though the 30-day or 90-day peri-
ods described in paragraph (2)(B)(i) and (B)(ii) have not elapsed. 

(4) Any payment made pursuant to a certification under para-
graph (3) of this subsection shall not be considered an incorrect 
payment for purposes of determining the liability of the certifying 
or disbursing officer. 

(5) For purposes of this subsection, benefits payable under sec-
tion 228 shall be treated as monthly insurance benefits payable 
under this title. However, this subsection shall not apply with re-
spect to any benefit for which a check has been negotiated, or with 
respect to any benefit alleged to be due under either section 223, 
or section 202 to a wife, husband, or child of an individual entitled 
to or applying for benefits under section 223, or to a child who has 
attained age 18 and is under a disability, or to a widow or widower 
on the basis of being under a disability. 

Use of Death Certificates to Correct Program Information 

(r)(1) The Commissioner of Social Security shall undertake to es-
tablish a program under which— 

(A) States (or political subdivisions thereof) voluntarily con-
tract with the Commissioner of Social Security to furnish the 
Commissioner of Social Security periodically with information 
(in a form established by the Commissioner of Social Security 
in consultation with the States) concerning individuals with re-
spect to whom death certificates (or equivalent documents 
maintained by the States or subdivisions) have been officially 
filed with them; and 

(B) there will be (i) a comparison of such information on such 
individuals with information on such individuals in the records 
being used in the administration of this Act, (ii) validation of 
the results of such comparisons, and (iii) corrections in such 
records to accurately reflect the status of such individuals. 

(2) Each State (or political subdivision thereof) which furnishes 
the Commissioner of Social Security with information on records of 
deaths in the State or subdivision under this subsection may be 
paid by the Commissioner of Social Security from amounts avail-
able for administration of this Act the reasonable costs (established 
by the Commissioner of Social Security in consultations with the 
States) for transcribing and transmitting such information to the 
Commissioner of Social Security. 

(3) In the case of individuals with respect to whom federally 
funded benefits are provided by (or through) a Federal or State 
agency other than under this Act, the Commissioner of Social Secu-
rity shall to the extent feasible provide such information through 
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a cooperative arrangement with such agency, for ensuring proper 
payment of those benefits with respect to such individuals if— 

(A) under such arrangement the agency provides reimburse-
ment to the Commissioner of Social Security for the reasonable 
cost of carrying out such arrangement, and 

(B) such arrangement does not conflict with the duties of the 
Commissioner of Social Security under paragraph (1). 

(4) The Commissioner of Social Security may enter into similar 
agreements with States to provide information for their use in pro-
grams wholly funded by the States if the requirements of subpara-
graphs (A) and (B) of paragraph (3) are met. 

(5) The Commissioner of Social Security may use or provide for 
the use of such records as may be corrected under this section, sub-
ject to such safeguards as the Commissioner of Social Security de-
termines are necessary or appropriate to protect the information 
from unauthorized use or disclosure, for statistical and research ac-
tivities conducted by Federal and State agencies. 

(6) Information furnished to the Commissioner of Social Security 
under this subsection may not be used for any purpose other than 
the purpose described in this subsection and is exempt from disclo-
sure under section 552 of title 5, United States Code, and from the 
requirements of section 552a of such title. 

(7) The Commissioner of Social Security shall include informa-
tion on the status of the program established under this section 
and impediments to the effective implementation of the program in 
the 1984 report required under section 704 of this Act. 

(8)(A) The Commissioner of Social Security shall, upon the re-
quest of the official responsible for a State driver’s license agency 
pursuant to the Help America Vote Act of 2002— 

(i) enter into an agreement with such official for the purpose 
of verifying applicable information, so long as the requirements 
of subparagraphs (A) and (B) of paragraph (3) are met; and 

(ii) include in such agreement safeguards to assure the main-
tenance of the confidentiality of any applicable information dis-
closed and procedures to permit such agency to use the appli-
cable information for the purpose of maintaining its records. 

(B) Information provided pursuant to an agreement under this 
paragraph shall be provided at such time, in such place, and in 
such manner as the Commissioner determines appropriate. 

(C) The Commissioner shall develop methods to verify the accu-
racy of information provided by the agency with respect to applica-
tions for voter registration, for whom the last 4 digits of a social 
security number are provided instead of a driver’s license number. 

(9)(A) The Commissioner of Social Security shall, upon the 
request of the Secretary or the Inspector General of the De-
partment of Health and Human Services— 

(i) enter into an agreement with the Secretary or such 
Inspector General for the purpose of matching data in the 
system of records of the Social Security Administration 
and the system of records of the Department of Health and 
Human Services; and 

(ii) include in such agreement safeguards to assure the 
maintenance of the confidentiality of any information dis-
closed. 
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(B) For purposes of this paragraph, the term ‘‘system of 
records’’ has the meaning given such term in section 552a(a)(5) 
of title 5, United States Code. 

(D) For purposes of this paragraph— 
(i) the term ‘‘applicable information’’ means information re-

garding whether— 
(I) the name (including the first name and any family 

forename or surname), the date of birth (including the 
month, day, and year), and social security number of an 
individual provided to the Commissioner match the infor-
mation contained in the Commissioner’s records, and 

(II) such individual is shown on the records of the Com-
missioner as being deceased; and 

(ii) the term ‘‘State driver’s license agency’’ means the State 
agency which issues driver’s licenses to individuals within the 
State and maintains records relating to such licensure. 

(E) Nothing in this paragraph may be construed to require the 
provision of applicable information with regard to a request for a 
record of an individual if the Commissioner determines there are 
exceptional circumstances warranting an exception (such as safety 
of the individual or interference with an investigation). 

(F) Applicable information provided by the Commission pursuant 
to an agreement under this paragraph or by an individual to any 
agency that has entered into an agreement under this paragraph 
shall be considered as strictly confidential and shall be used only 
for the purposes described in this paragraph and for carrying out 
an agreement under this paragraph. Any officer or employee or 
former officer or employee of a State, or any officer or employee or 
former officer or employee of a contractor of a State who, without 
the written authority of the Commissioner, publishes or commu-
nicates any applicable information in such individual’s possession 
by reason of such employment or position as such an officer, shall 
be guilty of a felony and upon conviction thereof shall be fined or 
imprisoned, or both, as described in section 208. 

Notice Requirements 

(s) The Commissioner of Social Security shall take such actions 
as are necessary to ensure that any notice to one or more individ-
uals issued pursuant to this title by the Commissioner of Social Se-
curity or by a State agency— 

(1) is written in simple and clear language, and 
(2) includes the address and telephone number of the local 

office of the Social Security Administration which serves the 
recipient. 

In the case of any such notice which is not generated by a local 
servicing office, the requirements of paragraph (2) shall be treated 
as satisfied if such notice includes the address of the local office of 
the Social Security Administration which services the recipient of 
the notice and a telephone number through which such office can 
be reached. 
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Same-Day Personal Interviews at Field Offices In Cases Where 
Time Is of The Essence 

(t) In any case in which an individual visits a field office of the 
Social Security Administration and represents during the visit to 
an officer or employee of the Social Security Administration in the 
office that the individual’s visit is occasioned by— 

(1) the receipt of a notice from the Social Security Adminis-
tration indicating a time limit for response by the individual, 
or 

(2) the theft, loss, or nonreceipt of a benefit payment under 
this title, 

the Commissioner of Social Security shall ensure that the indi-
vidual is granted a face-to-face interview at the office with an offi-
cer or employee of the Social Security Administration before the 
close of business on the day of the visit. 

(u)(1)(A) The Commissioner of Social Security shall immediately 
redetermine the entitlement of individuals to monthly insurance 
benefits under this title if there is reason to believe that fraud or 
similar fault was involved in the application of the individual for 
such benefits, unless a United States attorney, or equivalent State 
prosecutor, with jurisdiction over potential or actual related crimi-
nal cases, certifies, in writing, that there is a substantial risk that 
such action by the Commissioner of Social Security with regard to 
beneficiaries in a particular investigation would jeopardize the 
criminal prosecution of a person involved in a suspected fraud. 

(B) When redetermining the entitlement, or making an initial de-
termination of entitlement, of an individual under this title, the 
Commissioner of Social Security shall disregard any evidence if 
there is reason to believe that fraud or similar fault was involved 
in the providing of such evidence. 

(2) For purposes of paragraph (1), similar fault is involved with 
respect to a determination if— 

(A) an incorrect or incomplete statement that is material to 
the determination is knowingly made; or 

(B) information that is material to the determination is 
knowingly concealed. 

(3) If, after redetermining pursuant to this subsection the entitle-
ment of an individual to monthly insurance benefits, the Commis-
sioner of Social Security determines that there is insufficient evi-
dence to support such entitlement, the Commissioner of Social Se-
curity may terminate such entitlement and may treat benefits paid 
on the basis of such insufficient evidence as overpayments. 

* * * * * * * 

TITLE XI—GENERAL PROVISIONS, PEER REVIEW, AND 
ADMINISTRATIVE SIMPLIFICATION 

PART A—GENERAL PROVISIONS 

* * * * * * * 
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CIVIL MONETARY PENALTIES 

SEC. 1128A. (a) Any person (including an organization, agency, 
or other entity, but excluding a beneficiary, as defined in sub-
section (i)(5)) that— 

(1) knowingly presents or causes to be presented to an offi-
cer, employee, or agent of the United States, or of any depart-
ment or agency thereof, or of any State agency (as defined in 
subsection (i)(1)), a claim (as defined in subsection (i)(2)) that 
the Secretary determines— 

(A) is for a medical or other item or service that the per-
son knows or should know was not provided as claimed, in-
cluding any person who engages in a pattern or practice of 
presenting or causing to be presented a claim for an item 
or service that is based on a code that the person knows 
or should know will result in a greater payment to the per-
son than the code the person knows or should know is ap-
plicable to the item or service actually provided, 

(B) is for a medical or other item or service and the per-
son knows or should know the claim is false or fraudulent, 

(C) is presented for a physician’s service (or an item or 
service incident to a physician’s service) by a person who 
knows or should know that the individual who furnished 
(or supervised the furnishing of) the service— 

(i) was not licensed as a physician, 
(ii) was licensed as a physician, but such license had 

been obtained through a misrepresentation of material 
fact (including cheating on an examination required 
for licensing), or 

(iii) represented to the patient at the time the serv-
ice was furnished that the physician was certified in 
a medical specialty by a medical specialty board when 
the individual was not so certified, 

(D) is for a medical or other item or service furnished 
during a period in which the person was excluded from the 
program under which the claim was made pursuant to a 
determination by the Secretary under this section or under 
section 1128, 1156, 1160(b) (as in effect on September 2, 
1982), 1862(d) (as in effect on the date of the enactment 
of the Medicare and Medicaid Patient and Program Protec-
tion Act of 1987), or 1866(b) or as a result of the applica-
tion of the provisions of section 1842(j)(2), or 

(E) is for a pattern of medical or other items or services 
that a person knows or should know are not medically nec-
essary; 

(2) knowingly presents or causes to be presented to any per-
son a request for payment which is in violation of the terms 
of (A) an assignment under section 1842(b)(3)(B)(ii), or (B) an 
agreement with a State agency (or other requirement of a 
State plan under title XIX) not to charge a person for an item 
or service in excess of the amount permitted to be charged, or 
(C) an agreement to be a participating physician or supplier 
under section 1842(h)(1), or (D) an agreement pursuant to sec-
tion 1866(a)(1)(G); 
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(3) knowingly gives or causes to be given to any person, with 
respect to coverage under title XVIII of inpatient hospital serv-
ices subject to the provisions of section 1886, information that 
he knows or should know is false or misleading, and that could 
reasonably be expected to influence the decision when to dis-
charge such person or another individual from the hospital; 

(4) in the case of a person who is not an organization, agen-
cy, or other entity, is excluded from participating in a program 
under title XVIII or a State health care program in accordance 
with this subsection or under section 1128 and who, at the 
time of a violation of this subsection— 

(A) retains a direct or indirect ownership or control in-
terest in an entity that is participating in a program under 
title XVIII or a State health care program, and who knows 
or should know of the action constituting the basis for the 
exclusion; or 

(B) is an officer or managing employee (as defined in sec-
tion 1126(b)) of such an entity; 

(5) offers to or transfers remuneration to any individual eligi-
ble for benefits under title XVIII of this Act, or under a State 
health care program (as defined in section 1128(h)) that such 
person knows or should know is likely to influence such indi-
vidual to order or receive from a particular provider, practi-
tioner, or supplier any item or service for which payment may 
be made, in whole or in part, under title XVIII, or a State 
health care program (as so defined); 

(6) arranges or contracts (by employment or otherwise) with 
an individual or entity that the person knows or should know 
is excluded from participation in a Federal health care pro-
gram (as defined in section 1128B(f)), for the provision of items 
or services for which payment may be made under such a pro-
gram; 

(7) commits an act described in paragraph (1) or (2) of sec-
tion 1128B(b); 

(8) knowingly makes, uses, or causes to be made or used, a 
false record or statement material to a false or fraudulent 
claim for payment for items and services furnished under a 
Federal health care program; or 

(9) fails to grant timely access, upon reasonable request (as 
defined by the Secretary in regulations), to the Inspector Gen-
eral of the Department of Health and Human Services, for the 
purpose of audits, investigations, evaluations, or other statu-
tory functions of the Inspector General of the Department of 
Health and Human Services; 

(8) orders or prescribes a medical or other item or service 
during a period in which the person was excluded from a Fed-
eral health care program (as so defined), in the case where the 
person knows or should know that a claim for such medical or 
other item or service will be made under such a program; 

(9) knowingly makes or causes to be made any false state-
ment, omission, or misrepresentation of a material fact in any 
application, bid, or contract to participate or enroll as a pro-
vider of services or a supplier under a Federal health care pro-
gram (as so defined), including Medicare Advantage organiza-
tions under part C of title XVIII, prescription drug plan spon-
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sors under part D of title XVIII, medicaid managed care orga-
nizations under title XIX, and entities that apply to participate 
as providers of services or suppliers in such managed care or-
ganizations and such plans; 

(10) knows of an overpayment (as defined in paragraph (4) 
of section 1128J(d)) and does not report and return the over-
payment in accordance with such section; 

shall be subject, in addition to any other penalties that may be pre-
scribed by law, to a civil money penalty of not more than $10,000 
for each item or service (or, in cases under paragraph (3), $15,000 
for each individual with respect to whom false or misleading infor-
mation was given; in cases under paragraph (4), $10,000 for each 
day the prohibited relationship occurs; in cases under paragraph 
(7), $50,000 for each such act; or in cases under paragraph (9), 
$50,000 for each false statement or misrepresentation of a material 
fact). In addition, such a person shall be subject to an assessment 
of not more than 3 times the amount claimed for each such item 
or service in lieu of damages sustained by the United States or a 
State agency because of such claim (or, in cases under paragraph 
(7), damages of not more than 3 times the total amount of remu-
neration offered, paid, solicited, or received, without regard to 
whether a portion of such remuneration was offered, paid, solicited, 
or received for a lawful purpose; or in cases under paragraph (9), 
an assessment of not more than 3 times the total amount claimed 
for each item or service for which payment was made based upon 
the application containing the false statement or misrepresentation 
of a material fact). In addition the Secretary may make a deter-
mination in the same proceeding to exclude the person from par-
ticipation in the Federal health care programs (as defined in sec-
tion 1128B(f)(1)) and to direct the appropriate State agency to ex-
clude the person from participation in any State health care pro-
gram. 

(b)(1) If a hospital or a critical access hospital knowingly makes 
a payment, directly or indirectly, to a physician as an inducement 
to reduce or limit medically necessary services provided with re-
spect to individuals who— 

(A) are entitled to benefits under part A or part B of title 
XVIII or to medical assistance under a State plan approved 
under title XIX, and 

(B) are under the direct care of the physician, 
the hospital or a critical access hospital shall be subject, in addition 
to any other penalties that may be prescribed by law, to a civil 
money penalty of not more than $2,000 for each such individual 
with respect to whom the payment is made. 

(2) Any physician who knowingly accepts receipt of a payment 
described in paragraph (1) shall be subject, in addition to any other 
penalties that may be prescribed by law, to a civil money penalty 
of not more than $2,000 for each individual described in such para-
graph with respect to whom the payment is made. 

(3)(A) Any physician who executes a document described in sub-
paragraph (B) with respect to an individual knowing that all of the 
requirements referred to in such subparagraph are not met with 
respect to the individual shall be subject to a civil monetary pen-
alty of not more than the greater of— 

(i) $5,000, or 
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(ii) three times the amount of the payments under title XVIII 
for home health services which are made pursuant to such cer-
tification. 

(B) A document described in this subparagraph is any document 
that certifies, for purposes of title XVIII, that an individual meets 
the requirements of section 1814(a)(2)(C) or 1835(a)(2)(A) in the 
case of home health services furnished to the individual. 

(c)(1) The Secretary may initiate a proceeding to determine 
whether to impose a civil money penalty, assessment, or exclusion 
under subsection (a) or (b) only as authorized by the Attorney Gen-
eral pursuant to procedures agreed upon by them. The Secretary 
may not initiate an action under this section with respect to any 
claim, request for payment, or other occurrence described in this 
section later than six years after the date the claim was presented, 
the request for payment was made, or the occurrence took place. 
The Secretary may initiate an action under this section by serving 
notice of the action in any manner authorized by Rule 4 of the Fed-
eral Rules of Civil Procedure. 

(2) The Secretary shall not make a determination adverse to any 
person under subsection (a) or (b) until the person has been given 
written notice and an opportunity for the determination to be made 
on the record after a hearing at which the person is entitled to be 
represented by counsel, to present witnesses, and to cross-examine 
witnesses against the person. 

(3) In a proceeding under subsection (a) or (b) which— 
(A) is against a person who has been convicted (whether 

upon a verdict after trial or upon a plea of guilty or nolo 
contendere) of a Federal crime charging fraud or false state-
ments, and 

(B) involves the same transaction as in the criminal action, 
the person is estopped from denying the essential elements of 
the criminal offense. 

(4) The official conducting a hearing under this section may sanc-
tion a person, including any party or attorney, for failing to comply 
with an order or procedure, failing to defend an action, or other 
misconduct as would interfere with the speedy, orderly, or fair con-
duct of the hearing. Such sanction shall reasonably relate to the se-
verity and nature of the failure or misconduct. Such sanction may 
include— 

(A) in the case of refusal to provide or permit discovery, 
drawing negative factual inferences or treating such refusal as 
an admission by deeming the matter, or certain facts, to be es-
tablished, 

(B) prohibiting a party from introducing certain evidence or 
otherwise supporting a particular claim or defense, 

(C) striking pleadings, in whole or in part, 
(D) staying the proceedings, 
(E) dismissal of the action, 
(F) entering a default judgment, 
(G) ordering the party or attorney to pay attorneys’ fees and 

other costs caused by the failure or misconduct, and 
(H) refusing to consider any motion or other action which is 

not filed in a timely manner. 
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(d) In determining the amount or scope of any penalty, assess-
ment, or exclusion imposed pursuant to subsection (a) or (b), the 
Secretary shall take into account— 

(1) the nature of claims and the circumstances under which 
they were presented, 

(2) the degree of culpability, history of prior offenses, and fi-
nancial condition of the person presenting the claims, and 

(3) such other matters as justice may require. 
(e) Any person adversely affected by a determination of the Sec-

retary under this section may obtain a review of such determina-
tion in the United States Court of Appeals for the circuit in which 
the person resides, or in which the claim was presented, by filing 
in such court (within sixty days following the date the person is no-
tified of the Secretary’s determination) a written petition request-
ing that the determination be modified or set aside. A copy of the 
petition shall be forthwith transmitted by the clerk of the court to 
the Secretary, and thereupon the Secretary shall file in the Court 
the record in the proceeding as provided in section 2112 of title 28, 
United States Code. Upon such filing, the court shall have jurisdic-
tion of the proceeding and of the question determined therein, and 
shall have the power to make and enter upon the pleadings, testi-
mony, and proceedings set forth in such record a decree affirming, 
modifying, remanding for further consideration, or setting aside, in 
whole or in part, the determination of the Secretary and enforcing 
the same to the extent that such order is affirmed or modified. No 
objection that has not been urged before the Secretary shall be con-
sidered by the court, unless the failure or neglect to urge such ob-
jection shall be excused because of extraordinary circumstances. 
The findings of the Secretary with respect to questions of fact, if 
supported by substantial evidence on the record considered as a 
whole, shall be conclusive. If any party shall apply to the court for 
leave to adduce additional evidence and shall show to the satisfac-
tion of the court that such additional evidence is material and that 
there were reasonable grounds for the failure to adduce such evi-
dence in the hearing before the Secretary, the court may order such 
additional evidence to be taken before the Secretary and to be 
made a part of the record. The Secretary may modify his findings 
as to the facts, or make new findings, by reason of additional evi-
dence so taken and filed, and he shall file with the court such 
modified or new findings, which findings with respect to questions 
of fact, if supported by substantial evidence on the record consid-
ered as a whole, shall be conclusive, and his recommendations, if 
any, for the modification or setting aside of his original order. Upon 
the filing of the record with it, the jurisdiction of the court shall 
be exclusive and its judgment and decree shall be final, except that 
the same shall be subject to review by the Supreme Court of the 
United States, as provided in section 1254 of title 28, United States 
Code. 

(f) Civil money penalties and assessments imposed under this 
section may be compromised by the Secretary and may be recov-
ered in a civil action in the name of the United States brought in 
United States district court for the district where the claim was 
presented, or where the claimant resides, as determined by the 
Secretary. Amounts recovered under this section shall be paid to 
the Secretary and disposed of as follows: 
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(1)(A) In the case of amounts recovered arising out of a claim 
under title XIX, there shall be paid to the State agency an 
amount bearing the same proportion to the total amount recov-
ered as the State’s share of the amount paid by the State agen-
cy for such claim bears to the total amount paid for such claim. 

(B) In the case of amounts recovered arising out of a claim 
under an allotment to a State under title V, there shall be paid 
to the State agency an amount equal to three-sevenths of the 
amount recovered. 

(2) Such portion of the amounts recovered as is determined 
to have been paid out of the trust funds under sections 1817 
and 1841 shall be repaid to such trust funds. 

(3) With respect to amounts recovered arising out of a claim 
under a Federal health care program (as defined in section 
1128B(f)), the portion of such amounts as is determined to 
have been paid by the program shall be repaid to the program, 
and the portion of such amounts attributable to the amounts 
recovered under this section by reason of the amendments 
made by the Health Insurance Portability and Accountability 
Act of 1996 (as estimated by the Secretary) shall be deposited 
into the Federal Hospital Insurance Trust Fund pursuant to 
section 1817(k)(2)(C). 

(4) The remainder of the amounts recovered shall be depos-
ited as miscellaneous receipts of the Treasury of the United 
States. 

The amount of such penalty or assessment, when finally deter-
mined, or the amount agreed upon in compromise, may be deducted 
from any sum then or later owing by the United States or a State 
agency to the person against whom the penalty or assessment has 
been assessed. 

(g) A determination by the Secretary to impose a penalty, assess-
ment, or exclusion under subsection (a) or (b) shall be final upon 
the expiration of the sixty-day period referred to in subsection (e). 
Matters that were raised or that could have been raised in a hear-
ing before the Secretary or in an appeal pursuant to subsection (e) 
may not be raised as a defense to a civil action by the United 
States to collect a penalty, assessment, or exclusion assessed under 
this section. 

(h) Whenever the Secretary’s determination to impose a penalty, 
assessment, or exclusion under subsection (a) or (b) becomes final, 
he shall notify the appropriate State or local medical or profes-
sional organization, the appropriate State agency or agencies ad-
ministering or supervising the administration of State health care 
programs (as defined in section 1128(h)), and the appropriate utili-
zation and quality control peer review organization, and the appro-
priate State or local licensing agency or organization (including the 
agency specified in section 1864(a) and 1902(a)(33)) that such a 
penalty, assessment, or exclusion has become final and the reasons 
therefor. 

(i) For the purposes of this section: 
(1) The term ‘‘State agency’’ means the agency established or 

designated to administer or supervise the administration of the 
State plan under title XIX of this Act or designated to admin-
ister the State’s program under title V or subtitle 1 of title XX 
of this Act. 
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(2) The term ‘‘claim’’ means an application for payments for 
items and services under a Federal health care program (as de-
fined in section 1128B(f)). 

(3) The term ‘‘item or service’’ includes (A) any particular 
item, device, medical supply, or service claimed to have been 
provided to a patient and listed in an itemized claim for pay-
ment, and (B) in the case of a claim based on costs, any entry 
in the cost report, books of account or other documents sup- 
porting such claim. 

(4) The term ‘‘agency of the United States’’ includes any con-
tractor acting as a fiscal intermediary, carrier, or fiscal agent 
or any other claims processing agent for a Federal health care 
program (as so defined). 

(5) The term ‘‘beneficiary’’ means an individual who is eligi-
ble to receive items or services for which payment may be 
made under a Federal health care program (as so defined) but 
does not include a provider, supplier, or practitioner. 

(6) The term ‘‘remuneration’’ includes the waiver of coinsur-
ance and deductible amounts (or any part thereof), and trans-
fers of items or services for free or for other than fair market 
value. The term ‘‘remuneration’’ does not include— 

(A) the waiver of coinsurance and deductible amounts by 
a person, if— 

(i) the waiver is not offered as part of any advertise-
ment or solicitation; 

(ii) the person does not routinely waive coinsurance 
or deductible amounts; and 

(iii) the person— 
(I) waives the coinsurance and deductible 

amounts after determining in good faith that the 
individual is in financial need; or 

(II) fails to collect coinsurance or deductible 
amounts after making reasonable collection ef-
forts; 

(B) subject to subsection (n), any permissible practice de-
scribed in any subparagraph of section 1128B(b)(3) or in 
regulations issued by the Secretary; 

(C) differentials in coinsurance and deductible amounts 
as part of a benefit plan design as long as the differentials 
have been disclosed in writing to all beneficiaries, third 
party payers, and providers, to whom claims are presented 
and as long as the differentials meet the standards as de-
fined in regulations promulgated by the Secretary not later 
than 180 days after the date of the enactment of the 
Health Insurance Portability and Accountability Act of 
1996; 

(D) incentives given to individuals to promote the deliv-
ery of preventive care as determined by the Secretary in 
regulations so promulgated; 

(E) a reduction in the copayment amount for covered 
OPD services under section 1833(t)(5)(B); 

(F) any other remuneration which promotes access to 
care and poses a low risk of harm to patients and Federal 
health care programs (as defined in section 1128B(f) and 
designated by the Secretary under regulations); 
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(G) the offer or transfer of items or services for free or 
less than fair market value by a person, if— 

(i) the items or services consist of coupons, rebates, 
or other rewards from a retailer; 

(ii) the items or services are offered or transferred 
on equal terms available to the general public, regard-
less of health insurance status; and 

(iii) the offer or transfer of the items or services is 
not tied to the provision of other items or services re-
imbursed in whole or in part by the program under 
title XVIII or a State health care program (as defined 
in section 1128(h)); 

(H) the offer or transfer of items or services for free or 
less than fair market value by a person, if— 

(i) the items or services are not offered as part of 
any advertisement or solicitation; 

(ii) the items or services are not tied to the provision 
of other services reimbursed in whole or in part by the 
program under title XVIII or a State health care pro-
gram (as so defined); 

(iii) there is a reasonable connection between the 
items or services and the medical care of the indi-
vidual; and 

(iv) the person provides the items or services after 
determining in good faith that the individual is in fi-
nancial need; or 

(I) effective on a date specified by the Secretary (but not 
earlier than January 1, 2011), the waiver by a PDP spon-
sor of a prescription drug plan under part D of title XVIII 
or an MA organization offering an MA–PD plan under part 
C of such title of any copayment for the first fill of a cov-
ered part D drug (as defined in section 1860D–2(e)) that 
is a generic drug for individuals enrolled in the prescrip-
tion drug plan or MA–PD plan, respectively. 

(7) The term ‘‘should know’’ means that a person, with re-
spect to information— 

(A) acts in deliberate ignorance of the truth or falsity of 
the information; or 

(B) acts in reckless disregard of the truth or falsity of 
the information, 

and no proof of specific intent to defraud is required. 
(j)(1) The provisions of subsections (d) and (e) of section 205 shall 

apply with respect to this section to the same extent as they are 
applicable with respect to title II. The Secretary may delegate the 
authority granted by section 205(d) (as made applicable to this sec-
tion) to the Inspector General of the Department of Health and 
Human Services for purposes of any investigation under this sec-
tion. 

(2) The Secretary may delegate authority granted under this sec-
tion and under section 1128 to the Inspector General of the Depart-
ment of Health and Human Services. 

(k) Whenever the Secretary has reason to believe that any person 
has engaged, is engaging, or is about to engage in any activity 
which makes the person subject to a civil monetary penalty under 
this section, the Secretary may bring an action in an appropriate 
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district court of the United States (or, if applicable, a United States 
court of any territory) to enjoin such activity, or to enjoin the per-
son from concealing, removing, encumbering, or disposing of assets 
which may be required in order to pay a civil monetary penalty if 
any such penalty were to be imposed or to seek other appropriate 
relief. 

(l) A principal is liable for penalties, assessments, and an exclu-
sion under this section for the actions of the principal’s agent act-
ing within the scope of the agency. 

(m)(1) For purposes of this section, with respect to a Federal 
health care program not contained in this Act, references to the 
Secretary in this section shall be deemed to be references to the 
Secretary or Administrator of the department or agency with juris-
diction over such program and references to the Inspector General 
of the Department of Health and Human Services in this section 
shall be deemed to be references to the Inspector General of the ap-
plicable department or agency. 

(2)(A) The Secretary and Administrator of the departments and 
agencies referred to in paragraph (1) may include in any action 
pursuant to this section, claims within the jurisdiction of other 
Federal departments or agencies as long as the following conditions 
are satisfied: 

(i) The case involves primarily claims submitted to the Fed-
eral health care programs of the department or agency initi-
ating the action. 

(ii) The Secretary or Administrator of the department or 
agency initiating the action gives notice and an opportunity to 
participate in the investigation to the Inspector General of the 
department or agency with primary jurisdiction over the Fed-
eral health care programs to which the claims were submitted. 

(B) If the conditions specified in subparagraph (A) are fulfilled, 
the Inspector General of the department or agency initiating the 
action is authorized to exercise all powers granted under the In-
spector General Act of 1978 (5 U.S.C. App.) with respect to the 
claims submitted to the other departments or agencies to the same 
manner and extent as provided in that Act with respect to claims 
submitted to such departments or agencies. 

(n)(1) Subparagraph (B) of subsection (i)(6) shall not apply to a 
practice described in paragraph (2) unless— 

(A) the Secretary, through the Inspector General of the De-
partment of Health and Human Services, promulgates a rule 
authorizing such a practice as an exception to remuneration; 
and 

(B) the remuneration is offered or transferred by a person 
under such rule during the 2-year period beginning on the date 
the rule is first promulgated. 

(2) A practice described in this paragraph is a practice under 
which a health care provider or facility pays, in whole or in part, 
premiums for medicare supplemental policies for individuals enti-
tled to benefits under part A of title XVIII pursuant to section 
226A. 

* * * * * * * 
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TITLE XVIII—HEALTH INSURANCE FOR THE AGED AND 
DISABLED 

* * * * * * * 

EXPLANATION OF MEDICARE BENEFITS 

SEC. 1806. (a) IN GENERAL.—The Secretary shall furnish to each 
individual for whom payment has been made under this title (or 
would be made without regard to any deductible) a statement 
which— 

(1) lists the item or service for which payment has been 
made and the amount of such payment for each item or serv-
ice; and 

(2) includes a notice of the individual’s right to request an 
itemized statement (as provided in subsection (b)). 

(b) REQUEST FOR ITEMIZED STATEMENT FOR MEDICARE ITEMS AND 
SERVICES.— 

(1) IN GENERAL.—An individual may submit a written re-
quest to any physician, provider, supplier, or any other person 
(including an organization, agency, or other entity) for an 
itemized statement for any item or service provided to such in-
dividual by such person with respect to which payment has 
been made under this title. 

(2) 30-DAY PERIOD TO FURNISH STATEMENT.— 
(A) IN GENERAL.—Not later than 30 days after the date 

on which a request under paragraph (1) has been made, a 
person described in such paragraph shall furnish an 
itemized statement describing each item or service pro-
vided to the individual requesting the itemized statement. 

(B) PENALTY.—Whoever knowingly fails to furnish an 
itemized statement in accordance with subparagraph (A) 
shall be subject to a civil money penalty of not more than 
$100 for each such failure. Such penalty shall be imposed 
and collected in the same manner as civil money penalties 
under subsection (a) of section 1128A are imposed and col-
lected under that section. 

(3) REVIEW OF ITEMIZED STATEMENT.— 
(A) IN GENERAL.—Not later than 90 days after the re-

ceipt of an itemized statement furnished under paragraph 
(1), an individual may submit a written request for a re-
view of the itemized statement to the Secretary. 

(B) SPECIFIC ALLEGATIONS.—A request for a review of 
the itemized statement shall identify— 

(i) specific items or services that the individual be-
lieves were not provided as claimed, or 

(ii) any other billing irregularity (including duplicate 
billing). 

(4) FINDINGS OF SECRETARY.—The Secretary shall, with re-
spect to each written request submitted under paragraph (3), 
determine whether the itemized statement identifies specific 
items or services that were not provided as claimed or any 
other billing irregularity (including duplicate billing) that has 
resulted in unnecessary payments under this title. 

(5) RECOVERY OF AMOUNTS.—The Secretary shall take all ap-
propriate measures to recover amounts unnecessarily paid 
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under this title with respect to a statement described in para-
graph (4). 

(c) FORMAT OF STATEMENTS FROM SECRETARY.— 
(1) ELECTRONIC OPTION BEGINNING IN 2016.—Subject to para-

graph (2), for statements described in subsection (a) that are 
furnished for a period in 2016 or a subsequent year, in the case 
that an individual described in subsection (a) elects, in accord-
ance with such form, manner, and time specified by the Sec-
retary, to receive such statement in an electronic format, such 
statement shall be furnished to such individual for each period 
subsequent to such election in such a format and shall not be 
mailed to the individual. 

(2) LIMITATION ON REVOCATION OPTION.— 
(A) IN GENERAL.—Subject to subparagraph (B), the Sec-

retary may determine a maximum number of elections de-
scribed in paragraph (1) by an individual that may be re-
voked by the individual. 

(B) MINIMUM OF ONE REVOCATION OPTION.—In no case 
may the Secretary determine a maximum number under 
subparagraph (A) that is less than one. 

(3) NOTIFICATION.—The Secretary shall ensure that, in the 
most cost effective manner and beginning January 1, 2017, a 
clear notification of the option to elect to receive statements de-
scribed in subsection (a) in an electronic format is made avail-
able, such as through the notices distributed under section 
1804, to individuals described in subsection (a). 

* * * * * * * 

PART B—SUPPLEMENTARY MEDICAL INSURANCE BENEFITS FOR THE 
AGED AND DISABLED 

* * * * * * * 

PAYMENT OF BENEFITS 

SEC. 1833. (a) Except as provided in section 1876, and subject to 
the succeeding provisions of this section, there shall be paid from 
the Federal Supplementary Medical Insurance Trust Fund, in the 
case of each individual who is covered under the insurance pro-
gram established by this part and incurs expenses for services with 
respect to which benefits are payable under this part, amounts 
equal to— 

(1) in the case of services described in section 1832(a)(1)—80 
percent of the reasonable charges for the services; except that 
(A) an organization which provides medical and other health 
services (or arranges for their availability) on a prepayment 
basis (and either is sponsored by a union or employer, or does 
not provide, or arrange for the provision of, any inpatient hos-
pital services) may elect to be paid 80 percent of the reasonable 
cost of services for which payment may be made under this 
part on behalf of individuals enrolled in such organization in 
lieu of 80 percent of the reasonable charges for such services 
if the organization undertakes to charge such individuals no 
more than 20 percent of such reasonable cost plus any 
amounts payable by them as a result of subsection (b), (B) with 
respect to items and services described in section 
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1861(s)(10)(A), the amounts paid shall be 100 percent of the 
reasonable charges for such items and services, (C) with re-
spect to expenses incurred for those physicians’ services for 
which payment may be made under this part that are de-
scribed in section 1862(a)(4), the amounts paid shall be subject 
to such limitations as may be prescribed by regulations, (D) 
with respect to clinical diagnostic laboratory tests for which 
payment is made under this part (i)(I) on the basis of a fee 
schedule under subsection (h)(1) (for tests furnished before 
January 1, 2017) or section 1834(d)(1), the amount paid shall 
be equal to 80 percent (or 100 percent, in the case of such tests 
for which payment is made on an assignment-related basis) of 
the lesser of the amount determined under such fee schedule, 
the limitation amount for that test determined under sub-
section (h)(4)(B), or the amount of the charges billed for the 
tests, or (II) undersection 1834A (for tests furnished on or after 
January1, 2017), the amount paid shall be equal to 80 per-
cent(or 100 percent, in the case of such tests for whichpayment 
is made on an assignment-related basis) ofthe lesser of the 
amount determined under such sectionor the amount of the 
charges billed for the tests, or(ii) for tests furnished before Jan-
uary 1, 2017,on the basis of a negotiated rate established 
under subsection (h)(6), the amount paid shall be equal to 100 
percent of such negotiated rate,, (E) with respect to services 
furnished to individuals who have been determined to have 
end stage renal disease, the amounts paid shall be determined 
subject to the provisions of section 1881, (F) with respect to 
clinical social worker services under section 1861(s)(2)(N), the 
amounts paid shall be 80 percent of the lesser of (i) the actual 
charge for the services or (ii) 75 percent of the amount deter-
mined for payment of a psychologist under clause (L), 

(G) with respect to facility services furnished in connec-
tion with a surgical procedure specified pursuant to sub-
section (i)(1)(A) and furnished to an individual in an ambu-
latory surgical center described in such subsection, for 
services furnished beginning with the implementation date 
of a revised payment system for such services in such fa-
cilities specified in subsection (i)(2)(D), the amounts paid 
shall be 80 percent of the lesser of the actual charge for 
the services or the amount determined by the Secretary 
under such revised payment system, 

(H) with respect to services of a certified registered nurse an-
esthetist under section 1861(s)(11), the amounts paid shall be 
80 percent of the least of the actual charge, the prevailing 
charge that would be recognized (or, for services furnished on 
or after January 1, 1992, the fee schedule amount provided 
under section 1848) if the services had been performed by an 
anesthesiologist, or the fee schedule for such services estab-
lished by the Secretary in accordance with subsection (l), (I) 
with respect to covered items (described in section 1834(a)(13)), 
the amounts paid shall be the amounts described in section 
1834(a)(1), and (J) with respect to expenses incurred for radi-
ologist services (as defined in section 1834(b)(6)), subject to sec-
tion 1848, the amounts paid shall be 80 percent of the lesser 
of the actual charge for the services or the amount provided 
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under the fee schedule established under section 1834(b), (K) 
with respect to certified nurse-midwife services under section 
1861(s)(2)(L), the amounts paid shall be 80 percent of the less-
er of the actual charge for the services or the amount deter-
mined by a fee schedule established by the Secretary for the 
purposes of this subparagraph (but in no event shall such fee 
schedule exceed 65 percent of the prevailing charge that would 
be allowed for the same service performed by a physician, or, 
for services furnished on or after January 1, 1992, 65 percent 
(or 100 percent for services furnished on or after January 1, 
2011) of the fee schedule amount provided under section 1848 
for the same service performed by a physician), (L) with re-
spect to qualified psychologist services under section 
1861(s)(2)(M), the amounts paid shall be 80 percent of the less-
er of the actual charge for the services or the amount deter-
mined by a fee schedule established by the Secretary for the 
purposes of this subparagraph, (M) with respect to prosthetic 
devices and orthotics and prosthetics (as defined in section 
1834(h)(4)), the amounts paid shall be the amounts described 
in section 1834(h)(1), (N) with respect to expenses incurred for 
physicians’ services (as defined in section 1848(j)(3)) other than 
personalized prevention plan services (as defined in section 
1861(hhh)(1)), the amounts paid shall be 80 percent of the pay-
ment basis determined under section 1848(a)(1), (O) with re-
spect to services described in section 1861(s)(2)(K) (relating to 
services furnished by physician assistants, nurse practitioners, 
or clinic nurse specialists), the amounts paid shall be equal to 
80 percent of (i) the lesser of the actual charge or 85 percent 
of the fee schedule amount provided under section 1848, or (ii) 
in the case of services as an assistant at surgery, the lesser of 
the actual charge or 85 percent of the amount that would oth-
erwise be recognized if performed by a physician who is serv-
ing as an assistant at surgery, (P) with respect to surgical 
dressings, the amounts paid shall be the amounts determined 
under section 1834(i), (Q) with respect to items or services for 
which fee schedules are established pursuant to section 
1842(s), the amounts paid shall be 80 percent of the lesser of 
the actual charge or the fee schedule established in such sec-
tion, (R) with respect to ambulance services, (i) the amounts 
paid shall be 80 percent of the lesser of the actual charge for 
the services or the amount determined by a fee schedule estab-
lished by the Secretary under section 1834(l) and (ii) with re-
spect to ambulance services described in section 1834(l)(8), the 
amounts paid shall be the amounts determined under section 
1834(g) for outpatient critical access hospital services, (S) with 
respect to drugs and biologicals (including intravenous immune 
globulin (as defined in section 1861(zz))) not paid on a cost or 
prospective payment basis as otherwise provided in this part 
(other than items and services described in subparagraph (B)), 
the amounts paid shall be 80 percent of the lesser of the actual 
charge or the payment amount established in section 1842(o) 
(or, if applicable, under section 1847, 1847A, or 1847B), (T) 
with respect to medical nutrition therapy services (as defined 
in section 1861(vv)), the amount paid shall be 80 percent (or 
100 percent if such services are recommended with a grade of 
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A or B by the United States Preventive Services Task Force for 
any indication or population and are appropriate for the indi-
vidual) of the lesser of the actual charge for the services or 85 
percent of the amount determined under the fee schedule es-
tablished under section 1848(b) for the same services if fur-
nished by a physician, (U) with respect to facility fees de-
scribed in section 1834(m)(2)(B), the amounts paid shall be 80 
percent of the lesser of the actual charge or the amounts speci-
fied in such section, (V) notwithstanding subparagraphs (I) (re-
lating to durable medical equipment), (M) (relating to pros-
thetic devices and orthotics and prosthetics), and (Q) (relating 
to 1842(s) items), with respect to competitively priced items 
and services (described in section 1847(a)(2)) that are fur-
nished in a competitive area, the amounts paid shall be the 
amounts described in section 1847(b)(5), (W) with respect to 
additional preventive services (as defined in section 
1861(ddd)(1)), the amount paid shall be (i) in the case of such 
services which are clinical diagnostic laboratory tests, the 
amount determined under subparagraph (D) (if such subpara-
graph were applied, by substituting ‘‘100 percent’’ for ‘‘80 per-
cent’’), and (ii) in the case of all other such services, 100 per-
cent of the lesser of the actual charge for the service or the 
amount determined under a fee schedule established by the 
Secretary for purposes of this subparagraph, (X) with respect 
to personalized prevention plan services (as defined in section 
1861(hhh)(1)), the amount paid shall be 100 percent of the less-
er of the actual charge for the services or the amount deter-
mined under the payment basis determined under section 
1848, (Y) with respect to preventive services described in sub-
paragraphs (A) and (B) of section 1861(ddd)(3) that are appro-
priate for the individual and, in the case of such services de-
scribed in subparagraph (A), are recommended with a grade of 
A or B by the United States Preventive Services Task Force for 
any indication or population, the amount paid shall be 100 per-
cent of (i) except as provided in clause (ii), the lesser of the ac-
tual charge for the services or the amount determined under 
the fee schedule that applies to such services under this part, 
and (ii) in the case of such services that are covered OPD serv-
ices (as defined in subsection (t)(1)(B)), the amount determined 
under subsection (t), and (Z) with respect to Federally qualified 
health center services for which payment is made under sec-
tion 1834(o), the amounts paid shall be 80 percent of the lesser 
of the actual charge or the amount determined under such sec-
tion; 

(2) in the case of services described in section 1832(a)(2) (ex-
cept those services described in subparagraphs (C), (D), (E), 
(F), (G), (H), and (I) of such section and unless otherwise speci-
fied in section 1881)— 

(A) with respect to home health services (other than a 
covered osteoporosis drug) (as defined in section 1861(kk)), 
the amount determined under the prospective payment 
system under section 1895; 

(B) with respect to other items and services (except those 
described in subparagraph (C), (D), or (E) of this para-
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graph and except as may be provided in section 1886 or 
section 1888(e)(9))— 

(i) furnished before January 1, 1999, the lesser of— 
(I) the reasonable cost of such services, as deter-

mined under section 1861(v), or 
(II) the customary charges with respect to such 

services,—less the amount a provider may charge 
as described in clause (ii) of section 1866(a)(2)(A), 
but in no case may the payment for such other 
services exceed 80 percent of such reasonable cost, 
or 

(ii) if such services are furnished before January 1, 
1999, by a public provider of services, or by another 
provider which demonstrates to the satisfaction of the 
Secretary that a significant portion of its patients are 
low-income (and requests that payment be made 
under this clause), free of charge or at nominal 
charges to the public, 80 percent of the amount deter-
mined in accordance with section 1814(b)(2), or 

(iii) if such services are furnished on or after Janu-
ary 1, 1999, the amount determined under subsection 
(t), or 

(iv) if (and for so long as) the conditions described 
in section 1814(b)(3) are met, the amounts determined 
under the reimbursement system described in such 
section; 

(C) with respect to services described in the second sen-
tence of section 1861(p), 80 percent of the reasonable 
charges for such services; 

(D) with respect to clinical diagnostic laboratory tests for 
which payment is made under this part (i)(I)on the basis 
of a fee schedule determined under subsection(h)(1) (for 
tests furnished before January 1, 2017) or section 
1834(d)(1), the amount paid shall be equal to 80 percent 
(or 100 percent, in the case of such tests for which pay-
ment is made on an assignment-related basis or to a pro-
vider having an agreement under section 1866) of the less-
er of the amount determined under such fee schedule, the 
limitation amount for that test determined under sub-
section (h)(4)(B), or the amount of the charges billed for 
the tests, or (II) under section 1834A (for tests furnished 
on or after January 1, 2017), the amount paid shall be 
equal to 80 percent (or 100 percent, in the case of such 
tests for which payment is made on an assignment-related 
basis or to a provider having an agreement under section 
1866) of the lesser of the amount determined under such 
section or the amount of the charges billed for the tests, 
or (ii) for tests furnished before January 1, 2017, on the 
basis of a negotiated rate established under subsection 
(h)(6), the amount paid shall be equal to 100 percent of 
such negotiated rate for such tests; 

(E) with respect to— 
(i) outpatient hospital radiology services (including 

diagnostic and therapeutic radiology, nuclear medicine 
and CAT scan procedures, magnetic resonance imag-
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ing, and ultrasound and other imaging services, but 
excluding screening mammography and, for services 
furnished on or after January 1, 2005, diagnostic 
mammography), and 

(ii) effective for procedures performed on or after Oc-
tober 1, 1989, diagnostic procedures (as defined by the 
Secretary) described in section 1861(s)(3) (other than 
diagnostic x-ray tests and diagnostic laboratory tests), 

the amount determined under subsection (n) or, for serv-
ices or procedures performed on or after January 1, 1999, 
subsection (t); 

(F) with respect to a covered osteoporosis drug (as de-
fined in section 1861(kk)) furnished by a home health 
agency, 80 percent of the reasonable cost of such service, 
as determined under section 1861(v); 

(G) with respect to items and services described in sec-
tion 1861(s)(10)(A), the lesser of— 

(i) the reasonable cost of such services, as deter-
mined under section 1861(v), or 

(ii) the customary charges with respect to such serv-
ices; and 

(H) with respect to personalized prevention plan services 
(as defined in section 1861(hhh)(1)) furnished by an out-
patient department of a hospital, the amount determined 
under paragraph (1)(X), 
or, if such services are furnished by a public provider of 
services, or by another provider which demonstrates to the 
satisfaction of the Secretary that a significant portion of its 
patients are low-income (and requests that payment be 
made under this provision), free of charge or at nominal 
charges to the public, the amount determined in accord-
ance with section 1814(b)(2); 

(3) in the case of services described in section 1832(a)(2)(D)— 
(A) except as provided in subparagraph (B), the costs 

which are reasonable and related to the cost of furnishing 
such services or which are based on such other tests of 
reasonableness as the Secretary may prescribe in regula-
tions, including those authorized under section 
1861(v)(1)(A), less the amount a provider may charge as 
described in clause (ii) of section 1866(a)(2)(A), but in no 
case may the payment for such services (other than for 
items and services described in section 1861(s)(10)(A)) ex-
ceed 80 percent of such costs; or 

(B) with respect to the services described in clause (ii) of 
section 1832(a)(2)(D) that are furnished to an individual 
enrolled with a MA plan under part C pursuant to a writ-
ten agreement described in section 1853(a)(4), the amount 
(if any) by which— 

(i) the amount of payment that would have other-
wise been provided (I) under subparagraph (A) (cal-
culated as if ‘‘100 percent’’ were substituted for ‘‘80 
percent’’ in such subparagraph) for such services if the 
individual had not been so enrolled, or (II) in the case 
of such services furnished on or after the implementa-
tion date of the prospective payment system under 
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section 1834(o), under such section (calculated as if 
‘‘100 percent’’ were substituted for ‘‘80 percent’’ in such 
section) for such services if the individual had not 
been so enrolled; exceeds 

(ii) the amount of the payments received under such 
written agreement for such services (not including any 
financial incentives provided for in such agreement 
such as risk pool payments, bonuses, or withholds), 

less the amount the federally qualified health center may 
charge as described in section 1857(e)(3)(B); 

(4) in the case of facility services described in section 
1832(a)(2)(F), and outpatient hospital facility services fur-
nished in connection with surgical procedures specified by the 
Secretary pursuant to section 1833(i)(1)(A), the applicable 
amount as determined under paragraph (2) or (3) of subsection 
(i) or subsection (t); 

(5) in the case of covered items (described in section 
1834(a)(13)) the amounts described in section 1834(a)(1); 

(6) in the case of outpatient critical access hospital services, 
the amounts described in section 1834(g); 

(7) in the case of prosthetic devices and orthotics and pros-
thetics (as described in section 1834(h)(4)), the amounts de-
scribed in section 1834(h); 

(8) in the case of— 
(A) outpatient physical therapy services, outpatient 

speech-language pathology services, and outpatient occupa-
tional therapy services furnished— 

(i) by a rehabilitation agency, public health agency, 
clinic, comprehensive outpatient rehabilitation facility, 
or skilled nursing facility, 

(ii) by a home health agency to an individual who is 
not homebound, or 

(iii) by another entity under an arrangement with 
an entity described in clause (i) or (ii); and 

(B) outpatient physical therapy services, outpatient 
speech-language pathology services, and outpatient occupa-
tional therapy services furnished— 

(i) by a hospital to an outpatient or to a hospital in-
patient who is entitled to benefits under part A but 
has exhausted benefits for inpatient hospital services 
during a spell of illness or is not so entitled to benefits 
under part A, or 

(ii) by another entity under an arrangement with a 
hospital described in clause (i), 

the amounts described in section 1834(k); and 
(9) in the case of services described in section 1832(a)(2)(E) 

that are not described in paragraph (8), the amounts described 
in section 1834(k). 
Paragraph (3)(A) shall not apply to Federally qualified health 
center services furnished on or after the implementation date 
of the prospective payment system under section 1834(0). 

(b) Before applying subsection (a) with respect to expenses in-
curred by an individual during any calendar year, the total amount 
of the expenses incurred by such individual during such year 
(which would, except for this subsection, constitute incurred ex-
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penses from which benefits payable under subsection (a) are deter-
minable) shall be reduced by a deductible of $75 for calendar years 
before 1991, $100 for 1991 through 2004, $110 for 2005, and for a 
subsequent year the amount of such deductible for the previous 
year increased by the annual percentage increase in the monthly 
actuarial rate under section 1839(a)(1) ending with such subse-
quent year (rounded to the nearest $1); except that (1) such total 
amount shall not include expenses incurred for preventive services 
described in subparagraph (A) of section 1861(ddd)(3) that are rec-
ommended with a grade of A or B by the United States Preventive 
Services Task Force for any indication or population and are appro-
priate for the individual., (2) such deductible shall not apply with 
respect to home health services (other than a covered osteoporosis 
drug (as defined in section 1861(kk))), (3) such deductible shall not 
apply with respect to clinical diagnostic laboratory tests for which 
payment is made under this part (A) under subsection (a)(1)(D)(i) 
or (a)(2)(D)(i) on an assignment-related basis, or to a provider hav-
ing an agreement under section 1866, or (B) for tests furnished be-
fore January 1, 2017,on the basis of a negotiated rate determined 
under subsection (h)(6), (4) such deductible shall not apply to Fed-
erally qualified health center services, (5) such deductible shall not 
apply with respect to screening mammography (as described in sec-
tion 1861(jj)), (6) such deductible shall not apply with respect to 
screening pap smear and screening pelvic exam (as described in 
section 1861(nn)), (7) such deductible shall not apply with respect 
to ultrasound screening for abdominal aortic aneurysm (as defined 
in section 1861(bbb)), (8) such deductible shall not apply with re-
spect to colorectal cancer screening tests (as described in section 
1861(pp)(1)), (9) such deductible shall not apply with respect to an 
initial preventive physical examination (as defined in section 
1861(ww)), and (10) such deductible shall not apply with respect to 
personalized prevention plan services (as defined in section 
1861(hhh)(1)). The total amount of the expenses incurred by an in-
dividual as determined under the preceding sentence shall, after 
the reduction specified in such sentence, be further reduced by an 
amount equal to the expenses incurred for the first three pints of 
whole blood (or equivalent quantities of packed red blood cells, as 
defined under regulations) furnished to the individual during the 
calendar year, except that such deductible for such blood shall in 
accordance with regulations be appropriately reduced to the extent 
that there has been a replacement of such blood (or equivalent 
quantities of packed red blood cells, as so defined); and for such 
purposes blood (or equivalent quantities of packed red blood cells, 
as so defined) furnished such individual shall be deemed replaced 
when the institution or other person furnishing such blood (or such 
equivalent quantities of packed red blood cells, as so defined) is 
given one pint of blood for each pint of blood (or equivalent quan-
tities of packed red blood cells, as so defined) furnished such indi-
vidual with respect to which a deduction is made under this sen-
tence. The deductible under the previous sentence for blood or 
blood cells furnished an individual in a year shall be reduced to the 
extent that a deductible has been imposed under section 1813(a)(2) 
to blood or blood cells furnished the individual in the year. Para-
graph (1) of the first sentence of this subsection shall apply with 
respect to a colorectal cancer screening test regardless of the code 
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that is billed for the establishment of a diagnosis as a result of the 
test, or for the removal of tissue or other matter or other procedure 
that is furnished in connection with, as a result of, and in the same 
clinical encounter as the screening test. 

(c)(1) Notwithstanding any other provision of this part, with re-
spect to expenses incurred in a calendar year in connection with 
the treatment of mental, psychoneurotic, and personality disorders 
of an individual who is not an inpatient of a hospital at the time 
such expenses are incurred, there shall be considered as incurred 
expenses for purposes of subsections (a) and (b)— 

(A) for expenses incurred in years prior to 2010, only 621⁄2 
percent of such expenses; 

(B) for expenses incurred in 2010 or 2011, only 683⁄4 percent 
of such expenses; 

(C) for expenses incurred in 2012, only 75 percent of such ex-
penses; 

(D) for expenses incurred in 2013, only 811⁄4 percent of such 
expenses; and 

(E) for expenses incurred in 2014 or any subsequent calendar 
year, 100 percent of such expenses. 

(2) For purposes of subparagraphs (A) through (D) of paragraph 
(1), the term ‘‘treatment’’ does not include brief office visits (as de-
fined by the Secretary) for the sole purpose of monitoring or chang-
ing drug prescriptions used in the treatment of such disorders or 
partial hospitalization services that are not directly provided by a 
physician 

(d) No payment may be made under this part with respect to any 
services furnished an individual to the extent that such individual 
is entitled (or would be entitled except for section 1813) to have 
payment made with respect to such services under part A. 

(e) No payment shall be made to any provider of services or other 
person under this part unless there has been furnished such infor-
mation as may be necessary in order to determine the amounts due 
such provider or other person under this part for the period with 
respect to which the amounts are being paid or for any prior pe-
riod. 

(f) In establishing limits under subsection (a) on payment for 
rural health clinic services provided by rural health clinics (other 
than such clinics in hospitals with less than 50 beds), the Secretary 
shall establish such limit, for services provided— 

(1) in 1988, after March 31, at $46 per visit, and 
(2) in a subsequent year, at the limit established under this 

subsection for the previous year increased by the percentage 
increase in the MEI (as defined in section 1842(i)(3)) applicable 
to primary care services (as defined in section 1842(i)(4)) fur-
nished as of the first day of that year. 

(g)(1) Subject to paragraphs (4) and (5), in the case of physical 
therapy services of the type described in section 1861(p) and 
speech-language pathology services of the type described in such 
section through the application of section 1861(ll)(2), but (except as 
provided in paragraph (6)) not described in subsection (a)(8)(B), 
and physical therapy services and speech-language pathology serv-
ices of such type which are furnished by a physician or as incident 
to physicians’ services, with respect to expenses incurred in any 
calendar year, no more than the amount specified in paragraph (2) 
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for the year shall be considered as incurred expenses for purposes 
of subsections (a) and (b). 

(2) The amount specified in this paragraph— 
(A) for 1999, 2000, and 2001, is $1,500, and 
(B) for a subsequent year is the amount specified in this 

paragraph for the preceding year increased by the percentage 
increase in the MEI (as defined in section 1842(i)(3)) for such 
subsequent year; 

except that if an increase under subparagraph (B) for a year is not 
a multiple of $10, it shall be rounded to the nearest multiple of 
$10. 

(3) Subject to paragraphs (4) and (5), in the case of occupational 
therapy services (of the type that are described in section 1861(p) 
(but (except as provided in paragraph (6)) not described in sub-
section (a)(8)(B)) through the operation of section 1861(g) and of 
such type which are furnished by a physician or as incident to phy-
sicians’ services), with respect to expenses incurred in any calendar 
year, no more than the amount specified in paragraph (2) for the 
year shall be considered as incurred expenses for purposes of sub-
sections (a) and (b). 

(4) This subsection shall not apply to expenses incurred with re-
spect to services furnished during 2000, 2001, 2002, 2004, and 
2005. 

(5)(A) With respect to expenses incurred during the period begin-
ning on January 1, 2006, and ending on March 31, 2015, for serv-
ices, the Secretary shall implement a process under which an indi-
vidual enrolled under this part may, upon request of the individual 
or a person on behalf of the individual, obtain an exception from 
the uniform dollar limitation specified in paragraph (2), for services 
described in paragraphs (1) and (3) if the provision of such services 
is determined to be medically necessary and if the requirement of 
subparagraph (B) is met. Under such process, if the Secretary does 
not make a decision on such a request for an exception within 10 
business days of the date of the Secretary’s receipt of the request 
made in accordance with such requirement, the Secretary shall be 
deemed to have found the services to be medically necessary. 

(B) In the case of outpatient therapy services for which an excep-
tion is requested under the first sentence of subparagraph (A), the 
claim for such services shall contain an appropriate modifier (such 
as the KX modifier used as of the date of the enactment of this sub-
paragraph) indicating that such services are medically necessary as 
justified by appropriate documentation in the medical record in-
volved. 

(C)(i) In applying this paragraph with respect to a request for an 
exception with respect to expenses that would be incurred for out-
patient therapy services (including services described in subsection 
(a)(8)(B)) that would exceed the threshold described in clause (ii) 
for a year, the request for such an exception, for services furnished 
on or after October 1, 2012, shall be subject to a manual medical 
review process that is similar to the manual medical review process 
used for certain exceptions under this paragraph in 2006. 

(ii) The threshold under this clause for a year is $3,700. Such 
threshold shall be applied separately— 

(I) for physical therapy services and speech-language pathol-
ogy services; and 
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(II) for occupational therapy services. 
(D) With respect to services furnished on or after January 1, 

2013, where payment may not be made as a result of application 
of paragraphs (1) and (3), section 1879 shall apply in the same 
manner as such section applies to a denial that is made by reason 
of section 1862(a)(1). 

(6)(A) In applying paragraphs (1) and (3) to services furnished 
during the period beginning not later than October 1, 2012, and 
ending on March 31, 2015, the exclusion of services described in 
subsection (a)(8)(B) from the uniform dollar limitation specified in 
paragraph (2) shall not apply to such services furnished during 
2012, 2013, 2014, or the first threemonths of 2015. 

(B)(i) With respect to outpatient therapy services furnished be-
ginning on or after January 1, 2013, and before January 1, 2014, 
for which payment is made under section 1834(g), the Secretary 
shall count toward the uniform dollar limitations described in para-
graphs (1) and (3) and the threshold described in paragraph (5)(C) 
the amount that would be payable under this part if such services 
were paid under section 1834(k)(1)(B) instead of being paid under 
section 1834(g). 

(ii) Nothing in clause (i) shall be construed as changing the 
method of payment for outpatient therapy services under section 
1834(g). 

(h)(1)(A) Subject to section 1834(d)(1), the Secretary shall estab-
lish fee schedules for clinical diagnostic laboratory tests (including 
prostate cancer screening tests under section 1861(oo) consisting of 
prostate-specific antigen blood tests) for which payment is made 
under this part, other than such tests performed by a provider of 
services for an inpatient of such provider. 

(B) In the case of clinical diagnostic laboratory tests performed 
by a physician or by a laboratory (other than tests performed by 
a qualified hospital laboratory (as defined in subparagraph (D)) for 
outpatients of such hospital), the fee schedules established under 
subparagraph (A) shall be established on a regional, statewide, or 
carrier service area basis (as the Secretary may determine to be ap-
propriate) for tests furnished on or after July 1, 1984. 

(C) In the case of clinical diagnostic laboratory tests performed 
by a qualified hospital laboratory (as defined in subparagraph (D)) 
for outpatients of such hospital, the fee schedules established under 
subparagraph (A) shall be established on a regional, statewide, or 
carrier service area basis (as the Secretary may determine to be ap-
propriate) for tests furnished on or after July 1, 1984. 

(D) In this subsection, the term ‘‘qualified hospital laboratory’’ 
means a hospital laboratory, in a sole community hospital (as de-
fined in section 1886(d)(5)(D)(iii)), which provides some clinical di-
agnostic laboratory tests 24 hours a day in order to serve a hospital 
emergency room which is available to provide services 24 hours a 
day and 7 days a week. 

(2)(A)(i) Except as provided in clause (v), subparagraph (B), and 
paragraph (4), the Secretary shall set the fee schedules at 60 per-
cent (or, in the case of a test performed by a qualified hospital lab-
oratory (as defined in paragraph (1)(D)) for outpatients of such hos-
pital, 62 percent) of the prevailing charge level determined pursu-
ant to the third and fourth sentences of section 1842(b)(3) for simi-
lar clinical diagnostic laboratory tests for the applicable region, 
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State, or area for the 12-month period beginning July 1, 1984, ad-
justed annually (to become effective on January 1 of each year) by, 
subject to clause (iv), a percentage increase or decrease equal to the 
percentage increase or decrease in the Consumer Price Index for 
All Urban Consumers (United States city average) minus, for each 
of the years 2009 and 2010, 0.5 percentage points, and, for tests 
furnished before the dateof enactment of section 1834A, subject to 
such other adjustments as the Secretary determines are justified 
by technological changes. 

(ii) Notwithstanding clause (i)— 
(I) any change in the fee schedules which would have become 

effective under this subsection for tests furnished on or after 
January 1, 1988, shall not be effective for tests furnished dur-
ing the 3-month period beginning on January 1, 1988, 

(II) the Secretary shall not adjust the fee schedules under 
clause (i) to take into account any increase in the consumer 
price index for 1988, 

(III) the annual adjustment in the fee schedules determined 
under clause (i) for each of the years 1991, 1992, and 1993 
shall be 2 percent, and 

(IV) the annual adjustment in the fee schedules determined 
under clause (i) for each of the years 1994 and 1995, 1998 
through 2002, and 2004 through 2008 shall be 0 percent. 

(iii) In establishing fee schedules under clause (i) with respect to 
automated tests and tests (other than cytopathology tests) which 
before July 1, 1984, the Secretary made subject to a limit based on 
lowest charge levels under the sixth sentence of section 1842(b)(3) 
performed after March 31, 1988, the Secretary shall reduce by 8.3 
percent the fee schedules otherwise established for 1988, and such 
reduced fee schedules shall serve as the base for 1989 and subse-
quent years. 

(iv) After determining the adjustment to the fee schedules under 
clause (i), the Secretary shall reduce such adjustment— 

(I) for 2011 and each subsequent year, by the productivity 
adjustment described in section 1886(b)(3)(B)(xi)(II); and 

(II) for each of 2011 through 2015, by 1.75 percentage points. 
Subclause (I) shall not apply in a year where the adjustment to the 
fee schedules determined under clause (i) is 0.0 or a percentage de-
crease for a year. The application of the productivity adjustment 
under subclause (I) shall not result in an adjustment to the fee 
schedules under clause (i) being less than 0.0 for a year. The appli-
cation of subclause (II) may result in an adjustment to the fee 
schedules under clause (i) being less than 0.0 for a year, and may 
result in payment rates for a year being less than such payment 
rates for the preceding year. 

(v) The Secretary shall reduce by 2 percent the fee schedules oth-
erwise determined under clause (i) for 2013, and such reduced fee 
schedules shall serve as the base for 2014 and subsequent years. 

(B) The Secretary may make further adjustments or exceptions 
to the fee schedules to assure adequate reimbursement of (i) emer-
gency laboratory tests needed for the provision of bona fide emer-
gency services, and (ii) certain low volume high-cost tests where 
highly sophisticated equipment or extremely skilled personnel are 
necessary to assure quality. 
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(3) In addition to the amounts provided under the fee schedules 
(for tests furnished before January 1, 2017)or under section 1834A 
(for tests furnished on or afterJanuary 1, 2017), subject to sub-
section (b)(5) of such section, the Secretary shall provide for and es-
tablish (A) a nominal fee to cover the appropriate costs in collecting 
the sample on which a clinical diagnostic laboratory test was per-
formed and for which payment is made under this part, except that 
not more than one such fee may be provided under this paragraph 
with respect to samples collected in the same encounter, and (B) 
a fee to cover the transportation and personnel expenses for 
trained personnel to travel to the location of an individual to collect 
the sample, except that such a fee may be provided only with re-
spect to an individual who is homebound or an inpatient in an in-
patient facility (other than a hospital). In establishing a fee to 
cover the transportation and personnel expenses for trained per-
sonnel to travel to the location of an individual to collect a sample, 
the Secretary shall provide a method for computing the fee based 
on the number of miles traveled and the personnel costs associated 
with the collection of each individual sample, but the Secretary 
shall only be required to apply such method in the case of tests fur-
nished during the period beginning on April 1, 1989, and ending 
on December 31, 1990, by a laboratory that establishes to the satis-
faction of the Secretary (based on data for the 12-month period 
ending June 30, 1988) that (i) the laboratory is dependent upon 
payments under this title for at least 80 percent of its collected rev-
enues for clinical diagnostic laboratory tests, (ii) at least 85 percent 
of its gross revenues for such tests are attributable to tests per-
formed with respect to individuals who are homebound or who are 
residents in a nursing facility, and (iii) the laboratory provided 
such tests for residents in nursing facilities representing at least 
20 percent of the number of such facilities in the State in which 
the laboratory is located. 

(4)(A) In establishing any fee schedule under this subsection, the 
Secretary may provide for an adjustment to take into account, with 
respect to the portion of the expenses of clinical diagnostic labora-
tory tests attributable to wages, the relative difference between a 
region’s or local area’s wage rates and the wage rate presumed in 
the data on which the schedule is based. 

(B) For purposes of subsections (a)(1)(D)(i) and (a)(2)(D)(i), the 
limitation amount for a clinical diagnostic laboratory test per-
formed— 

(i) on or after July 1, 1986, and before April 1, 1988, is equal 
to 115 percent of the median of all the fee schedules estab-
lished for that test for that laboratory setting under paragraph 
(1), 

(ii) after March 31, 1988, and before January 1, 1990, is 
equal to the median of all the fee schedules established for that 
test for that laboratory setting under paragraph (1), 

(iii) after December 31, 1989, and before January 1, 1991, is 
equal to 93 percent of the median of all the fee schedules es-
tablished for that test for that laboratory setting under para-
graph (1), 

(iv) after December 31, 1990, and before January 1, 1994, is 
equal to 88 percent of such median, 
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(v) after December 31, 1993, and before January 1, 1995, is 
equal to 84 percent of such median, 

(vi) after December 31, 1994, and before January 1, 1996, is 
equal to 80 percent of such median, 

(vii) after December 31, 1995, and before January 1, 1998, is 
equal to 76 percent of such median, and 

(viii) after December 31, 1997, is equal to 74 percent of such 
median (or 100 percent of such median in the case of a clinical 
diagnostic laboratory test performed on or after January 1, 
2001, that the Secretary determines is a new test for which no 
limitation amount has previously been established under this 
subparagraph). 

(5)(A) In the case of a bill or request for payment for a clinical 
diagnostic laboratory test for which payment may otherwise be 
made under this part on an assignment-related basis or under a 
provider agreement under section 1866, payment may be made 
only to the person or entity which performed or supervised the per-
formance of such test; except that— 

(i) if a physician performed or supervised the performance of 
such test, payment may be made to another physician with 
whom he shares his practice, 

(ii) in the case of a test performed at the request of a labora-
tory by another laboratory, payment may be made to the refer-
ring laboratory but only if— 

(I) the referring laboratory is located in, or is part of, a 
rural hospital, 

(II) the referring laboratory is wholly owned by the enti-
ty performing such test, the referring laboratory wholly 
owns the entity performing such test, or both the referring 
laboratory and the entity performing such test are wholly- 
owned by a third entity, or 

(III) not more than 30 percent of the clinical diagnostic 
laboratory tests for which such referring laboratory (but 
not including a laboratory described in subclause (II)), re-
ceives requests for testing during the year in which the 
test is performed are performed by another laboratory, and 

(iii) in the case of a clinical diagnostic laboratory test pro-
vided under an arrangement (as defined in section 1861(w)(1)) 
made by a hospital, critical access hospital, or skilled nursing 
facility, payment shall be made to the hospital or skilled nurs-
ing facility. 

(B) In the case of such a bill or request for payment for a clinical 
diagnostic laboratory test for which payment may otherwise be 
made under this part, and which is not described in subparagraph 
(A), payment may be made to the beneficiary only on the basis of 
the itemized bill of the person or entity which performed or super-
vised the performance of the test. 

(C) Payment for a clinical diagnostic laboratory test, including a 
test performed in a physician’s office but excluding a test per-
formed by a rural health clinic may only be made on an assign-
ment-related basis or to a provider of services with an agreement 
in effect under section 1866. 

(D) A person may not bill for a clinical diagnostic laboratory test, 
including a test performed in a physician’s office but excluding a 
test performed by a rural health clinic, other than on an assign-
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ment-related basis. If a person knowingly and willfully and on a re-
peated basis bills for a clinical diagnostic laboratory test in viola-
tion of the previous sentence, the Secretary may apply sanctions 
against the person in the same manner as the Secretary may apply 
sanctions against a physician in accordance with paragraph (2) of 
section 1842(j) in the same manner such paragraphs apply with re-
spect to a physician. Paragraph (4) of such section shall apply in 
this subparagraph in the same manner as such paragraph applies 
to such section. 

(6) For tests furnished before January 1, 2017, inthe case of any 
diagnostic laboratory test payment for which is not made on the 
basis of a fee schedule under paragraph (1), the Secretary may es-
tablish a payment rate which is acceptable to the person or entity 
performing the test and which would be considered the full charge 
for such tests. Such negotiated rate shall be limited to an amount 
not in excess of the total payment that would have been made for 
the services in the absence of such rate. 

(7) Notwithstanding paragraphs (1) and (4)and section 1834A, 
the Secretary shall establish a national minimum payment amount 
under this part for a diagnostic or screening pap smear laboratory 
test (including all cervical cancer screening technologies that have 
been approved by the Food and Drug Administration as a primary 
screening method for detection of cervical cancer) equal to $14.60 
for tests furnished in 2000. For such tests furnished in subsequent 
years, such national minimum payment amount shall be adjusted 
annually as provided in paragraph (2). 

(8)(A) The Secretary shall establish by regulation procedures for 
determining the basis for, and amount of, payment under this sub-
section for any clinical diagnostic laboratory test with respect to 
which a new or substantially revised HCPCS code is assigned on 
or after January 1, 2005 (in this paragraph referred to as ‘‘new 
tests’’). 

(B) Determinations under subparagraph (A) shall be made only 
after the Secretary— 

(i) makes available to the public (through an Internet 
website and other appropriate mechanisms) a list that includes 
any such test for which establishment of a payment amount 
under this subsection is being considered for a year; 

(ii) on the same day such list is made available, causes to 
have published in the Federal Register notice of a meeting to 
receive comments and recommendations (and data on which 
recommendations are based) from the public on the appro-
priate basis under this subsection for establishing payment 
amounts for the tests on such list; 

(iii) not less than 30 days after publication of such notice 
convenes a meeting, that includes representatives of officials of 
the Centers for Medicare & Medicaid Services involved in de-
termining payment amounts, to receive such comments and 
recommendations (and data on which the recommendations are 
based); 

(iv) taking into account the comments and recommendations 
(and accompanying data) received at such meeting, develops 
and makes available to the public (through an Internet website 
and other appropriate mechanisms) a list of proposed deter-
minations with respect to the appropriate basis for establishing 
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a payment amount under this subsection for each such code, 
together with an explanation of the reasons for each such de-
termination, the data on which the determinations are based, 
and a request for public written comments on the proposed de-
termination; and 

(v) taking into account the comments received during the 
public comment period, develops and makes available to the 
public (through an Internet website and other appropriate 
mechanisms) a list of final determinations of the payment 
amounts for such tests under this subsection, together with the 
rationale for each such determination, the data on which the 
determinations are based, and responses to comments and sug-
gestions received from the public. 

(C) Under the procedures established pursuant to subparagraph 
(A), the Secretary shall— 

(i) set forth the criteria for making determinations under 
subparagraph (A); and 

(ii) make available to the public the data (other than propri-
etary data) considered in making such determinations. 

(D) The Secretary may convene such further public meetings to 
receive public comments on payment amounts for new tests under 
this subsection as the Secretary deems appropriate. 

(E) For purposes of this paragraph: 
(i) The term ‘‘HCPCS’’ refers to the Health Care Procedure 

Coding System. 
(ii) A code shall be considered to be ‘‘substantially revised’’ 

if there is a substantive change to the definition of the test or 
procedure to which the code applies (such as a new analyte or 
a new methodology for measuring an existing analyte-specific 
test). 

(9) Notwithstanding any other provision in this part, in the case 
of any diagnostic laboratory test for HbA1c that is labeled by the 
Food and Drug Administration for home use and is furnished on 
or after April 1, 2008, the payment rate for such test shall be the 
payment rate established under this part for a glycated hemoglobin 
test (identified as of October 1, 2007, by HCPCS code 83036 (and 
any succeeding codes)). 

(i)(1) The Secretary shall, in consultation with appropriate med-
ical organizations— 

(A) specify those surgical procedures which are appropriately 
(when considered in terms of the proper utilization of hospital 
inpatient facilities) performed on an inpatient basis in a hos-
pital but which also can be performed safely on an ambulatory 
basis in an ambulatory surgical center (meeting the standards 
specified under section 1832(a)(2)(F)(i)), critical access hospital, 
or hospital outpatient department, and 

(B) specify those surgical procedures which are appropriately 
(when considered in terms of the proper utilization of hospital 
inpatient facilities) performed on an inpatient basis in a hos-
pital but which also can be performed safely on an ambulatory 
basis in a physician’s office. 

The lists of procedures established under subparagraphs (A) and 
(B) shall be reviewed and updated not less often than every 2 
years, in consultation with appropriate trade and professional orga-
nizations. 
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(2)(A) For services furnished prior to the implementation of the 
system described in subparagraph (D), subject to subparagraph (E), 
the amount of payment to be made for facility services furnished 
in connection with a surgical procedure specified pursuant to para-
graph (1)(A) and furnished to an individual in an ambulatory sur-
gical center described in such paragraph shall be equal to 80 per-
cent of a standard overhead amount established by the Secretary 
(with respect to each such procedure) on the basis of the Sec-
retary’s estimate of a fair fee which— 

(i) takes into account the costs incurred by such centers, or 
classes of centers, generally in providing services furnished in 
connection with the performance of such procedure, as deter-
mined in accordance with a survey (based upon a representa-
tive sample of procedures and facilities) of the actual audited 
costs incurred by such centers in providing such services, 

(ii) takes such costs into account in such a manner as will 
assure that the performance of the procedure in such a center 
will result in substantially less amounts paid under this title 
than would have been paid if the procedure had been per-
formed on an inpatient basis in a hospital, and 

(iii) in the case of insertion of an intraocular lens during or 
subsequent to cataract surgery includes payment which is rea-
sonable and related to the cost of acquiring the class of lens 
involved. 

Each amount so established shall be reviewed and updated not 
later than July 1, 1987, and annually thereafter to take account of 
varying conditions in different areas. 

(B) The amount of payment to be made under this part for facil-
ity services furnished, in connection with a surgical procedure spec-
ified pursuant to paragraph (1)(B), in a physician’s office shall be 
equal to 80 percent of a standard overhead amount established by 
the Secretary (with respect to each such procedure) on the basis of 
the Secretary’s estimate of a fair fee which— 

(i) takes into account additional costs, not usually included 
in the professional fee, incurred by physicians in securing, 
maintaining, and staffing the facilities and ancillary services 
appropriate for the performance of such procedure in the physi-
cian’s office, and 

(ii) takes such items into account in such a manner which 
will assure that the performance of such procedure in the phy-
sician’s office will result in substantially less amounts paid 
under this title than would have been paid if the services had 
been furnished on an inpatient basis in a hospital. 

Each amount so established shall be reviewed and updated not 
later than July 1, 1987, and annually thereafter to take account of 
varying conditions in different areas. 

(C)(i) Notwithstanding the second sentence of each of subpara-
graphs (A) and (B), except as otherwise specified in clauses (ii), 
(iii), and (iv), if the Secretary has not updated amounts established 
under such subparagraphs or under subparagraph (D), with respect 
to facility services furnished during a fiscal year (beginning with 
fiscal year 1986 or a calendar year (beginning with 2006)), such 
amounts shall be increased by the percentage increase in the Con-
sumer Price Index for all urban consumers (U.S. city average) as 
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estimated by the Secretary for the 12-month period ending with the 
midpoint of the year involved. 

(ii) In each of the fiscal years 1998 through 2002, the increase 
under this subparagraph shall be reduced (but not below zero) by 
2.0 percentage points. 

(iii) In fiscal year 2004, beginning with April 1, 2004, the in-
crease under this subparagraph shall be the Consumer Price Index 
for all urban consumers (U.S. city average) as estimated by the 
Secretary for the 12-month period ending with March 31, 2003, 
minus 3.0 percentage points. 

(iv) In fiscal year 2005, the last quarter of calendar year 2005, 
and each of calendar years 2006 through 2009, the increase under 
this subparagraph shall be 0 percent. 

(D)(i) Taking into account the recommendations in the report 
under section 626(d) of Medicare Prescription Drug, Improvement, 
and Modernization Act of 2003, the Secretary shall implement a re-
vised payment system for payment of surgical services furnished in 
ambulatory surgical centers. 

(ii) In the year the system described in clause (i) is implemented, 
such system shall be designed to result in the same aggregate 
amount of expenditures for such services as would be made if this 
subparagraph did not apply, as estimated by the Secretary and 
taking into account reduced expenditures that would apply if sub-
paragraph (E) were to continue to apply, as estimated by the Sec-
retary. 

(iii) The Secretary shall implement the system described in 
clause (i) for periods in a manner so that it is first effective begin-
ning on or after January 1, 2006, and not later than January 1, 
2008. 

(iv) The Secretary may implement such system in a manner so 
as to provide for a reduction in any annual update for failure to 
report on quality measures in accordance with paragraph (7). 

(v) In implementing the system described in clause (i) for 
2011 and each subsequent year, any annual update under such 
system for the year, after application of clause (iv), shall be re-
duced by the productivity adjustment described in section 
1886(b)(3)(B)(xi)(II). The application of the preceding sentence 
may result in such update being less than 0.0 for a year, and 
may result in payment rates under the system described in 
clause (i) for a year being less than such payment rates for the 
preceding year. 

(vi) There shall be no administrative or judicial review under sec-
tion 1869, 1878, or otherwise, of the classification system, the rel-
ative weights, payment amounts, and the geographic adjustment 
factor, if any, under this subparagraph. 

(E) With respect to surgical procedures furnished on or after Jan-
uary 1, 2007, and before the effective date of the implementation 
of a revised payment system under subparagraph (D), if— 

(i) the standard overhead amount under subparagraph (A) 
for a facility service for such procedure, without the application 
of any geographic adjustment, exceeds 

(ii) the Medicare OPD fee schedule amount established 
under the prospective payment system for hospital outpatient 
department services under paragraph (3)(D) of section 1833(t) 
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for such service for such year, determined without regard to 
geographic adjustment under paragraph (2)(D) of such section, 

the Secretary shall substitute under subparagraph (A) the amount 
described in clause (ii) for the standard overhead amount for such 
service referred to in clause (i). 

(3)(A) The aggregate amount of the payments to be made under 
this part for outpatient hospital facility services or critical access 
hospital services furnished before January 1, 1999, in connection 
with surgical procedures specified under paragraph (1)(A) shall be 
equal to the lesser of— 

(i) the amount determined with respect to such services 
under subsection (a)(2)(B); or 

(ii) the blend amount (described in subparagraph (B)). 
(B)(i) The blend amount for a cost reporting period is the sum 

of— 
(I) the cost proportion (as defined in clause (ii)(I)) of the 

amount described in subparagraph (A)(i), and 
(II) the ASC proportion (as defined in clause (ii)(II)) of the 

standard overhead amount payable with respect to the same 
surgical procedure as if it were provided in an ambulatory sur-
gical center in the same area, as determined under paragraph 
(2)(A), less the amount a provider may charge as described in 
clause (ii) of section 1866(a)(2)(A). 

(ii) Subject to paragraph (4), in this paragraph: 
(I) The term ‘‘cost proportion’’ means 75 percent for cost re-

porting periods beginning in fiscal year 1988, 50 percent for 
portions of cost reporting periods beginning on or after October 
1, 1988, and ending on or before December 31, 1990, and 42 
percent for portions of cost reporting periods beginning on or 
after January 1, 1991. 

(II) The term ‘‘ASC proportion’’ means 25 percent for cost re-
porting periods beginning in fiscal year 1988, 50 percent for 
portions of cost reporting periods beginning on or after October 
1, 1988, and ending on or before December 31, 1990, and 58 
percent for portions of cost reporting periods beginning on or 
after January 1, 1991. 

(4)(A) In the case of a hospital that— 
(i) makes application to the Secretary and demonstrates that 

it specializes in eye services or eye and ear services (as deter-
mined by the Secretary), 

(ii) receives more than 30 percent of its total revenues from 
outpatient services, and 

(iii) on October 1, 1987— 
(I) was an eye specialty hospital or an eye and ear spe-

cialty hospital, or 
(II) was operated as an eye or eye and ear unit (as de-

fined in subparagraph (B)) of a general acute care hospital 
which, on the date of the application described in clause 
(i), operates less than 20 percent of the beds that the hos-
pital operated on October 1, 1987, and has sold or other-
wise disposed of a substantial portion of the hospital’s 
other acute care operations, 

the cost proportion and ASC proportion in effect under subclauses 
(I) and (II) of paragraph (3)(B)(ii) for cost reporting periods begin-
ning in fiscal year 1988 shall remain in effect for cost reporting pe-
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riods beginning on or after October 1, 1988, and before January 1, 
1995. 

(B) For purposes of this subparagraph (A)(iii)(II), the term ‘‘eye 
or eye and ear unit’’ means a physically separate or distinct unit 
containing separate surgical suites devoted solely to eye or eye and 
ear services. 

(5)(A) The Secretary is authorized to provide by regulations that 
in the case of a surgical procedure, specified by the Secretary pur-
suant to paragraph (1)(A), performed in an ambulatory surgical 
center described in such paragraph, there shall be paid (in lieu of 
any amounts otherwise payable under this part) with respect to the 
facility services furnished by such center and with respect to all re-
lated services (including physicians’ services, laboratory, X-ray, and 
diagnostic services) a single all-inclusive fee established pursuant 
to subparagraph (B), if all parties furnishing all such services agree 
to accept such fee (to be divided among the parties involved in such 
manner as they shall have previously agreed upon) as full payment 
for the services furnished. 

(B) In implementing this paragraph, the Secretary shall establish 
with respect to each surgical procedure specified pursuant to para-
graph (1)(A) the amount of the all-inclusive fee for such procedure, 
taking into account such factors as may be appropriate. The 
amount so established with respect to any surgical procedure shall 
be reviewed periodically and may be adjusted by the Secretary, 
when appropriate, to take account of varying conditions in different 
areas. 

(6) Any person, including a facility having an agreement under 
section 1832(a)(2)(F)(i), who knowingly and willfully presents, or 
causes to be presented, a bill or request for payment, for an intra-
ocular lens inserted during or subsequent to cataract surgery for 
which payment may be made under paragraph (2)(A)(iii), is subject 
to a civil money penalty of not to exceed $2,000. The provisions of 
section 1128A (other than subsections (a) and (b)) shall apply to a 
civil money penalty under the previous sentence in the same man-
ner as such provisions apply to a penalty or proceeding under sec-
tion 1128A(a). 

(7)(A) For purposes of paragraph (2)(D)(iv), the Secretary may 
provide, in the case of an ambulatory surgical center that does not 
submit, to the Secretary in accordance with this paragraph, data 
required to be submitted on measures selected under this para-
graph with respect to a year, any annual increase provided under 
the system established under paragraph (2)(D) for such year shall 
be reduced by 2.0 percentage points. A reduction under this sub-
paragraph shall apply only with respect to the year involved and 
the Secretary shall not take into account such reduction in com-
puting any annual increase factor for a subsequent year. 

(B) Except as the Secretary may otherwise provide, the provi-
sions of subparagraphs (B), (C), (D), and (E) of paragraph (17) of 
section 1833(t) shall apply with respect to services of ambulatory 
surgical centers under this paragraph in a similar manner to the 
manner in which they apply under such paragraph and, for pur-
poses of this subparagraph, any reference to a hospital, outpatient 
setting, or outpatient hospital services is deemed a reference to an 
ambulatory surgical center, the setting of such a center, or services 
of such a center, respectively. 
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(j) Whenever a final determination is made that the amount of 
payment made under this part either to a provider of services or 
to another person pursuant to an assignment under section 
1842(b)(3)(B)(ii) was in excess of or less than the amount of pay-
ment that is due, and payment of such excess or deficit is not made 
(or effected by offset) within 30 days of the date of the determina-
tion, interest shall accrue on the balance of such excess or deficit 
not paid or offset (to the extent that the balance is owed by or 
owing to the provider) at a rate determined in accordance with the 
regulations of the Secretary of the Treasury applicable to charges 
for late payments. 

(k) With respect to services described in section 1861(s)(10)(B), 
the Secretary may provide, instead of the amount of payment oth-
erwise provided under this part, for payment of such an amount or 
amounts as reasonably reflects the general cost of efficiently pro-
viding such services. 

(l)(1)(A) The Secretary shall establish a fee schedule for services 
of certified registered nurse anesthetists under section 1861(s)(11). 

(B) In establishing the fee schedule under this paragraph the 
Secretary may utilize a system of time units, a system of base and 
time units, or any appropriate methodology. 

(C) The provisions of this subsection shall not apply to certain 
services furnished in certain hospitals in rural areas under the pro-
visions of section 9320(k) of the Omnibus Budget Reconciliation Act 
of 1986, as amended by section 6132 of the Omnibus Budget Rec-
onciliation Act of 1989. 

(2) Except as provided in paragraph (3), the fee schedule estab-
lished under paragraph (1) shall be initially based on audited data 
from cost reporting periods ending in fiscal year 1985 and such 
other data as the Secretary determines necessary. 

(3)(A) In establishing the initial fee schedule for those services, 
the Secretary shall adjust the fee schedule to the extent necessary 
to ensure that the estimated total amount which will be paid under 
this title for those services plus applicable coinsurance in 1989 will 
equal the estimated total amount which would be paid under this 
title for those services in 1989 if the services were included as in-
patient hospital services and payment for such services was made 
under part A in the same manner as payment was made in fiscal 
year 1987, adjusted to take into account changes in prices and 
technology relating to the administration of anesthesia. 

(B) The Secretary shall also reduce the prevailing charge of phy-
sicians for medical direction of a certified registered nurse anes-
thetist, or the fee schedule for services of certified registered nurse 
anesthetists, or both, to the extent necessary to ensure that the es-
timated total amount which will be paid under this title plus appli-
cable coinsurance for such medical direction and such services in 
1989 and 1990 will not exceed the estimated total amount which 
would have been paid plus applicable coinsurance but for the enact-
ment of the amendments made by section 9320 of the Omnibus 
Budget Reconciliation Act of 1986. A reduced prevailing charge 
under this subparagraph shall become the prevailing charge but for 
subsequent years for purposes of applying the economic index 
under the fourth sentence of section 1842(b)(3). 

(4)(A) Except as provided in subparagraphs (C) and (D), in deter-
mining the amount paid under the fee schedule under this sub-
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section for services furnished on or after January 1, 1991, by a cer-
tified registered nurse anesthetist who is not medically directed— 

(i) the conversion factor shall be— 
(I) for services furnished in 1991, $15.50, 
(II) for services furnished in 1992, $15.75, 
(III) for services furnished in 1993, $16.00, 
(IV) for services furnished in 1994, $16.25, 
(V) for services furnished in 1995, $16.50, 
(VI) for services furnished in 1996, $16.75, and 
(VII) for services furnished in calendar years after 1996, 

the previous year’s conversion factor increased by the up-
date determined under section 1848(d) for physician anes-
thesia services for that year; 

(ii) the payment areas to be used shall be the fee schedule 
areas used under section 1848 (or, in the case of services fur-
nished during 1991, the localities used under section 1842(b)) 
for purposes of computing payments for physicians’ services 
that are anesthesia services; 

(iii) the geographic adjustment factors to be applied to the 
conversion factor under clause (i) for services in a fee schedule 
area or locality is— 

(I) in the case of services furnished in 1991, the geo-
graphic work index value and the geographic practice cost 
index value specified in section 1842(q)(1)(B) for physi-
cians’ services that are anesthesia services furnished in 
the area or locality, and 

(II) in the case of services furnished after 1991, the geo-
graphic work index value, the geographic practice cost 
index value, and the geographic malpractice index value 
used for determining payments for physicians’ services 
that are anesthesia services under section 1848, 

with 70 percent of the conversion factor treated as attributable 
to work and 30 percent as attributable to overhead for services 
furnished in 1991 (and the portions attributable to work, prac-
tice expenses, and malpractice expenses in 1992 and thereafter 
being the same as is applied under section 1848). 

(B)(i) Except as provided in clause (ii) and subparagraph (D), in 
determining the amount paid under the fee schedule under this 
subsection for services furnished on or after January 1, 1991, and 
before January 1, 1994, by a certified registered nurse anesthetist 
who is medically directed, the Secretary shall apply the same 
methodology specified in subparagraph (A). 

(ii) The conversion factor used under clause (i) shall be— 
(I) for services furnished in 1991, $10.50, 
(II) for services furnished in 1992, $10.75, and 
(III) for services furnished in 1993, $11.00. 

(iii) In the case of services of a certified registered nurse anes-
thetist who is medically directed or medically supervised by a phy-
sician which are furnished on or after January 1, 1994, the fee 
schedule amount shall be one-half of the amount described in sec-
tion 1848(a)(5)(B) with respect to the physician. 

(C) Notwithstanding subclauses (I) through (V) of subparagraph 
(A)(i)— 

(i) in the case of a 1990 conversion factor that is greater than 
$16.50, the conversion factor for a calendar year after 1990 and 
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before 1996 shall be the 1990 conversion factor reduced by the 
product of the last digit of the calendar year and one-fifth of 
the amount by which the 1990 conversion factor exceeds 
$16.50; and 

(ii) in the case of a 1990 conversion factor that is greater 
than $15.49 but less than $16.51, the conversion factor for a 
calendar year after 1990 and before 1996 shall be the greater 
of— 

(I) the 1990 conversion factor, or 
(II) the conversion factor specified in subparagraph (A)(i) 

for the year involved. 
(D) Notwithstanding subparagraph (C), in no case may the con-

version factor used to determine payment for services in a fee 
schedule area or locality under this subsection, as adjusted by the 
adjustment factors specified in subparagraphs (A)(iii), exceed the 
conversion factor used to determine the amount paid for physicians’ 
services that are anesthesia services in the area or locality. 

(5)(A) Payment for the services of a certified registered nurse an-
esthetist (for which payment may otherwise be made under this 
part) may be made on the basis of a claim or request for payment 
presented by the certified registered nurse anesthetist furnishing 
such services, or by a hospital, critical access hospital, physician, 
group practice, or ambulatory surgical center with which the cer-
tified registered nurse anesthetist furnishing such services has an 
employment or contractual relationship that provides for payment 
to be made under this part for such services to such hospital, crit-
ical access hospital, physician, group practice, or ambulatory sur-
gical center. 

(B) No hospital or critical access hospital that presents a claim 
or request for payment for services of a certified nurse anesthetist 
under this part may treat any uncollected coinsurance amount im-
posed under this part with respect to such services as a bad debt 
of such hospital or critical access hospital for purposes of this title. 

(6) If an adjustment under paragraph (3)(B) results in a reduc-
tion in the reasonable charge for a physicians’ service and a non-
participating physician furnishes the service to an individual enti-
tled to benefits under this part after the effective date of the reduc-
tion, the physician’s actual charge is subject to a limit under sec-
tion 1842(j)(1)(D). 

(m)(1) In the case of physicians’ services furnished in a year to 
an individual, who is covered under the insurance program estab-
lished by this part and who incurs expenses for such services, in 
an area that is designated (under section 332(a)(1)(A) of the Public 
Health Service Act) as a health professional shortage area as iden-
tified by the Secretary prior to the beginning of such year, in addi-
tion to the amount otherwise paid under this part, there also shall 
be paid to the physician (or to an employer or facility in the cases 
described in clause (A) of section 1842(b)(6)) (on a monthly or quar-
terly basis) from the Federal Supplementary Medical Insurance 
Trust Fund an amount equal to 10 percent of the payment amount 
for the service under this part. 

(2) For each health professional shortage area identified in para-
graph (1) that consists of an entire county, the Secretary shall pro-
vide for the additional payment under paragraph (1) without any 
requirement on the physician to identify the health professional 
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shortage area involved. The Secretary may implement the previous 
sentence using the method specified in subsection (u)(4)(C). 

(3) The Secretary shall post on the Internet website of the Cen-
ters for Medicare & Medicaid Services a list of the health profes-
sional shortage areas identified in paragraph (1) that consist of a 
partial county to facilitate the additional payment under paragraph 
(1) in such areas. 

(4) There shall be no administrative or judicial review under sec-
tion 1869, section 1878, or otherwise, respecting— 

(A) the identification of a county or area; 
(B) the assignment of a specialty of any physician under this 

paragraph; 
(C) the assignment of a physician to a county under this sub-

section; or 
(D) the assignment of a postal ZIP Code to a county or other 

area under this subsection. 
(n)(1)(A) The aggregate amount of the payments to be made for 

all or part of a cost reporting period for services described in sub-
section (a)(2)(E)(i) furnished under this part on or after October 1, 
1988, and before January 1, 1999, and for services described in 
subsection (a)(2)(E)(ii) furnished under this part on or after October 
1, 1989, and before January 1, 1999, shall be equal to the lesser 
of— 

(i) the amount determined with respect to such services 
under subsection (a)(2)(B), or 

(ii) the blend amount for radiology services and diagnostic 
procedures determined in accordance with subparagraph (B). 

(B)(i) The blend amount for radiology services and diagnostic pro-
cedures for a cost reporting period is the sum of— 

(I) the cost proportion (as defined in clause (ii)) of the 
amount described in subparagraph (A)(i); and 

(II) the charge proportion (as defined in clause (ii)(II)) of 62 
percent (for services described in subsection (a)(2)(E)(i)), or (for 
procedures described in subsection (a)(2)(E)(ii)), 42 percent or 
such other percent established by the Secretary (or carriers 
acting pursuant to guidelines issued by the Secretary) based on 
prevailing charges established with actual charge data, of the 
prevailing charge or (for services described in subsection 
(a)(2)(E)(i) furnished on or after January 1, 1989) the fee 
schedule amount established for participating physicians for 
the same services as if they were furnished in a physician’s of-
fice in the same locality as determined under section 1842(b), 
less the amount a provider may charge as described in clause 
(ii) of section 1866(a)(2)(A). 

(ii) In this subparagraph: 
(I) The term ‘‘cost proportion’’ means 50 percent, except that 

such term means 65 percent in the case of outpatient radiology 
services for portions of cost reporting periods which occur in 
fiscal year 1989 and in the case of diagnostic procedures de-
scribed in subsection (a)(2)(E)(ii) for portions of cost reporting 
periods which occur in fiscal year 1990, and such term means 
42 percent in the case of outpatient radiology services for por-
tions of cost reporting periods beginning on or after January 1, 
1991. 
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(II) The term ‘‘charge proportion’’ means 100 percent minus 
the cost proportion. 

(o)(1) In the case of shoes described in section 1861(s)(12)— 
(A) no payment may be made under this part, with respect 

to any individual for any year, for the furnishing of— 
(i) more than one pair of custom molded shoes (including 

inserts provided with such shoes) and 2 additional pairs of 
inserts for such shoes, or 

(ii) more than one pair of extra-depth shoes (not includ-
ing inserts provided with such shoes) and 3 pairs of inserts 
for such shoes, and 

(B) with respect to expenses incurred in any calendar year, 
no more than the amount of payment applicable under para-
graph (2) shall be considered as incurred expenses for purposes 
of subsections (a) and (b). 

Payment for shoes (or inserts) under this part shall be considered 
to include payment for any expenses for the fitting of such shoes 
(or inserts). 

(2)(A) Except as provided by the Secretary under subparagraphs 
(B) and (C), the amount of payment under this paragraph for cus-
tom molded shoes, extra-depth shoes, and inserts shall be the 
amount determined for such items by the Secretary under section 
1834(h). 

(B) The Secretary may establish payment amounts for shoes and 
inserts that are lower than the amount established under section 
1834(h) if the Secretary finds that shoes and inserts of an appro-
priate quality are readily available at or below the amount estab-
lished under such section. 

(C) In accordance with procedures established by the Secretary, 
an individual entitled to benefits with respect to shoes described in 
section 1861(s)(12) may substitute modification of such shoes in-
stead of obtaining one (or more, as specified by the Secretary) pair 
of inserts (other than the original pair of inserts with respect to 
such shoes). In such case, the Secretary shall substitute, for the 
payment amount established under section 1834(h), a payment 
amount that the Secretary estimates will assure that there is no 
net increase in expenditures under this subsection as a result of 
this subparagraph. 

(3) In this title, the term ‘‘shoes’’ includes, except for purposes of 
subparagraphs (A)(ii) and (B) of paragraph (2), inserts for extra- 
depth shoes. 

(q)(1) Each request for payment, or bill submitted, for an item or 
service furnished by an entity for which payment may be made 
under this part and for which the entity knows or has reason to 
believe there has been a referral by a referring physician (within 
the meaning of section 1877) shall include the name and unique 
physician identification number for the referring physician. 

(2)(A) In the case of a request for payment for an item or service 
furnished by an entity under this part on an assignment-related 
basis and for which information is required to be provided under 
paragraph (1) but not included, payment may be denied under this 
part. 

(B) In the case of a request for payment for an item or service 
furnished by an entity under this part not submitted on an assign-
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ment-related basis and for which information is required to be pro-
vided under paragraph (1) but not included— 

(i) if the entity knowingly and willfully fails to provide such 
information promptly upon request of the Secretary or a car-
rier, the entity may be subject to a civil money penalty in an 
amount not to exceed $2,000, and 

(ii) if the entity knowingly, willfully, and in repeated cases 
fails, after being notified by the Secretary of the obligations 
and requirements of this subsection to provide the information 
required under paragraph (1), the entity may be subject to ex-
clusion from participation in the programs under this Act for 
a period not to exceed 5 years, in accordance with the proce-
dures of subsections (c), (f), and (g) of section 1128. 

The provisions of section 1128A (other than subsections (a) and (b)) 
shall apply to civil money penalties under clause (i) in the same 
manner as they apply to a penalty or proceeding under section 
1128A(a). 

(r)(1) With respect to services described in section 
1861(s)(2)(K)(ii) (relating to nurse practitioner or clinical nurse spe-
cialist services), payment may be made on the basis of a claim or 
request for payment presented by the nurse practitioner or clinical 
nurse specialist furnishing such services, or by a hospital, critical 
access hospital, skilled nursing facility or nursing facility (as de-
fined in section 1919(a)), physician, group practice, or ambulatory 
surgical center with which the nurse practitioner or clinical nurse 
specialist has an employment or contractual relationship that pro-
vides for payment to be made under this part for such services to 
such hospital, physician, group practice, or ambulatory surgical 
center. 

(2) No hospital or critical access hospital that presents a claim 
or request for payment under this part for services described in 
section 1861(s)(2)(K)(ii) may treat any uncollected coinsurance 
amount imposed under this part with respect to such services as 
a bad debt of such hospital for purposes of this title. 

(s) The Secretary may not provide for payment under subsection 
(a)(1)(A) with respect to an organization unless the organization 
provides assurances satisfactory to the Secretary that the organiza-
tion meets the requirement of section 1866(f) (relating to maintain-
ing written policies and procedures respecting advance directives). 

(t) PROSPECTIVE PAYMENT SYSTEM FOR HOSPITAL OUTPATIENT 
DEPARTMENT SERVICES.— 

(1) AMOUNT OF PAYMENT.— 
(A) IN GENERAL.—With respect to covered OPD services 

(as defined in subparagraph (B)) furnished during a year 
beginning with 1999, the amount of payment under this 
part shall be determined under a prospective payment sys-
tem established by the Secretary in accordance with this 
subsection. 

(B) DEFINITION OF COVERED OPD SERVICES.—For pur-
poses of this subsection, the term ‘‘covered OPD serv-
ices’’— 

(i) means hospital outpatient services designated by 
the Secretary; 

(ii) subject to clause (iv), includes inpatient hospital 
services designated by the Secretary that are covered 
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under this part and furnished to a hospital inpatient 
who (I) is entitled to benefits under part A but has ex-
hausted benefits for inpatient hospital services during 
a spell of illness, or (II) is not so entitled; 

(iii) includes implantable items described in para-
graph (3), (6), or (8) of section 1861(s); but 

(iv) does not include any therapy services described 
in subsection (a)(8) or ambulance services, for which 
payment is made under a fee schedule described in 
section 1834(k) or section 1834(l) and does not include 
screening mammography (as defined in section 
1861(jj)), diagnostic mammography, or personalized 
prevention plan services (as defined in section 
1861(hhh)(1)). 

(2) SYSTEM REQUIREMENTS.—Under the payment system— 
(A) the Secretary shall develop a classification system 

for covered OPD services; 
(B) the Secretary may establish groups of covered OPD 

services, within the classification system described in sub-
paragraph (A), so that services classified within each 
group are comparable clinically and with respect to the use 
of resources and so that an implantable item is classified 
to the group that includes the service to which the item re-
lates; 

(C) the Secretary shall, using data on claims from 1996 
and using data from the most recent available cost reports, 
establish relative payment weights for covered OPD serv-
ices (and any groups of such services described in subpara-
graph (B)) based on median (or, at the election of the Sec-
retary, mean) hospital costs and shall determine projec-
tions of the frequency of utilization of each such service (or 
group of services) in 1999; 

(D) subject to paragraph (19), the Secretary shall deter-
mine a wage adjustment factor to adjust the portion of 
payment and coinsurance attributable to labor-related 
costs for relative differences in labor and labor-related 
costs across geographic regions in a budget neutral man-
ner; 

(E) the Secretary shall establish, in a budget neutral 
manner, outlier adjustments under paragraph (5) and 
transitional pass-through payments under paragraph (6) 
and other adjustments as determined to be necessary to 
ensure equitable payments, such as adjustments for cer-
tain classes of hospitals; 

(F) the Secretary shall develop a method for controlling 
unnecessary increases in the volume of covered OPD serv-
ices; 

(G) the Secretary shall create additional groups of cov-
ered OPD services that classify separately those proce-
dures that utilize contrast agents from those that do not; 
and 

(H) with respect to devices of brachytherapy consisting 
of a seed or seeds (or radioactive source), the Secretary 
shall create additional groups of covered OPD services that 
classify such devices separately from the other services (or 
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group of services) paid for under this subsection in a man-
ner reflecting the number, isotope, and radioactive inten-
sity of such devices furnished, including separate groups 
for palladium-103 and iodine-125 devices and for stranded 
and non-stranded devices furnished on or after July 1, 
2007. 

For purposes of subparagraph (B), items and services within a 
group shall not be treated as ‘‘comparable with respect to the 
use of resources’’ if the highest median cost (or mean cost, if 
elected by the Secretary under subparagraph (C)) for an item 
or service within the group is more than 2 times greater than 
the lowest median cost (or mean cost, if so elected) for an item 
or service within the group; except that the Secretary may 
make exceptions in unusual cases, such as low volume items 
and services, but may not make such an exception in the case 
of a drug or biological that has been designated as an orphan 
drug under section 526 of the Federal Food, Drug and Cos-
metic Act. 

(3) CALCULATION OF BASE AMOUNTS.— 
(A) AGGREGATE AMOUNTS THAT WOULD BE PAYABLE IF 

DEDUCTIBLES WERE DISREGARDED.—The Secretary shall es-
timate the sum of— 

(i) the total amounts that would be payable from the 
Trust Fund under this part for covered OPD services 
in 1999, determined without regard to this subsection, 
as though the deductible under section 1833(b) did not 
apply, and 

(ii) the total amounts of copayments estimated to be 
paid under this subsection by beneficiaries to hospitals 
for covered OPD services in 1999, as though the de-
ductible under section 1833(b) did not apply. 

(B) UNADJUSTED COPAYMENT AMOUNT.— 
(i) IN GENERAL.—For purposes of this subsection, 

subject to clause (ii), the ‘‘unadjusted copayment 
amount’’ applicable to a covered OPD service (or group 
of such services) is 20 percent of the national median 
of the charges for the service (or services within the 
group) furnished during 1996, updated to 1999 using 
the Secretary’s estimate of charge growth during the 
period. 

(ii) ADJUSTED TO BE 20 PERCENT WHEN FULLY 
PHASED IN.—If the pre-deductible payment percentage 
for a covered OPD service (or group of such services) 
furnished in a year would be equal to or exceed 80 
percent, then the unadjusted copayment amount shall 
be 20 percent of amount determined under subpara-
graph (D). 

(iii) RULES FOR NEW SERVICES.—The Secretary shall 
establish rules for establishment of an unadjusted co-
payment amount for a covered OPD service not fur-
nished during 1996, based upon its classification with-
in a group of such services. 

(C) CALCULATION OF CONVERSION FACTORS.— 
(i) FOR 1999.— 
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(I) IN GENERAL.—The Secretary shall establish a 
1999 conversion factor for determining the medi-
care OPD fee schedule amounts for each covered 
OPD service (or group of such services) furnished 
in 1999. Such conversion factor shall be estab-
lished on the basis of the weights and frequencies 
described in paragraph (2)(C) and in such a man-
ner that the sum for all services and groups of the 
products (described in subclause (II) for each such 
service or group) equals the total projected 
amount described in subparagraph (A). 

(II) PRODUCT DESCRIBED.—The Secretary shall 
determine for each service or group the product of 
the medicare OPD fee schedule amounts (taking 
into account appropriate adjustments described in 
paragraphs (2)(D) and (2)(E)) and the estimated 
frequencies for such service or group. 

(ii) SUBSEQUENT YEARS.—Subject to paragraph 
(8)(B), the Secretary shall establish a conversion factor 
for covered OPD services furnished in subsequent 
years in an amount equal to the conversion factor es-
tablished under this subparagraph and applicable to 
such services furnished in the previous year increased 
by the OPD fee schedule increase factor specified 
under clause (iv) for the year involved. 

(iii) ADJUSTMENT FOR SERVICE MIX CHANGES.—Inso-
far as the Secretary determines that the adjustments 
for service mix under paragraph (2) for a previous 
year (or estimates that such adjustments for a future 
year) did (or are likely to) result in a change in aggre-
gate payments under this subsection during the year 
that are a result of changes in the coding or classifica-
tion of covered OPD services that do not reflect real 
changes in service mix, the Secretary may adjust the 
conversion factor computed under this subparagraph 
for subsequent years so as to eliminate the effect of 
such coding or classification changes. 

(iv) OPD FEE SCHEDULE INCREASE FACTOR.—For pur-
poses of this subparagraph, subject to paragraph (17) 
and subparagraph (F) of this paragraph, the ‘‘OPD fee 
schedule increase factor’’ for services furnished in a 
year is equal to the market basket percentage increase 
applicable under section 1886(b)(3)(B)(iii) to hospital 
discharges occurring during the fiscal year ending in 
such year, reduced by 1 percentage point for such fac-
tor for services furnished in each of 2000 and 2002. In 
applying the previous sentence for years beginning 
with 2000, the Secretary may substitute for the mar-
ket basket percentage increase an annual percentage 
increase that is computed and applied with respect to 
covered OPD services furnished in a year in the same 
manner as the market basket percentage increase is 
determined and applied to inpatient hospital services 
for discharges occurring in a fiscal year. 
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(D) CALCULATION OF MEDICARE OPD FEE SCHEDULE 
AMOUNTS.—The Secretary shall compute a medicare OPD 
fee schedule amount for each covered OPD service (or 
group of such services) furnished in a year, in an amount 
equal to the product of— 

(i) the conversion factor computed under subpara-
graph (C) for the year, and 

(ii) the relative payment weight (determined under 
paragraph (2)(C)) for the service or group. 

(E) PRE-DEDUCTIBLE PAYMENT PERCENTAGE.—The pre-de-
ductible payment percentage for a covered OPD service (or 
group of such services) furnished in a year is equal to the 
ratio of— 

(i) the medicare OPD fee schedule amount estab-
lished under subparagraph (D) for the year, minus the 
unadjusted copayment amount determined under sub-
paragraph (B) for the service or group, to 

(ii) the medicare OPD fee schedule amount deter-
mined under subparagraph (D) for the year for such 
service or group. 

(F) PRODUCTIVITY AND OTHER ADJUSTMENT.—After deter-
mining the OPD fee schedule increase factor under sub-
paragraph (C)(iv), the Secretary shall reduce such increase 
factor— 

(i) for 2012 and subsequent years, by the produc-
tivity adjustment described in section 
1886(b)(3)(B)(xi)(II); and 

(ii) for each of 2010 through 2019, by the adjustment 
described in subparagraph (G). 

The application of this subparagraph may result in the in-
crease factor under subparagraph (C)(iv) being less than 
0.0 for a year, and may result in payment rates under the 
payment system under this subsection for a year being less 
than such payment rates for the preceding year. 

(G) OTHER ADJUSTMENT.—For purposes of subparagraph 
(F)(ii), the adjustment described in this subparagraph is— 

(i) for each of 2010 and 2011, 0.25 percentage point; 
(ii) for each of 2012 and 2013, 0.1 percentage point; 
(iii) for 2014, 0.3 percentage point; 
(iv) for each of 2015 and 2016, 0.2 percentage point; 

and 
(v) for each of 2017, 2018, and 2019, 0.75 percentage 

point. 
(4) MEDICARE PAYMENT AMOUNT.—The amount of payment 

made from the Trust Fund under this part for a covered OPD 
service (and such services classified within a group) furnished 
in a year is determined, subject to paragraph (7), as follows: 

(A) FEE SCHEDULE ADJUSTMENTS.—The medicare OPD 
fee schedule amount (computed under paragraph (3)(D)) 
for the service or group and year is adjusted for relative 
differences in the cost of labor and other factors deter-
mined by the Secretary, as computed under paragraphs 
(2)(D) and (2)(E). 

(B) SUBTRACT APPLICABLE DEDUCTIBLE.—Reduce the ad-
justed amount determined under subparagraph (A) by the 
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amount of the deductible under section 1833(b), to the ex-
tent applicable. 

(C) APPLY PAYMENT PROPORTION TO REMAINDER.—The 
amount of payment is the amount so determined under 
subparagraph (B) multiplied by the pre-deductible pay-
ment percentage (as determined under paragraph (3)(E)) 
for the service or group and year involved, plus the 
amount of any reduction in the copayment amount attrib-
utable to paragraph (8)(C). 

(5) OUTLIER ADJUSTMENT.— 
(A) IN GENERAL.—Subject to subparagraph (D), the Sec-

retary shall provide for an additional payment for each 
covered OPD service (or group of services) for which a hos-
pital’s charges, adjusted to cost, exceed— 

(i) a fixed multiple of the sum of— 
(I) the applicable medicare OPD fee schedule 

amount determined under paragraph (3)(D), as 
adjusted under paragraph (4)(A) (other than for 
adjustments under this paragraph or paragraph 
(6)); and 

(II) any transitional pass-through payment 
under paragraph (6); and 

(ii) at the option of the Secretary, such fixed dollar 
amount as the Secretary may establish. 

(B) AMOUNT OF ADJUSTMENT.—The amount of the addi-
tional payment under subparagraph (A) shall be deter-
mined by the Secretary and shall approximate the mar-
ginal cost of care beyond the applicable cutoff point under 
such subparagraph. 

(C) LIMIT ON AGGREGATE OUTLIER ADJUSTMENTS.— 
(i) IN GENERAL.—The total of the additional pay-

ments made under this paragraph for covered OPD 
services furnished in a year (as estimated by the Sec-
retary before the beginning of the year) may not ex-
ceed the applicable percentage (specified in clause (ii)) 
of the total program payments estimated to be made 
under this subsection for all covered OPD services fur-
nished in that year. If this paragraph is first applied 
to less than a full year, the previous sentence shall 
apply only to the portion of such year. 

(ii) APPLICABLE PERCENTAGE.—For purposes of 
clause (i), the term ‘‘applicable percentage’’ means a 
percentage specified by the Secretary up to (but not to 
exceed)— 

(I) for a year (or portion of a year) before 2004, 
2.5 percent; and 

(II) for 2004 and thereafter, 3.0 percent. 
(D) TRANSITIONAL AUTHORITY.—In applying subpara-

graph (A) for covered OPD services furnished before Janu-
ary 1, 2002, the Secretary may— 

(i) apply such subparagraph to a bill for such serv-
ices related to an outpatient encounter (rather than 
for a specific service or group of services) using OPD 
fee schedule amounts and transitional pass-through 
payments covered under the bill; and 
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(ii) use an appropriate cost-to-charge ratio for the 
hospital involved (as determined by the Secretary), 
rather than for specific departments within the hos-
pital. 

(E) EXCLUSION OF SEPARATE DRUG AND BIOLOGICAL APCS 
FROM OUTLIER PAYMENTS.—No additional payment shall be 
made under subparagraph (A) in the case of ambulatory 
payment classification groups established separately for 
drugs or biologicals. 

(6) TRANSITIONAL PASS-THROUGH FOR ADDITIONAL COSTS OF 
INNOVATIVE MEDICAL DEVICES, DRUGS, AND BIOLOGICALS.— 

(A) IN GENERAL.—The Secretary shall provide for an ad-
ditional payment under this paragraph for any of the fol-
lowing that are provided as part of a covered OPD service 
(or group of services): 

(i) CURRENT ORPHAN DRUGS.—A drug or biological 
that is used for a rare disease or condition with re-
spect to which the drug or biological has been des-
ignated as an orphan drug under section 526 of the 
Federal Food, Drug and Cosmetic Act if payment for 
the drug or biological as an outpatient hospital service 
under this part was being made on the first date that 
the system under this subsection is implemented. 

(ii) CURRENT CANCER THERAPY DRUGS AND 
BIOLOGICALS AND BRACHYTHERAPY.—A drug or biologi-
cal that is used in cancer therapy, including (but not 
limited to) a chemotherapeutic agent, an antiemetic, a 
hematopoietic growth factor, a colony stimulating fac-
tor, a biological response modifier, a bisphosphonate, 
and a device of brachytherapy or temperature mon-
itored cryoablation, if payment for such drug, biologi-
cal, or device as an outpatient hospital service under 
this part was being made on such first date. 

(iii) CURRENT RADIOPHARMACEUTICAL DRUGS AND BI-
OLOGICAL PRODUCTS.—A radiopharmaceutical drug or 
biological product used in diagnostic, monitoring, and 
therapeutic nuclear medicine procedures if payment 
for the drug or biological as an outpatient hospital 
service under this part was being made on such first 
date. 

(iv) NEW MEDICAL DEVICES, DRUGS, AND 
BIOLOGICALS.—A medical device, drug, or biological not 
described in clause (i), (ii), or (iii) if— 

(I) payment for the device, drug, or biological as 
an outpatient hospital service under this part was 
not being made as of December 31, 1996; and 

(II) the cost of the drug or biological or the aver-
age cost of the category of devices is not insignifi-
cant in relation to the OPD fee schedule amount 
(as calculated under paragraph (3)(D)) payable for 
the service (or group of services) involved. 

(B) USE OF CATEGORIES IN DETERMINING ELIGIBILITY OF 
A DEVICE FOR PASS-THROUGH PAYMENTS.—The following 
provisions apply for purposes of determining whether a 
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medical device qualifies for additional payments under 
clause (ii) or (iv) of subparagraph (A): 

(i) ESTABLISHMENT OF INITIAL CATEGORIES.— 
(I) IN GENERAL.—The Secretary shall initially 

establish under this clause categories of medical 
devices based on type of device by April 1, 2001. 
Such categories shall be established in a manner 
such that each medical device that meets the re-
quirements of clause (ii) or (iv) of subparagraph 
(A) as of January 1, 2001, is included in such a 
category and no such device is included in more 
than one category. For purposes of the preceding 
sentence, whether a medical device meets such re-
quirements as of such date shall be determined on 
the basis of the program memoranda issued before 
such date. 

(II) AUTHORIZATION OF IMPLEMENTATION OTHER 
THAN THROUGH REGULATIONS.—The categories 
may be established under this clause by program 
memorandum or otherwise, after consultation 
with groups representing hospitals, manufacturers 
of medical devices, and other affected parties. 

(ii) ESTABLISHING CRITERIA FOR ADDITIONAL CAT-
EGORIES.— 

(I) IN GENERAL.—The Secretary shall establish 
criteria that will be used for creation of additional 
categories (other than those established under 
clause (i)) through rulemaking (which may include 
use of an interim final rule with comment period). 

(II) STANDARD.—Such categories shall be estab-
lished under this clause in a manner such that no 
medical device is described by more than one cat-
egory. Such criteria shall include a test of whether 
the average cost of devices that would be included 
in a category and are in use at the time the cat-
egory is established is not insignificant, as de-
scribed in subparagraph (A)(iv)(II). 

(III) DEADLINE.—Criteria shall first be estab-
lished under this clause by July 1, 2001. The Sec-
retary may establish in compelling circumstances 
categories under this clause before the date such 
criteria are established. 

(IV) ADDING CATEGORIES.—The Secretary shall 
promptly establish a new category of medical de-
vices under this clause for any medical device that 
meets the requirements of subparagraph (A)(iv) 
and for which none of the categories in effect (or 
that were previously in effect) is appropriate. 

(iii) PERIOD FOR WHICH CATEGORY IS IN EFFECT.—A 
category of medical devices established under clause 
(i) or (ii) shall be in effect for a period of at least 2 
years, but not more than 3 years, that begins— 

(I) in the case of a category established under 
clause (i), on the first date on which payment was 
made under this paragraph for any device de-
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scribed by such category (including payments 
made during the period before April 1, 2001); and 

(II) in the case of any other category, on the 
first date on which payment is made under this 
paragraph for any medical device that is described 
by such category. 

(iv) REQUIREMENTS TREATED AS MET.—A medical de-
vice shall be treated as meeting the requirements of 
subparagraph (A)(iv), regardless of whether the device 
meets the requirement of subclause (I) of such sub-
paragraph, if— 

(I) the device is described by a category estab-
lished and in effect under clause (i); or 

(II) the device is described by a category estab-
lished and in effect under clause (ii) and an appli-
cation under section 515 of the Federal Food, 
Drug, and Cosmetic Act has been approved with 
respect to the device, or the device has been 
cleared for market under section 510(k) of such 
Act, or the device is exempt from the require-
ments of section 510(k) of such Act pursuant to 
subsection (l) or (m) of section 510 of such Act or 
section 520(g) of such Act. 

Nothing in this clause shall be construed as requiring 
an application or prior approval (other than that de-
scribed in subclause (II)) in order for a covered device 
described by a category to qualify for payment under 
this paragraph. 

(C) LIMITED PERIOD OF PAYMENT.— 
(i) DRUGS AND BIOLOGICALS.—The payment under 

this paragraph with respect to a drug or biological 
shall only apply during a period of at least 2 years, 
but not more than 3 years, that begins— 

(I) on the first date this subsection is imple-
mented in the case of a drug or biological de-
scribed in clause (i), (ii), or (iii) of subparagraph 
(A) and in the case of a drug or biological de-
scribed in subparagraph (A)(iv) and for which pay-
ment under this part is made as an outpatient 
hospital service before such first date; or 

(II) in the case of a drug or biological described 
in subparagraph (A)(iv) not described in subclause 
(I), on the first date on which payment is made 
under this part for the drug or biological as an 
outpatient hospital service. 

(ii) MEDICAL DEVICES.—Payment shall be made 
under this paragraph with respect to a medical device 
only if such device— 

(I) is described by a category of medical devices 
established and in effect under subparagraph (B); 
and 

(II) is provided as part of a service (or group of 
services) paid for under this subsection and pro-
vided during the period for which such category is 
in effect under such subparagraph. 
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(D) AMOUNT OF ADDITIONAL PAYMENT.—Subject to sub-
paragraph (E)(iii), the amount of the payment under this 
paragraph with respect to a device, drug, or biological pro-
vided as part of a covered OPD service is— 

(i) in the case of a drug or biological, the amount by 
which the amount determined under section 1842(o) 
(or if the drug or biological is covered under a competi-
tive acquisition contract under section 1847B, an 
amount determined by the Secretary equal to the av-
erage price for the drug or biological for all competi-
tive acquisition areas and year established under such 
section as calculated and adjusted by the Secretary for 
purposes of this paragraph) for the drug or biological 
exceeds the portion of the otherwise applicable medi-
care OPD fee schedule that the Secretary determines 
is associated with the drug or biological; or 

(ii) in the case of a medical device, the amount by 
which the hospital’s charges for the device, adjusted to 
cost, exceeds the portion of the otherwise applicable 
medicare OPD fee schedule that the Secretary deter-
mines is associated with the device. 

(E) LIMIT ON AGGREGATE ANNUAL ADJUSTMENT.— 
(i) IN GENERAL.—The total of the additional pay-

ments made under this paragraph for covered OPD 
services furnished in a year (as estimated by the Sec-
retary before the beginning of the year) may not ex-
ceed the applicable percentage (specified in clause (ii)) 
of the total program payments estimated to be made 
under this subsection for all covered OPD services fur-
nished in that year. If this paragraph is first applied 
to less than a full year, the previous sentence shall 
apply only to the portion of such year. 

(ii) APPLICABLE PERCENTAGE.—For purposes of 
clause (i), the term ‘‘applicable percentage’’ means— 

(I) for a year (or portion of a year) before 2004, 
2.5 percent; and 

(II) for 2004 and thereafter, a percentage speci-
fied by the Secretary up to (but not to exceed) 2.0 
percent. 

(iii) UNIFORM PROSPECTIVE REDUCTION IF AGGREGATE 
LIMIT PROJECTED TO BE EXCEEDED.—If the Secretary 
estimates before the beginning of a year that the 
amount of the additional payments under this para-
graph for the year (or portion thereof) as determined 
under clause (i) without regard to this clause will ex-
ceed the limit established under such clause, the Sec-
retary shall reduce pro rata the amount of each of the 
additional payments under this paragraph for that 
year (or portion thereof) in order to ensure that the 
aggregate additional payments under this paragraph 
(as so estimated) do not exceed such limit. 

(F) LIMITATION OF APPLICATION OF FUNCTIONAL EQUIVA-
LENCE STANDARD.— 
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(i) IN GENERAL.—The Secretary may not publish reg-
ulations that apply a functional equivalence standard 
to a drug or biological under this paragraph. 

(ii) APPLICATION.—Clause (i) shall apply to the ap-
plication of a functional equivalence standard to a 
drug or biological on or after the date of enactment of 
the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 unless— 

(I) such application was being made to such 
drug or biological prior to such date of enactment; 
and 

(II) the Secretary applies such standard to such 
drug or biological only for the purpose of deter-
mining eligibility of such drug or biological for ad-
ditional payments under this paragraph and not 
for the purpose of any other payments under this 
title. 

(iii) RULE OF CONSTRUCTION.—Nothing in this sub-
paragraph shall be construed to effect the Secretary’s 
authority to deem a particular drug to be identical to 
another drug if the 2 products are pharmaceutically 
equivalent and bioequivalent, as determined by the 
Commissioner of Food and Drugs. 

(7) TRANSITIONAL ADJUSTMENT TO LIMIT DECLINE IN PAY-
MENT.— 

(A) BEFORE 2002.—Subject to subparagraph (D), for cov-
ered OPD services furnished before January 1, 2002, for 
which the PPS amount (as defined in subparagraph (E)) 
is— 

(i) at least 90 percent, but less than 100 percent, of 
the pre-BBA amount (as defined in subparagraph (F)), 
the amount of payment under this subsection shall be 
increased by 80 percent of the amount of such dif-
ference; 

(ii) at least 80 percent, but less than 90 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by the amount by 
which (I) the product of 0.71 and the pre-BBA amount, 
exceeds (II) the product of 0.70 and the PPS amount; 

(iii) at least 70 percent, but less than 80 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by the amount by 
which (I) the product of 0.63 and the pre-BBA amount, 
exceeds (II) the product of 0.60 and the PPS amount; 
or 

(iv) less than 70 percent of the pre-BBA amount, the 
amount of payment under this subsection shall be in-
creased by 21 percent of the pre-BBA amount. 

(B) 2002.—Subject to subparagraph (D), for covered OPD 
services furnished during 2002, for which the PPS amount 
is— 

(i) at least 90 percent, but less than 100 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by 70 percent of the 
amount of such difference; 
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(ii) at least 80 percent, but less than 90 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by the amount by 
which (I) the product of 0.61 and the pre-BBA amount, 
exceeds (II) the product of 0.60 and the PPS amount; 
or 

(iii) less than 80 percent of the pre-BBA amount, the 
amount of payment under this subsection shall be in-
creased by 13 percent of the pre-BBA amount. 

(C) 2003.—Subject to subparagraph (D), for covered OPD 
services furnished during 2003, for which the PPS amount 
is— 

(i) at least 90 percent, but less than 100 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by 60 percent of the 
amount of such difference; or 

(ii) less than 90 percent of the pre-BBA amount, the 
amount of payment under this subsection shall be in-
creased by 6 percent of the pre-BBA amount. 

(D) HOLD HARMLESS PROVISIONS.— 
(i) TEMPORARY TREATMENT FOR CERTAIN RURAL HOS-

PITALS.—(I) In the case of a hospital located in a rural 
area and that has not more than 100 beds or a sole 
community hospital (as defined in section 
1886(d)(5)(D)(iii)) located in a rural area, for covered 
OPD services furnished before January 1, 2006, for 
which the PPS amount is less than the pre-BBA 
amount, the amount of payment under this subsection 
shall be increased by the amount of such difference. 

(II) In the case of a hospital located in a rural area 
and that has not more than 100 beds and that is not 
a sole community hospital (as defined in section 
1886(d)(5)(D)(iii)), for covered OPD services furnished 
on or after January 1, 2006, and before January 1, 
2013, for which the PPS amount is less than the pre- 
BBA amount, the amount of payment under this sub-
section shall be increased by the applicable percentage 
of the amount of such difference. For purposes of the 
preceding sentence, the applicable percentage shall be 
95 percent with respect to covered OPD services fur-
nished in 2006, 90 percent with respect to such serv-
ices furnished in 2007, and 85 percent with respect to 
such services furnished in 2008, 2009, 2010, 2011, or 
2012. 

(III) In the case of a sole community hospital (as de-
fined in section 1886(d)(5)(D)(iii)) that has not more 
than 100 beds, for covered OPD services furnished on 
or after January 1, 2009, and before January 1, 2013, 
for which the PPS amount is less than the pre-BBA 
amount, the amount of payment under this subsection 
shall be increased by 85 percent of the amount of such 
difference. In the case of covered OPD services fur-
nished on or after January 1, 2010, and before March 
1, 2012, the preceding sentence shall be applied with-
out regard to the 100-bed limitation. 
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(ii) PERMANENT TREATMENT FOR CANCER HOSPITALS 
AND CHILDREN’S HOSPITALS.—In the case of a hospital 
described in clause (iii) or (v) of section 1886(d)(1)(B), 
for covered OPD services for which the PPS amount is 
less than the pre-BBA amount, the amount of pay-
ment under this subsection shall be increased by the 
amount of such difference. 

(E) PPS AMOUNT DEFINED.—In this paragraph, the term 
‘‘PPS amount’’ means, with respect to covered OPD serv-
ices, the amount payable under this title for such services 
(determined without regard to this paragraph), including 
amounts payable as copayment under paragraph (8), coin-
surance under section 1866(a)(2)(A)(ii), and the deductible 
under section 1833(b). 

(F) PRE-BBA AMOUNT DEFINED.— 
(i) IN GENERAL.—In this paragraph, the ‘‘pre-BBA 

amount’’ means, with respect to covered OPD services 
furnished by a hospital in a year, an amount equal to 
the product of the reasonable cost of the hospital for 
such services for the portions of the hospital’s cost re-
porting period (or periods) occurring in the year and 
the base OPD payment-to-cost ratio for the hospital 
(as defined in clause (ii)). 

(ii) BASE PAYMENT-TO-COST-RATIO DEFINED.—For 
purposes of this subparagraph, the ‘‘base payment-to- 
cost ratio’’ for a hospital means the ratio of— 

(I) the hospital’s reimbursement under this part 
for covered OPD services furnished during the 
cost reporting period ending in 1996 (or in the 
case of a hospital that did not submit a cost report 
for such period, during the first subsequent cost 
reporting period ending before 2001 for which the 
hospital submitted a cost report), including any 
reimbursement for such services through cost- 
sharing described in subparagraph (E), to 

(II) the reasonable cost of such services for such 
period. 

The Secretary shall determine such ratios as if the 
amendments made by section 4521 of the Balanced 
Budget Act of 1997 were in effect in 1996. 

(G) INTERIM PAYMENTS.—The Secretary shall make pay-
ments under this paragraph to hospitals on an interim 
basis, subject to retrospective adjustments based on settled 
cost reports. 

(H) NO EFFECT ON COPAYMENTS.—Nothing in this para-
graph shall be construed to affect the unadjusted copay-
ment amount described in paragraph (3)(B) or the copay-
ment amount under paragraph (8). 

(I) APPLICATION WITHOUT REGARD TO BUDGET NEU-
TRALITY.—The additional payments made under this para-
graph— 

(i) shall not be considered an adjustment under 
paragraph (2)(E); and 

(ii) shall not be implemented in a budget neutral 
manner. 
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(8) COPAYMENT AMOUNT.— 
(A) IN GENERAL.—Except as provided in subparagraphs 

(B) and (C), the copayment amount under this subsection 
is the amount by which the amount described in para-
graph (4)(B) exceeds the amount of payment determined 
under paragraph (4)(C). 

(B) ELECTION TO OFFER REDUCED COPAYMENT AMOUNT.— 
The Secretary shall establish a procedure under which a 
hospital, before the beginning of a year (beginning with 
1999), may elect to reduce the copayment amount other-
wise established under subparagraph (A) for some or all 
covered OPD services to an amount that is not less than 
20 percent of the medicare OPD fee schedule amount (com-
puted under paragraph (3)(D)) for the service involved. 
Under such procedures, such reduced copayment amount 
may not be further reduced or increased during the year 
involved and the hospital may disseminate information on 
the reduction of copayment amount effected under this 
subparagraph. 

(C) LIMITATION ON COPAYMENT AMOUNT.— 
(i) TO INPATIENT HOSPITAL DEDUCTIBLE AMOUNT.—In 

no case shall the copayment amount for a procedure 
performed in a year exceed the amount of the inpa-
tient hospital deductible established under section 
1813(b) for that year. 

(ii) TO SPECIFIED PERCENTAGE.—The Secretary shall 
reduce the national unadjusted copayment amount for 
a covered OPD service (or group of such services) fur-
nished in a year in a manner so that the effective co-
payment rate (determined on a national unadjusted 
basis) for that service in the year does not exceed the 
following percentage: 

(I) For procedures performed in 2001, on or 
after April 1, 2001, 57 percent. 

(II) For procedures performed in 2002 or 2003, 
55 percent. 

(III) For procedures performed in 2004, 50 per-
cent. 

(IV) For procedures performed in 2005, 45 per-
cent. 

(V) For procedures performed in 2006 and there-
after, 40 percent. 

(D) NO IMPACT ON DEDUCTIBLES.—Nothing in this para-
graph shall be construed as affecting a hospital’s authority 
to waive the charging of a deductible under section 
1833(b). 

(E) COMPUTATION IGNORING OUTLIER AND PASS-THROUGH 
ADJUSTMENTS.—The copayment amount shall be computed 
under subparagraph (A) as if the adjustments under para-
graphs (5) and (6) (and any adjustment made under para-
graph (2)(E) in relation to such adjustments) had not oc-
curred. 

(9) PERIODIC REVIEW AND ADJUSTMENTS COMPONENTS OF PRO-
SPECTIVE PAYMENT SYSTEM.— 
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(A) PERIODIC REVIEW.—The Secretary shall review not 
less often than annually and revise the groups, the relative 
payment weights, and the wage and other adjustments de-
scribed in paragraph (2) to take into account changes in 
medical practice, changes in technology, the addition of 
new services, new cost data, and other relevant informa-
tion and factors. The Secretary shall consult with an ex-
pert outside advisory panel composed of an appropriate se-
lection of representatives of providers to review (and ad-
vise the Secretary concerning) the clinical integrity of the 
groups and weights. Such panel may use data collected or 
developed by entities and organizations (other than the 
Department of Health and Human Services) in conducting 
such review. 

(B) BUDGET NEUTRALITY ADJUSTMENT.—If the Secretary 
makes adjustments under subparagraph (A), then the ad-
justments for a year may not cause the estimated amount 
of expenditures under this part for the year to increase or 
decrease from the estimated amount of expenditures under 
this part that would have been made if the adjustments 
had not been made. In determining adjustments under the 
preceding sentence for 2004 and 2005, the Secretary shall 
not take into account under this subparagraph or para-
graph (2)(E) any expenditures that would not have been 
made but for the application of paragraph (14). 

(C) UPDATE FACTOR.—If the Secretary determines under 
methodologies described in paragraph (2)(F) that the vol-
ume of services paid for under this subsection increased 
beyond amounts established through those methodologies, 
the Secretary may appropriately adjust the update to the 
conversion factor otherwise applicable in a subsequent 
year. 

(10) SPECIAL RULE FOR AMBULANCE SERVICES.—The Secretary 
shall pay for hospital outpatient services that are ambulance 
services on the basis described in section 1861(v)(1)(U), or, if 
applicable, the fee schedule established under section 1834(l). 

(11) SPECIAL RULES FOR CERTAIN HOSPITALS.—In the case of 
hospitals described in clause (iii) or (v) of section 
1886(d)(1)(B)— 

(A) the system under this subsection shall not apply to 
covered OPD services furnished before January 1, 2000; 
and 

(B) the Secretary may establish a separate conversion 
factor for such services in a manner that specifically takes 
into account the unique costs incurred by such hospitals by 
virtue of their patient population and service intensity. 

(12) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or otherwise 
of— 

(A) the development of the classification system under 
paragraph (2), including the establishment of groups and 
relative payment weights for covered OPD services, of 
wage adjustment factors, other adjustments, and methods 
described in paragraph (2)(F); 

(B) the calculation of base amounts under paragraph (3); 
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(C) periodic adjustments made under paragraph (6); 
(D) the establishment of a separate conversion factor 

under paragraph (8)(B); and 
(E) the determination of the fixed multiple, or a fixed 

dollar cutoff amount, the marginal cost of care, or applica-
ble percentage under paragraph (5) or the determination of 
insignificance of cost, the duration of the additional pay-
ments, the determination and deletion of initial and new 
categories (consistent with subparagraphs (B) and (C) of 
paragraph (6)), the portion of the medicare OPD fee sched-
ule amount associated with particular devices, drugs, or 
biologicals, and the application of any pro rata reduction 
under paragraph (6). 

(13) AUTHORIZATION OF ADJUSTMENT FOR RURAL HOS-
PITALS.— 

(A) STUDY.—The Secretary shall conduct a study to de-
termine if, under the system under this subsection, costs 
incurred by hospitals located in rural areas by ambulatory 
payment classification groups (APCs) exceed those costs in-
curred by hospitals located in urban areas. 

(B) AUTHORIZATION OF ADJUSTMENT.—Insofar as the Sec-
retary determines under subparagraph (A) that costs in-
curred by hospitals located in rural areas exceed those 
costs incurred by hospitals located in urban areas, the Sec-
retary shall provide for an appropriate adjustment under 
paragraph (2)(E) to reflect those higher costs by January 
1, 2006. 

(14) DRUG APC PAYMENT RATES.— 
(A) IN GENERAL.—The amount of payment under this 

subsection for a specified covered outpatient drug (defined 
in subparagraph (B)) that is furnished as part of a covered 
OPD service (or group of services)— 

(i) in 2004, in the case of— 
(I) a sole source drug shall in no case be less 

than 88 percent, or exceed 95 percent, of the ref-
erence average wholesale price for the drug; 

(II) an innovator multiple source drug shall in 
no case exceed 68 percent of the reference average 
wholesale price for the drug; or 

(III) a noninnovator multiple source drug shall 
in no case exceed 46 percent of the reference aver-
age wholesale price for the drug; 

(ii) in 2005, in the case of— 
(I) a sole source drug shall in no case be less 

than 83 percent, or exceed 95 percent, of the ref-
erence average wholesale price for the drug; 

(II) an innovator multiple source drug shall in 
no case exceed 68 percent of the reference average 
wholesale price for the drug; or 

(III) a noninnovator multiple source drug shall 
in no case exceed 46 percent of the reference aver-
age wholesale price for the drug; or 

(iii) in a subsequent year, shall be equal, subject to 
subparagraph (E)— 
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(I) to the average acquisition cost for the drug 
for that year (which, at the option of the Sec-
retary, may vary by hospital group (as defined by 
the Secretary based on volume of covered OPD 
services or other relevant characteristics)), as de-
termined by the Secretary taking into account the 
hospital acquisition cost survey data under sub-
paragraph (D); or 

(II) if hospital acquisition cost data are not 
available, the average price for the drug in the 
year established under section 1842(o), section 
1847A, or section 1847B, as the case may be, as 
calculated and adjusted by the Secretary as nec-
essary for purposes of this paragraph. 

(B) SPECIFIED COVERED OUTPATIENT DRUG DEFINED.— 
(i) IN GENERAL.—In this paragraph, the term ‘‘speci-

fied covered outpatient drug’’ means, subject to clause 
(ii), a covered outpatient drug (as defined in section 
1927(k)(2)) for which a separate ambulatory payment 
classification group (APC) has been established and 
that is— 

(I) a radiopharmaceutical; or 
(II) a drug or biological for which payment was 

made under paragraph (6) (relating to pass- 
through payments) on or before December 31, 
2002. 

(ii) EXCEPTION.—Such term does not include— 
(I) a drug or biological for which payment is 

first made on or after January 1, 2003, under 
paragraph (6); 

(II) a drug or biological for which a temporary 
HCPCS code has not been assigned; or 

(III) during 2004 and 2005, an orphan drug (as 
designated by the Secretary). 

(C) PAYMENT FOR DESIGNATED ORPHAN DRUGS DURING 
2004 AND 2005.—The amount of payment under this sub-
section for an orphan drug designated by the Secretary 
under subparagraph (B)(ii)(III) that is furnished as part of 
a covered OPD service (or group of services) during 2004 
and 2005 shall equal such amount as the Secretary may 
specify. 

(D) ACQUISITION COST SURVEY FOR HOSPITAL OUTPATIENT 
DRUGS.— 

(i) ANNUAL GAO SURVEYS IN 2004 AND 2005.— 
(I) IN GENERAL.—The Comptroller General of 

the United States shall conduct a survey in each 
of 2004 and 2005 to determine the hospital acqui-
sition cost for each specified covered outpatient 
drug. Not later than April 1, 2005, the Comp-
troller General shall furnish data from such sur-
veys to the Secretary for use in setting the pay-
ment rates under subparagraph (A) for 2006. 

(II) RECOMMENDATIONS.—Upon the completion 
of such surveys, the Comptroller General shall 
recommend to the Secretary the frequency and 
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methodology of subsequent surveys to be con-
ducted by the Secretary under clause (ii). 

(ii) SUBSEQUENT SECRETARIAL SURVEYS.—The Sec-
retary, taking into account such recommendations, 
shall conduct periodic subsequent surveys to deter-
mine the hospital acquisition cost for each specified 
covered outpatient drug for use in setting the payment 
rates under subparagraph (A). 

(iii) SURVEY REQUIREMENTS.—The surveys conducted 
under clauses (i) and (ii) shall have a large sample of 
hospitals that is sufficient to generate a statistically 
significant estimate of the average hospital acquisition 
cost for each specified covered outpatient drug. With 
respect to the surveys conducted under clause (i), the 
Comptroller General shall report to Congress on the 
justification for the size of the sample used in order to 
assure the validity of such estimates. 

(iv) DIFFERENTIATION IN COST.—In conducting sur-
veys under clause (i), the Comptroller General shall 
determine and report to Congress if there is (and the 
extent of any) variation in hospital acquisition costs 
for drugs among hospitals based on the volume of cov-
ered OPD services performed by such hospitals or 
other relevant characteristics of such hospitals (as de-
fined by the Comptroller General). 

(v) COMMENT ON PROPOSED RATES.—Not later than 
30 days after the date the Secretary promulgated pro-
posed rules setting forth the payment rates under sub-
paragraph (A) for 2006, the Comptroller General shall 
evaluate such proposed rates and submit to Congress 
a report regarding the appropriateness of such rates 
based on the surveys the Comptroller General has con-
ducted under clause (i). 

(E) ADJUSTMENT IN PAYMENT RATES FOR OVERHEAD 
COSTS.— 

(i) MEDPAC REPORT ON DRUG APC DESIGN.—The 
Medicare Payment Advisory Commission shall submit 
to the Secretary, not later than July 1, 2005, a report 
on adjustment of payment for ambulatory payment 
classifications for specified covered outpatient drugs to 
take into account overhead and related expenses, such 
as pharmacy services and handling costs. Such report 
shall include— 

(I) a description and analysis of the data avail-
able with regard to such expenses; 

(II) a recommendation as to whether such a 
payment adjustment should be made; and 

(III) if such adjustment should be made, a rec-
ommendation regarding the methodology for mak-
ing such an adjustment. 

(ii) ADJUSTMENT AUTHORIZED.—The Secretary may 
adjust the weights for ambulatory payment classifica-
tions for specified covered outpatient drugs to take 
into account the recommendations contained in the re-
port submitted under clause (i). 
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(F) CLASSES OF DRUGS.—For purposes of this paragraph: 
(i) SOLE SOURCE DRUGS.—The term ‘‘sole source 

drug’’ means— 
(I) a biological product (as defined under section 

1861(t)(1)); or 
(II) a single source drug (as defined in section 

1927(k)(7)(A)(iv)). 
(ii) INNOVATOR MULTIPLE SOURCE DRUGS.—The term 

‘‘innovator multiple source drug’’ has the meaning 
given such term in section 1927(k)(7)(A)(ii). 

(iii) NONINNOVATOR MULTIPLE SOURCE DRUGS.—The 
term ‘‘noninnovator multiple source drug’’ has the 
meaning given such term in section 1927(k)(7)(A)(iii). 

(G) REFERENCE AVERAGE WHOLESALE PRICE.—The term 
‘‘reference average wholesale price’’ means, with respect to 
a specified covered outpatient drug, the average wholesale 
price for the drug as determined under section 1842(o) as 
of May 1, 2003. 

(H) INAPPLICABILITY OF EXPENDITURES IN DETERMINING 
CONVERSION, WEIGHTING, AND OTHER ADJUSTMENT FAC-
TORS.—Additional expenditures resulting from this para-
graph shall not be taken into account in establishing the 
conversion, weighting, and other adjustment factors for 
2004 and 2005 under paragraph (9), but shall be taken 
into account for subsequent years. 

(15) PAYMENT FOR NEW DRUGS AND BIOLOGICALS UNTIL HCPCS 
CODE ASSIGNED.—With respect to payment under this part for 
an outpatient drug or biological that is covered under this part 
and is furnished as part of covered OPD services for which a 
HCPCS code has not been assigned, the amount provided for 
payment for such drug or biological under this part shall be 
equal to 95 percent of the average wholesale price for the drug 
or biological. 

(16) MISCELLANEOUS PROVISIONS.— 
(A) APPLICATION OF RECLASSIFICATION OF CERTAIN HOS-

PITALS.—If a hospital is being treated as being located in 
a rural area under section 1886(d)(8)(E), that hospital 
shall be treated under this subsection as being located in 
that rural area. 

(B) THRESHOLD FOR ESTABLISHMENT OF SEPARATE APCS 
FOR DRUGS.—The Secretary shall reduce the threshold for 
the establishment of separate ambulatory payment classi-
fication groups (APCs) with respect to drugs or biologicals 
to $50 per administration for drugs and biologicals fur-
nished in 2005 and 2006. 

(C) PAYMENT FOR DEVICES OF BRACHYTHERAPY AND 
THERAPEUTIC RADIOPHARMACEUTICALS AT CHARGES AD-
JUSTED TO COST.—Notwithstanding the preceding provi-
sions of this subsection, for a device of brachytherapy con-
sisting of a seed or seeds (or radioactive source) furnished 
on or after January 1, 2004, and before January 1, 2010, 
and for therapeutic radiopharmaceuticals furnished on or 
after January 1, 2008, and before January 1, 2010, the 
payment basis for the device or therapeutic radiopharma-
ceutical under this subsection shall be equal to the hos-
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pital’s charges for each device or therapeutic radiopharma-
ceutical furnished, adjusted to cost. Charges for such de-
vices or therapeutic radiopharmaceuticals shall not be in-
cluded in determining any outlier payment under this sub-
section. 

(D) SPECIAL PAYMENT RULE.— 
(i) IN GENERAL.—In the case of covered OPD services 

furnished on or after April 1, 2013, in a hospital de-
scribed in clause (ii), if— 

(I) the payment rate that would otherwise apply 
under this subsection for stereotactic 
radiosurgery, complete course of treatment of cra-
nial lesion(s) consisting of 1 session that is multi- 
source Cobalt 60 based (identified as of January 1, 
2013, by HCPCS code 77371 (and any succeeding 
code) and reimbursed as of such date under APC 
0127 (and any succeeding classification group)); 
exceeds 

(II) the payment rate that would otherwise 
apply under this subsection for linear accelerator 
based stereotactic radiosurgery, complete course of 
therapy in one session (identified as of January 1, 
2013, by HCPCS code G0173 (and any succeeding 
code) and reimbursed as of such date under APC 
0067 (and any succeeding classification group)), 

the payment rate for the service described in sub-
clause (I) shall be reduced to an amount equal to the 
payment rate for the service described in subclause 
(II). 

(ii) HOSPITAL DESCRIBED.—A hospital described in 
this clause is a hospital that is not— 

(I) located in a rural area (as defined in section 
1886(d)(2)(D)); 

(II) classified as a rural referral center under 
section 1886(d)(5)(C); or 

(III) a sole community hospital (as defined in 
section 1886(d)(5)(D)(iii)). 

(iii) NOT BUDGET NEUTRAL.—In making any budget 
neutrality adjustments under this subsection for 2013 
(with respect to covered OPD services furnished on or 
after April 1, 2013, and before January 1, 2014) or a 
subsequent year, the Secretary shall not take into ac-
count the reduced expenditures that result from the 
application of this subparagraph. 

(E) APPLICATION OF APPROPRIATE USE CRITERIA FOR CER-
TAIN IMAGING SERVICES.—For provisions relating to the ap-
plication of appropriate use criteria for certain imaging 
services, see section 1834(q). 

(17) QUALITY REPORTING.— 
(A) REDUCTION IN UPDATE FOR FAILURE TO REPORT.— 

(i) IN GENERAL.—For purposes of paragraph 
(3)(C)(iv) for 2009 and each subsequent year, in the 
case of a subsection (d) hospital (as defined in section 
1886(d)(1)(B)) that does not submit, to the Secretary in 
accordance with this paragraph, data required to be 
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submitted on measures selected under this paragraph 
with respect to such a year, the OPD fee schedule in-
crease factor under paragraph (3)(C)(iv) for such year 
shall be reduced by 2.0 percentage points. 

(ii) NON-CUMULATIVE APPLICATION.—A reduction 
under this subparagraph shall apply only with respect 
to the year involved and the Secretary shall not take 
into account such reduction in computing the OPD fee 
schedule increase factor for a subsequent year. 

(B) FORM AND MANNER OF SUBMISSION.—Each subsection 
(d) hospital shall submit data on measures selected under 
this paragraph to the Secretary in a form and manner, and 
at a time, specified by the Secretary for purposes of this 
paragraph. 

(C) DEVELOPMENT OF OUTPATIENT MEASURES.— 
(i) IN GENERAL.—The Secretary shall develop meas-

ures that the Secretary determines to be appropriate 
for the measurement of the quality of care (including 
medication errors) furnished by hospitals in outpatient 
settings and that reflect consensus among affected 
parties and, to the extent feasible and practicable, 
shall include measures set forth by one or more na-
tional consensus building entities. 

(ii) CONSTRUCTION.—Nothing in this paragraph shall 
be construed as preventing the Secretary from select-
ing measures that are the same as (or a subset of) the 
measures for which data are required to be submitted 
under section 1886(b)(3)(B)(viii). 

(D) REPLACEMENT OF MEASURES.—For purposes of this 
paragraph, the Secretary may replace any measures or in-
dicators in appropriate cases, such as where all hospitals 
are effectively in compliance or the measures or indicators 
have been subsequently shown not to represent the best 
clinical practice. 

(E) AVAILABILITY OF DATA.—The Secretary shall estab-
lish procedures for making data submitted under this 
paragraph available to the public. Such procedures shall 
ensure that a hospital has the opportunity to review the 
data that are to be made public with respect to the hos-
pital prior to such data being made public. The Secretary 
shall report quality measures of process, structure, out-
come, patients’ perspectives on care, efficiency, and costs of 
care that relate to services furnished in outpatient settings 
in hospitals on the Internet website of the Centers for 
Medicare & Medicaid Services. 

(18) AUTHORIZATION OF ADJUSTMENT FOR CANCER HOS-
PITALS.— 

(A) STUDY.—The Secretary shall conduct a study to de-
termine if, under the system under this subsection, costs 
incurred by hospitals described in section 1886(d)(1)(B)(v) 
with respect to ambulatory payment classification groups 
exceed those costs incurred by other hospitals furnishing 
services under this subsection (as determined appropriate 
by the Secretary). In conducting the study under this sub-
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paragraph, the Secretary shall take into consideration the 
cost of drugs and biologicals incurred by such hospitals. 

(B) AUTHORIZATION OF ADJUSTMENT.—Insofar as the Sec-
retary determines under subparagraph (A) that costs in-
curred by hospitals described in section 1886(d)(1)(B)(v) ex-
ceed those costs incurred by other hospitals furnishing 
services under this subsection, the Secretary shall provide 
for an appropriate adjustment under paragraph (2)(E) to 
reflect those higher costs effective for services furnished on 
or after January 1, 2011. 

(19) FLOOR ON AREA WAGE ADJUSTMENT FACTOR FOR HOS-
PITAL OUTPATIENT DEPARTMENT SERVICES IN FRONTIER 
STATES.— 

(A) IN GENERAL.—Subject to subparagraph (B), with re-
spect to covered OPD services furnished on or after Janu-
ary 1, 2011, the area wage adjustment factor applicable 
under the payment system established under this sub-
section to any hospital outpatient department which is lo-
cated in a frontier State (as defined in section 
1886(d)(3)(E)(iii)(II)) may not be less than 1.00. The pre-
ceding sentence shall not be applied in a budget neutral 
manner. 

(B) LIMITATION.—This paragraph shall not apply to any 
hospital outpatient department located in a State that re-
ceives a non-labor related share adjustment under section 
1886(d)(5)(H). 

(20) NOT BUDGET NEUTRAL APPLICATION OF REDUCED EXPEND-
ITURES RESULTING FROM QUALITY INCENTIVES FOR COMPUTED 
TOMOGRAPHY.—The Secretary shall not take into account the 
reduced expenditures that result from the application of sec-
tion 1834(p) in making any budget neutrality adjustments this 
subsection. 

(u) INCENTIVE PAYMENTS FOR PHYSICIAN SCARCITY AREAS.— 
(1) IN GENERAL.—In the case of physicians’ services fur-

nished on or after January 1, 2005, and before July 1, 2008— 
(A) by a primary care physician in a primary care scar-

city county (identified under paragraph (4)); or 
(B) by a physician who is not a primary care physician 

in a specialist care scarcity county (as so identified), 
in addition to the amount of payment that would otherwise be 
made for such services under this part, there also shall be paid 
an amount equal to 5 percent of the payment amount for the 
service under this part. 

(2) DETERMINATION OF RATIOS OF PHYSICIANS TO MEDICARE 
BENEFICIARIES IN AREA.—Based upon available data, the Sec-
retary shall establish for each county or equivalent area in the 
United States, the following: 

(A) NUMBER OF PHYSICIANS PRACTICING IN THE AREA.— 
The number of physicians who furnish physicians’ services 
in the active practice of medicine or osteopathy in that 
county or area, other than physicians whose practice is ex-
clusively for the Federal Government, physicians who are 
retired, or physicians who only provide administrative 
services. Of such number, the number of such physicians 
who are— 
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(i) primary care physicians; or 
(ii) physicians who are not primary care physicians. 

(B) NUMBER OF MEDICARE BENEFICIARIES RESIDING IN 
THE AREA.—The number of individuals who are residing in 
the county and are entitled to benefits under part A or en-
rolled under this part, or both (in this subsection referred 
to as ‘‘individuals’’). 

(C) DETERMINATION OF RATIOS.— 
(i) PRIMARY CARE RATIO.—The ratio (in this para-

graph referred to as the ‘‘primary care ratio’’) of the 
number of primary care physicians (determined under 
subparagraph (A)(i)), to the number of individuals de-
termined under subparagraph (B). 

(ii) SPECIALIST CARE RATIO.—The ratio (in this para-
graph referred to as the ‘‘specialist care ratio’’) of the 
number of other physicians (determined under sub-
paragraph (A)(ii)), to the number of individuals deter-
mined under subparagraph (B). 

(3) RANKING OF COUNTIES.—The Secretary shall rank each 
such county or area based separately on its primary care ratio 
and its specialist care ratio. 

(4) IDENTIFICATION OF COUNTIES.— 
(A) IN GENERAL.—The Secretary shall identify— 

(i) those counties and areas (in this paragraph re-
ferred to as ‘‘primary care scarcity counties’’) with the 
lowest primary care ratios that represent, if each such 
county or area were weighted by the number of indi-
viduals determined under paragraph (2)(B), an aggre-
gate total of 20 percent of the total of the individuals 
determined under such paragraph; and 

(ii) those counties and areas (in this subsection re-
ferred to as ‘‘specialist care scarcity counties’’) with the 
lowest specialist care ratios that represent, if each 
such county or area were weighted by the number of 
individuals determined under paragraph (2)(B), an ag-
gregate total of 20 percent of the total of the individ-
uals determined under such paragraph. 

(B) PERIODIC REVISIONS.—The Secretary shall periodi-
cally revise the counties or areas identified in subpara-
graph (A) (but not less often than once every three years) 
unless the Secretary determines that there is no new data 
available on the number of physicians practicing in the 
county or area or the number of individuals residing in the 
county or area, as identified in paragraph (2). 

(C) IDENTIFICATION OF COUNTIES WHERE SERVICE IS FUR-
NISHED.—For purposes of paying the additional amount 
specified in paragraph (1), if the Secretary uses the 5-digit 
postal ZIP Code where the service is furnished, the domi-
nant county of the postal ZIP Code (as determined by the 
United States Postal Service, or otherwise) shall be used 
to determine whether the postal ZIP Code is in a scarcity 
county identified in subparagraph (A) or revised in sub-
paragraph (B). 

(D) SPECIAL RULE.—With respect to physicians’ services 
furnished on or after January 1, 2008, and before July 1, 
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2008, for purposes of this subsection, the Secretary shall 
use the primary care scarcity counties and the specialty 
care scarcity counties (as identified under the preceding 
provisions of this paragraph) that the Secretary was using 
under this subsection with respect to physicians’ services 
furnished on December 31, 2007. 

(E) JUDICIAL REVIEW.—There shall be no administrative 
or judicial review under section 1869, 1878, or otherwise, 
respecting— 

116.(i) the identification of a county or area; 
(ii) the assignment of a specialty of any physician 

under this paragraph; 
(iii) the assignment of a physician to a county under 

paragraph (2); or 
(iv) the assignment of a postal ZIP Code to a county 

or other area under this subsection. 
(5) RURAL CENSUS TRACTS.—To the extent feasible, the Sec-

retary shall treat a rural census tract of a metropolitan statis-
tical area (as determined under the most recent modification of 
the Goldsmith Modification, originally published in the Federal 
Register on February 27, 1992 (57 Fed. Reg. 6725)), as an 
equivalent area for purposes of qualifying as a primary care 
scarcity county or specialist care scarcity county under this 
subsection. 

(6) PHYSICIAN DEFINED.—For purposes of this paragraph, the 
term ‘‘physician’’ means a physician described in section 
1861(r)(1) and the term ‘‘primary care physician’’ means a phy-
sician who is identified in the available data as a general prac-
titioner, family practice practitioner, general internist, or ob-
stetrician or gynecologist. 

(7) PUBLICATION OF LIST OF COUNTIES; POSTING ON 
WEBSITE.—With respect to a year for which a county or area 
is identified or revised under paragraph (4), the Secretary shall 
identify such counties or areas as part of the proposed and 
final rule to implement the physician fee schedule under sec-
tion 1848 for the applicable year. The Secretary shall post the 
list of counties identified or revised under paragraph (4) on the 
Internet website of the Centers for Medicare & Medicaid Serv-
ices. 

(v) INCREASE OF FQHC PAYMENT LIMITS.—In the case of services 
furnished by Federally qualified health centers (as defined in sec-
tion 1861(aa)(4)), the Secretary shall establish payment limits with 
respect to such services under this part for services furnished— 

(1) in 2010, at the limits otherwise established under this 
part for such year increased by $5; and 

(2) in a subsequent year, at the limits established under this 
subsection for the previous year increased by the percentage 
increase in the MEI (as defined in section 1842(i)(3)) for such 
subsequent year. 

(w) METHODS OF PAYMENT.—The Secretary may develop alter-
native methods of payment for items and services provided under 
clinical trials and comparative effectiveness studies sponsored or 
supported by an agency of the Department of Health and Human 
Services, as determined by the Secretary, to those that would oth-
erwise apply under this section, to the extent such alternative 
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methods are necessary to preserve the scientific validity of such 
trials or studies, such as in the case where masking the identity 
of interventions from patients and investigators is necessary to 
comply with the particular trial or study design. 

(x) INCENTIVE PAYMENTS FOR PRIMARY CARE SERVICES.— 
(1) IN GENERAL.—In the case of primary care services fur-

nished on or after January 1, 2011, and before January 1, 
2016, by a primary care practitioner, in addition to the amount 
of payment that would otherwise be made for such services 
under this part, there also shall be paid (on a monthly or quar-
terly basis) an amount equal to 10 percent of the payment 
amount for the service under this part. 

(2) DEFINITIONS.—In this subsection: 
(A) PRIMARY CARE PRACTITIONER.—The term ‘‘primary 

care practitioner’’ means an individual— 
(i) who— 

(I) is a physician (as described in section 
1861(r)(1)) who has a primary specialty designa-
tion of family medicine, internal medicine, geri-
atric medicine, or pediatric medicine; or 

(II) is a nurse practitioner, clinical nurse spe-
cialist, or physician assistant (as those terms are 
defined in section 1861(aa)(5)); and 

(ii) for whom primary care services accounted for at 
least 60 percent of the allowed charges under this part 
for such physician or practitioner in a prior period as 
determined appropriate by the Secretary. 

(B) PRIMARY CARE SERVICES.—The term ‘‘primary care 
services’’ means services identified, as of January 1, 2009, 
by the following HCPCS codes (and as subsequently modi-
fied by the Secretary): 

(i) 99201 through 99215. 
(ii) 99304 through 99340. 
(iii) 99341 through 99350. 

(3) COORDINATION WITH OTHER PAYMENTS.—The amount of 
the additional payment for a service under this subsection and 
subsection (m) shall be determined without regard to any addi-
tional payment for the service under subsection (m) and this 
subsection, respectively. 

(4) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or otherwise, 
respecting the identification of primary care practitioners 
under this subsection. 

(y) INCENTIVE PAYMENTS FOR MAJOR SURGICAL PROCEDURES 
FURNISHED IN HEALTH PROFESSIONAL SHORTAGE AREAS.— 

(1) IN GENERAL.—In the case of major surgical procedures 
furnished on or after January 1, 2011, and before January 1, 
2016, by a general surgeon in an area that is designated 
(under section 332(a)(1)(A) of the Public Health Service Act) as 
a health professional shortage area as identified by the Sec-
retary prior to the beginning of the year involved, in addition 
to the amount of payment that would otherwise be made for 
such services under this part, there also shall be paid (on a 
monthly or quarterly basis) an amount equal to 10 percent of 
the payment amount for the service under this part. 
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(2) DEFINITIONS.—In this subsection: 
(A) GENERAL SURGEON.—In this subsection, the term 

‘‘general surgeon’’ means a physician (as described in sec-
tion 1861(r)(1)) who has designated CMS specialty code 
02–General Surgery as their primary specialty code in the 
physician’s enrollment under section 1866(j). 

(B) MAJOR SURGICAL PROCEDURES.—The term ‘‘major 
surgical procedures’’ means physicians’ services which are 
surgical procedures for which a 10-day or 90-day global pe-
riod is used for payment under the fee schedule under sec-
tion 1848(b). 

(3) COORDINATION WITH OTHER PAYMENTS.—The amount of 
the additional payment for a service under this subsection and 
subsection (m) shall be determined without regard to any addi-
tional payment for the service under subsection (m) and this 
subsection, respectively. 

(4) APPLICATION.—The provisions of paragraph (2) and (4) of 
subsection (m) shall apply to the determination of additional 
payments under this subsection in the same manner as such 
provisions apply to the determination of additional payments 
under subsection (m). 

(z) MEDICAL REVIEW OF SPINAL SUBLUXATION SERVICES.— 
(1) IN GENERAL.—The Secretary shall implement a process for 

the medical review (as described in paragraph (2)) of treatment 
by a chiropractor described in section 1861(r)(5) by means of 
manual manipulation of the spine to correct a subluxation (as 
described in such section) of an individual who is enrolled 
under this part and apply such process to such services fur-
nished on or after January 1, 2017, focusing on services such 
as— 

(A) services furnished by a such a chiropractor whose 
pattern of billing is aberrant compared to peers; and 

(B) services furnished by such a chiropractor who, in a 
prior period, has a services denial percentage in the 85th 
percentile or greater, taking into consideration the extent 
that service denials are overturned on appeal. 

(2) MEDICAL REVIEW.— 
(A) PRIOR AUTHORIZATION MEDICAL REVIEW.— 

(i) IN GENERAL.—Subject to clause (ii), the Secretary 
shall use prior authorization medical review for serv-
ices described in paragraph (1) that are furnished to 
an individual by a chiropractor described in section 
1861(r)(5) that are part of an episode of treatment that 
includes more than 12 services. For purposes of the 
preceding sentence, an episode of treatment shall be de-
termined by the underlying cause that justifies the need 
for services, such as a diagnosis code. 

(ii) ENDING APPLICATION OF PRIOR AUTHORIZATION 
MEDICAL REVIEW.—The Secretary shall end the applica-
tion of prior authorization medical review under clause 
(i) to services described in paragraph (1) by such a chi-
ropractor if the Secretary determines that the chiro-
practor has a low denial rate under such prior author-
ization medical review. The Secretary may subse-
quently reapply prior authorization medical review to 
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such chiropractor if the Secretary determines it to be 
appropriate and the chiropractor has, in the time pe-
riod subsequent to the determination by the Secretary 
of a low denial rate with respect to the chiropractor, 
furnished such services described in paragraph (1). 

(iii) EARLY REQUEST FOR PRIOR AUTHORIZATION RE-
VIEW PERMITTED.—Nothing in this subsection shall be 
construed to prevent such a chiropractor from request-
ing prior authorization for services described in para-
graph (1) that are to be furnished to an individual be-
fore the chiropractor furnishes the twelfth such service 
to such individual for an episode of treatment. 

(B) TYPE OF REVIEW.—The Secretary may use pre-pay-
ment review or post-payment review of services described in 
section 1861(r)(5) that are not subject to prior authorization 
medical review under subparagraph (A). 

(C) RELATIONSHIP TO LAW ENFORCEMENT ACTIVITIES.— 
The Secretary may determine that medical review under 
this subsection does not apply in the case where potential 
fraud may be involved. 

(3) NO PAYMENT WITHOUT PRIOR AUTHORIZATION.—With re-
spect to a service described in paragraph (1) for which prior au-
thorization medical review under this subsection applies, the 
following shall apply: 

(A) PRIOR AUTHORIZATION DETERMINATION.—The Sec-
retary shall make a determination, prior to the service 
being furnished, of whether the service would or would not 
meet the applicable requirements of section 1862(a)(1)(A). 

(B) DENIAL OF PAYMENT.—Subject to paragraph (5), no 
payment may be made under this part for the service unless 
the Secretary determines pursuant to subparagraph (A) 
that the service would meet the applicable requirements of 
such section 1862(a)(1)(A). 

(4) SUBMISSION OF INFORMATION.—A chiropractor described 
in section 1861(r)(5) may submit the information necessary for 
medical review by fax, by mail, or by electronic means. The Sec-
retary shall make available the electronic means described in 
the preceding sentence as soon as practicable. 

(5) TIMELINESS.—If the Secretary does not make a prior au-
thorization determination under paragraph (3)(A) within 14 
business days of the date of the receipt of medical documenta-
tion needed to make such determination, paragraph (3)(B) shall 
not apply. 

(6) APPLICATION OF LIMITATION ON BENEFICIARY LIABILITY.— 
Where payment may not be made as a result of the application 
of paragraph (2)(B), section 1879 shall apply in the same man-
ner as such section applies to a denial that is made by reason 
of section 1862(a)(1). 

(7) REVIEW BY CONTRACTORS.—The medical review described 
in paragraph (2) may be conducted by medicare administrative 
contractors pursuant to section 1874A(a)(4)(G) or by any other 
contractor determined appropriate by the Secretary that is not 
a recovery audit contractor. 

(8) MULTIPLE SERVICES.—The Secretary shall, where prac-
ticable, apply the medical review under this subsection in a 
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manner so as to allow an individual described in paragraph (1) 
to obtain, at a single time rather than on a service-by-service 
basis, an authorization in accordance with paragraph (3)(A) for 
multiple services. 

(9) CONSTRUCTION.—With respect to a service described in 
paragraph (1) that has been affirmed by medical review under 
this subsection, nothing in this subsection shall be construed to 
preclude the subsequent denial of a claim for such service that 
does not meet other applicable requirements under this Act. 

(10) IMPLEMENTATION.— 
(A) AUTHORITY.—The Secretary may implement the pro-

visions of this subsection by interim final rule with com-
ment period. 

(B) ADMINISTRATION.—Chapter 35 of title 44, United 
States Code, shall not apply to medical review under this 
subsection. 

SPECIAL PAYMENT RULES FOR PARTICULAR ITEMS AND SERVICES 

SEC. 1834. (a) PAYMENT FOR DURABLE MEDICAL EQUIPMENT.— 
(1) GENERAL RULE FOR PAYMENT.— 

(A) IN GENERAL.—With respect to a covered item (as de-
fined in paragraph (13)) for which payment is determined 
under this subsection, payment shall be made in the fre-
quency specified in paragraphs (2) through (7) and in an 
amount equal to 80 percent of the payment basis described 
in subparagraph (B). 

(B) PAYMENT BASIS.—Subject to subparagraph (F)(i), the 
payment basis described in this subparagraph is the lesser 
of— 

(i) the actual charge for the item, or 
(ii) the payment amount recognized under para-

graphs (2) through (7) of this subsection for the item; 
except that clause (i) shall not apply if the covered item is 
furnished by a public home health agency (or by another 
home health agency which demonstrates to the satisfaction 
of the Secretary that a significant portion of its patients 
are low income) free of charge or at nominal charges to the 
public. 

(C) EXCLUSIVE PAYMENT RULE.—Subject to subparagraph 
(F)(ii), this subsection shall constitute the exclusive provi-
sion of this title for payment for covered items under this 
part or under part A to a home health agency. 

(D) REDUCTION IN FEE SCHEDULES FOR CERTAIN ITEMS.— 
With respect to a seat-lift chair or transcutaneous elec-
trical nerve stimulator furnished on or after April 1, 1990, 
the Secretary shall reduce the payment amount applied 
under subparagraph (B)(ii) for such an item by 15 percent, 
and, in the case of a transcutaneous electrical nerve stimu-
lator furnished on or after January 1, 1991, the Secretary 
shall further reduce such payment amount (as previously 
reduced) by 45 percent. 

(E) CLINICAL CONDITIONS FOR COVERAGE.— 
(i) IN GENERAL.—The Secretary shall establish 

standards for clinical conditions for payment for cov-
ered items under this subsection. 
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(ii) REQUIREMENTS.—The standards established 
under clause (i) shall include the specification of types 
or classes of covered items that require, as a condition 
of payment under this subsection, a face-to-face exam-
ination of the individual by a physician (as defined in 
section 1861(r)), a physician assistant, nurse practi-
tioner, or a clinical nurse specialist (as those terms are 
defined in section 1861(aa)(5)) and a prescription for 
the item. 

(iii) PRIORITY OF ESTABLISHMENT OF STANDARDS.—In 
establishing the standards under this subparagraph, 
the Secretary shall first establish standards for those 
covered items for which the Secretary determines 
there has been a proliferation of use, consistent find-
ings of charges for covered items that are not deliv-
ered, or consistent findings of falsification of docu-
mentation to provide for payment of such covered 
items under this part. 

(iv) STANDARDS FOR POWER WHEELCHAIRS.—Effective 
on the date of the enactment of this subparagraph, in 
the case of a covered item consisting of a motorized or 
power wheelchair for an individual, payment may not 
be made for such covered item unless a physician (as 
defined in section 1861(r)(1)), a physician assistant, 
nurse practitioner, or a clinical nurse specialist (as 
those terms are defined in section 1861(aa)(5)) has 
conducted a face-to-face examination of the individual 
and written a prescription for the item. 

(v) LIMITATION ON PAYMENT FOR COVERED ITEMS.— 
Payment may not be made for a covered item under 
this subsection unless the item meets any standards 
established under this subparagraph for clinical condi-
tion of coverage. 

(F) APPLICATION OF COMPETITIVE ACQUISITION; LIMITA-
TION OF INHERENT REASONABLENESS AUTHORITY.—In the 
case of covered items furnished on or after January 1, 
2011, subject to subparagraphs (G) and (H), that are in-
cluded in a competitive acquisition program in a competi-
tive acquisition area under section 1847(a)— 

(i) the payment basis under this subsection for such 
items and services furnished in such area shall be the 
payment basis determined under such competitive ac-
quisition program; 

(ii) the Secretary may (and, in the case of covered 
items furnished on or after January 1, 2016, subject to 
clause (iii), shall) use information on the payment de-
termined under such competitive acquisition programs 
to adjust the payment amount otherwise recognized 
under subparagraph (B)(ii) for an area that is not a 
competitive acquisition area under section 1847 and in 
the case of such adjustment, paragraph (10)(B) shall 
not be applied; and 

(iii) in the case of covered items furnished on or 
after January 1, 2016, the Secretary shall continue to 
make such adjustments described in clause (ii) as, 
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under such competitive acquisition programs, addi-
tional covered items are phased in or information is 
updated as contracts under section 1847 are recom-
peted in accordance with section 1847(b)(3)(B). 

(G) USE OF INFORMATION ON COMPETITIVE BID RATES.— 
The Secretary shall specify by regulation the methodology 
to be used in applying the provisions of subparagraph 
(F)(ii) and subsection (h)(1)(H)(ii). In promulgating such 
regulation, the Secretary shall consider the costs of items 
and services in areas in which such provisions would be 
applied compared to the payment rates for such items and 
services in competitive acquisition areas. 

(H) DIABETIC SUPPLIES.— 
(i) IN GENERAL.—On or after the date described in 

clause (ii), the payment amount under this part for di-
abetic supplies, including testing strips, that are non- 
mail order items (as defined by the Secretary) shall be 
equal to the single payment amounts established 
under the national mail order competition for diabetic 
supplies under section 1847. 

(ii) DATE DESCRIBED.—The date described in this 
clause is the date of the implementation of the single 
payment amounts under the national mail order com-
petition for diabetic supplies under section 1847. 

(I) TREATMENT OF VACUUM ERECTION SYSTEMS.—Effec-
tive for items and services furnished on and after July 1, 
2015, vacuum erection systems described as prosthetic de-
vices described in section 1861(s)(8) shall be treated in the 
same manner as erectile dysfunction drugs are treated for 
purposes of section 1860D-2(e)(2)(A). 

(2) PAYMENT FOR INEXPENSIVE AND OTHER ROUTINELY PUR-
CHASED DURABLE MEDICAL EQUIPMENT.— 

(A) IN GENERAL.—Payment for an item of durable med-
ical equipment (as defined in paragraph (13))— 

(i) the purchase price of which does not exceed $150, 
(ii) which the Secretary determines is acquired at 

least 75 percent of the time by purchase, or 
(iii) which is an accessory used in conjunction with 

a nebulizer, aspirator, or a ventilator excluded under 
paragraph (3)(A), 

shall be made on a rental basis or in a lump-sum amount 
for the purchase of the item. The payment amount recog-
nized for purchase or rental of such equipment is the 
amount specified in subparagraph (B) for purchase or rent-
al, except that the total amount of payments with respect 
to an item may not exceed the payment amount specified 
in subparagraph (B) with respect to the purchase of the 
item. 

(B) PAYMENT AMOUNT.—For purposes of subparagraph 
(A), the amount specified in this subparagraph, with re-
spect to the purchase or rental of an item furnished in a 
carrier service area— 

(i) in 1989 and in 1990 is the average reasonable 
charge in the area for the purchase or rental, respec-
tively, of the item for the 12-month period ending on 
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June 30, 1987, increased by the percentage increase in 
the consumer price index for all urban consumers 
(U.S. city average) for the 6-month period ending with 
December 1987; 

(ii) in 1991 is the sum of (I) 67 percent of the local 
payment amount for the item or device computed 
under subparagraph (C)(i)(I) for 1991, and (II) 33 per-
cent of the national limited payment amount for the 
item or device computed under subparagraph (C)(ii) 
for 1991; 

(iii) in 1992 is the sum of (I) 33 percent of the local 
payment amount for the item or device computed 
under subparagraph (C)(i)(II) for 1992, and (II) 67 per-
cent of the national limited payment amount for the 
item or device computed under subparagraph (C)(ii) 
for 1992; and 

(iv) in 1993 and each subsequent year is the na-
tional limited payment amount for the item or device 
computed under subparagraph (C)(ii) for that year (re-
duced by 10 percent, in the case of a blood glucose 
testing strip furnished after 1997 for an individual 
with diabetes). 

(C) COMPUTATION OF LOCAL PAYMENT AMOUNT AND NA-
TIONAL LIMITED PAYMENT AMOUNT.—For purposes of sub-
paragraph (B)— 

(i) the local payment amount for an item or device 
for a year is equal to— 

(I) for 1991, the amount specified in subpara-
graph (B)(i) for 1990 increased by the covered 
item update for 1991, and 

(II) for 1992, 1993, and 1994 the amount deter-
mined under this clause for the preceding year in-
creased by the covered item update for the year; 
and 

(ii) the national limited payment amount for an item 
or device for a year is equal to— 

(I) for 1991, the local payment amount deter-
mined under clause (i) for such item or device for 
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the 
weighted average of all local payment amounts de-
termined under such clause for such item for that 
year and may not be less than 85 percent of the 
weighted average of all local payment amounts de-
termined under such clause for such item, 

(II) for 1992 and 1993, the amount determined 
under this clause for the preceding year increased 
by the covered item update for such subsequent 
year, 

(III) for 1994, the local payment amount deter-
mined under clause (i) for such item or device for 
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the 
median of all local payment amounts determined 
under such clause for such item for that year and 
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may not be less than 85 percent of the median of 
all local payment amounts determined under such 
clause for such item or device for that year, and 

(IV) for each subsequent year, the amount de-
termined under this clause for the preceding year 
increased by the covered item update for such sub-
sequent year. 

(3) PAYMENT FOR ITEMS REQUIRING FREQUENT AND SUBSTAN-
TIAL SERVICING.— 

(A) IN GENERAL.—Payment for a covered item (such as 
IPPB machines and ventilators, excluding ventilators that 
are either continuous airway pressure devices or intermit-
tent assist devices with continuous airway pressure de-
vices) for which there must be frequent and substantial 
servicing in order to avoid risk to the patient’s health shall 
be made on a monthly basis for the rental of the item and 
the amount recognized is the amount specified in subpara-
graph (B). 

(B) PAYMENT AMOUNT.—For purposes of subparagraph 
(A), the amount specified in this subparagraph, with re-
spect to an item or device furnished in a carrier service 
area— 

(i) in 1989 and in 1990 is the average reasonable 
charge in the area for the rental of the item or device 
for the 12-month period ending with June 1987, in-
creased by the percentage increase in the consumer 
price index for all urban consumers (U.S. city average) 
for the 6-month period ending with December 1987; 

(ii) in 1991 is the sum of (I) 67 percent of the local 
payment amount for the item or device computed 
under subparagraph (C)(i)(I) for 1991, and (II) 33 per-
cent of the national limited payment amount for the 
item or device computed under subparagraph (C)(ii) 
for 1991; 

(iii) in 1992 is the sum of (I) 33 percent of the local 
payment amount for the item or device computed 
under subparagraph (C)(i)(II) for 1992, and (II) 67 per-
cent of the national limited payment amount for the 
item or device computed under subparagraph (C)(ii) 
for 1992; and 

(iv) in 1993 and each subsequent year is the na-
tional limited payment amount for the item or device 
computed under subparagraph (C)(ii) for that year. 

(C) COMPUTATION OF LOCAL PAYMENT AMOUNT AND NA-
TIONAL LIMITED PAYMENT AMOUNT.—For purposes of sub-
paragraph (B)— 

(i) the local payment amount for an item or device 
for a year is equal to— 

(I) for 1991, the amount specified in subpara-
graph (B)(i) for 1990 increased by the covered 
item update for 1991, and 

(II) for 1992, 1993, and 1994 the amount deter-
mined under this clause for the preceding year in-
creased by the covered item update for the year; 
and 
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(ii) the national limited payment amount for an item 
or device for a year is equal to— 

(I) for 1991, the local payment amount deter-
mined under clause (i) for such item or device for 
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the 
weighted average of all local payment amounts de-
termined under such clause for such item for that 
year and may not be less than 85 percent of the 
weighted average of all local payment amounts de-
termined under such clause for such item, 

(II) for 1992 and 1993, the amount determined 
under this clause for the preceding year increased 
by the covered item update for such subsequent 
year, 

(III) for 1994, the local payment amount deter-
mined under clause (i) for such item or device for 
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the 
median of all local payment amounts determined 
under such clause for such item for that year and 
may not be less than 85 percent of the median of 
all local payment amounts determined under such 
clause for such item or device for that year, and 

(IV) for each subsequent year, the amount de-
termined under this clause for the preceding year 
increased by the covered item update for such sub-
sequent year. 

(4) PAYMENT FOR CERTAIN CUSTOMIZED ITEMS.—Payment 
with respect to a covered item that is uniquely constructed or 
substantially modified to meet the specific needs of an indi-
vidual patient, and for that reason cannot be grouped with 
similar items for purposes of payment under this title, shall be 
made in a lump-sum amount (A) for the purchase of the item 
in a payment amount based upon the carrier’s individual con-
sideration for that item, and (B) for the reasonable and nec-
essary maintenance and servicing for parts and labor not cov-
ered by the supplier’s or manufacturer’s warranty, when nec-
essary during the period of medical need, and the amount rec-
ognized for such maintenance and servicing shall be paid on a 
lump-sum, as needed basis based upon the carrier’s individual 
consideration for that item. In the case of a wheelchair fur-
nished on or after January 1, 1992, the wheelchair shall be 
treated as a customized item for purposes of this paragraph if 
the wheelchair has been measured, fitted, or adapted in consid-
eration of the patient’s body size, disability, period of need, or 
intended use, and has been assembled by a supplier or ordered 
from a manufacturer who makes available customized features, 
modifications, or components for wheelchairs that are intended 
for an individual patient’s use in accordance with instructions 
from the patient’s physician. 

(5) PAYMENT FOR OXYGEN AND OXYGEN EQUIPMENT.— 
(A) IN GENERAL.—Payment for oxygen and oxygen equip-

ment shall be made on a monthly basis in the monthly 
payment amount recognized under paragraph (9) for oxy-
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gen and oxygen equipment (other than portable oxygen 
equipment), subject to subparagraphs (B), (C), (E), and (F). 

(B) ADD-ON FOR PORTABLE OXYGEN EQUIPMENT.—When 
portable oxygen equipment is used, but subject to subpara-
graph (D), the payment amount recognized under subpara-
graph (A) shall be increased by the monthly payment 
amount recognized under paragraph (9) for portable oxy-
gen equipment. 

(C) VOLUME ADJUSTMENT.—When the attending physi-
cian prescribes an oxygen flow rate— 

(i) exceeding 4 liters per minute, the payment 
amount recognized under subparagraph (A), subject to 
subparagraph (D), shall be increased by 50 percent, or 

(ii) of less than 1 liter per minute, the payment 
amount recognized under subparagraph (A) shall be 
decreased by 50 percent. 

(D) LIMIT ON ADJUSTMENT.—When portable oxygen 
equipment is used and the attending physician prescribes 
an oxygen flow rate exceeding 4 liters per minute, there 
shall only be an increase under either subparagraph (B) or 
(C), whichever increase is larger, and not under both such 
subparagraphs. 

(E) RECERTIFICATION FOR PATIENTS RECEIVING HOME OX-
YGEN THERAPY.—In the case of a patient receiving home 
oxygen therapy services who, at the time such services are 
initiated, has an initial arterial blood gas value at or above 
a partial pressure of 56 or an arterial oxygen saturation at 
or above 89 percent (or such other values, pressures, or cri-
teria as the Secretary may specify) no payment may be 
made under this part for such services after the expiration 
of the 90-day period that begins on the date the patient 
first receives such services unless the patient’s attending 
physician certifies that, on the basis of a follow-up test of 
the patient’s arterial blood gas value or arterial oxygen 
saturation conducted during the final 30 days of such 90- 
day period, there is a medical need for the patient to con-
tinue to receive such services. 

(F) RENTAL CAP.— 
(i) IN GENERAL.—Payment for oxygen equipment (in-

cluding portable oxygen equipment) under this para-
graph may not extend over a period of continuous use 
(as determined by the Secretary) of longer than 36 
months. 

(ii) PAYMENTS AND RULES AFTER RENTAL CAP.—After 
the 36th continuous month during which payment is 
made for the equipment under this paragraph— 

(I) the supplier furnishing such equipment 
under this subsection shall continue to furnish the 
equipment during any period of medical need for 
the remainder of the reasonable useful lifetime of 
the equipment, as determined by the Secretary; 

(II) payments for oxygen shall continue to be 
made in the amount recognized for oxygen under 
paragraph (9) for the period of medical need; and 
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(III) maintenance and servicing payments shall, 
if the Secretary determines such payments are 
reasonable and necessary, be made (for parts and 
labor not covered by the supplier’s or manufactur-
er’s warranty, as determined by the Secretary to 
be appropriate for the equipment), and such pay-
ments shall be in an amount determined to be ap-
propriate by the Secretary. 

(6) PAYMENT FOR OTHER COVERED ITEMS (OTHER THAN DURA-
BLE MEDICAL EQUIPMENT).—Payment for other covered items 
(other than durable medical equipment and other covered 
items described in paragraph (3), (4), or (5)) shall be made in 
a lump-sum amount for the purchase of the item in the 
amount of the purchase price recognized under paragraph (8). 

(7) PAYMENT FOR OTHER ITEMS OF DURABLE MEDICAL EQUIP-
MENT.— 

(A) PAYMENT.—In the case of an item of durable medical 
equipment not described in paragraphs (2) through (6), the 
following rules shall apply: 

(i) RENTAL.— 
(I) IN GENERAL.—Except as provided in clause 

(iii), payment for the item shall be made on a 
monthly basis for the rental of the item during the 
period of medical need (but payments under this 
clause may not extend over a period of continuous 
use (as determined by the Secretary) of longer 
than 13 months). 

(II) PAYMENT AMOUNT.—Subject to subclause 
(III) and subparagraph (B), the amount recognized 
for the item, for each of the first 3 months of such 
period, is 10 percent of the purchase price recog-
nized under paragraph (8) with respect to the 
item, and, for each of the remaining months of 
such period, is 7.5 percent of such purchase price. 

(III) SPECIAL RULE FOR POWER-DRIVEN WHEEL-
CHAIRS.—For purposes of payment for power-driv-
en wheelchairs, subclause (II) shall be applied by 
substituting ‘‘15 percent’’ and ‘‘6 percent’’ for ‘‘10 
percent’’ and ‘‘7.5 percent’’, respectively. 

(ii) OWNERSHIP AFTER RENTAL.—On the first day 
that begins after the 13th continuous month during 
which payment is made for the rental of an item 
under clause (i), the supplier of the item shall transfer 
title to the item to the individual. 

(iii) PURCHASE AGREEMENT OPTION FOR COMPLEX, RE-
HABILITATIVE POWER-DRIVEN WHEELCHAIRS.—In the 
case of a complex, rehabilitative power-driven wheel-
chair, at the time the supplier furnishes the item, the 
supplier shall offer the individual the option to pur-
chase the item, and payment for such item shall be 
made on a lump-sum basis if the individual exercises 
such option. 

(iv) MAINTENANCE AND SERVICING.—After the sup-
plier transfers title to the item under clause (ii) or in 
the case of a power-driven wheelchair for which a pur-
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chase agreement has been entered into under clause 
(iii), maintenance and servicing payments shall, if the 
Secretary determines such payments are reasonable 
and necessary, be made (for parts and labor not cov-
ered by the supplier’s or manufacturer’s warranty, as 
determined by the Secretary to be appropriate for the 
particular type of durable medical equipment), and 
such payments shall be in an amount determined to 
be appropriate by the Secretary. 

(B) RANGE FOR RENTAL AMOUNTS.— 
(i) FOR 1989.—For items furnished during 1989, the 

payment amount recognized under subparagraph (A)(i) 
shall not be more than 115 percent, and shall not be 
less than 85 percent, of the prevailing charge estab-
lished for rental of the item in January 1987, in-
creased by the percentage increase in the consumer 
price index for all urban consumers (U.S. city average) 
for the 6-month period ending with December 1987. 

(ii) FOR 1990.—For items furnished during 1990, 
clause (i) shall apply in the same manner as it applies 
to items furnished during 1989. 

(C) REPLACEMENT OF ITEMS.— 
(i) ESTABLISHMENT OF REASONABLE USEFUL LIFE-

TIME.—In accordance with clause (iii), the Secretary 
shall determine and establish a reasonable useful life-
time for items of durable medical equipment for which 
payment may be made under this paragraph. 

(ii) PAYMENT FOR REPLACEMENT ITEMS.—If the rea-
sonable lifetime of such an item, as so established, has 
been reached during a continuous period of medical 
need, or the carrier determines that the item is lost or 
irreparably damaged, the patient may elect to have 
payment for an item serving as a replacement for such 
item made— 

(I) on a monthly basis for the rental of the re-
placement item in accordance with subparagraph 
(A); or 

(II) in the case of an item for which a purchase 
agreement has been entered into under subpara-
graph (A)(iii), in a lump-sum amount for the pur-
chase of the item. 

(iii) LENGTH OF REASONABLE USEFUL LIFETIME.—The 
reasonable useful lifetime of an item of durable med-
ical equipment under this subparagraph shall be equal 
to 5 years, except that, if the Secretary determines 
that, on the basis of prior experience in making pay-
ments for such an item under this title, a reasonable 
useful lifetime of 5 years is not appropriate with re-
spect to a particular item, the Secretary shall estab-
lish an alternative reasonable lifetime for such item. 

(8) PURCHASE PRICE RECOGNIZED FOR MISCELLANEOUS DE-
VICES AND ITEMS.—For purposes of paragraphs (6) and (7), the 
amount that is recognized under this paragraph as the pur-
chase price for a covered item is the amount described in sub-
paragraph (C) of this paragraph, determined as follows: 
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(A) COMPUTATION OF LOCAL PURCHASE PRICE.—Each car-
rier under section 1842 shall compute a base local pur-
chase price for the item as follows: 

(i) The carrier shall compute a base local purchase 
price, for each item described— 

(I) in paragraph (6) equal to the average reason-
able charge in the locality for the purchase of the 
item for the 12-month period ending with June 
1987, or 

(II) in paragraph (7) equal to the average of the 
purchase prices on the claims submitted on an as-
signment-related basis for the unused item sup-
plied during the 6-month period ending with De-
cember 1986. 

(ii) The carrier shall compute a local purchase price, 
with respect to the furnishing of each particular 
item— 

(I) in 1989 and 1990, equal to the base local 
purchase price computed under clause (i) in-
creased by the percentage increase in the con-
sumer price index for all urban consumers (U.S. 
city average) for the 6-month period ending with 
December 1987, 

(II) in 1991, equal to the local purchase price 
computed under this clause for the previous year, 
increased by the covered item update for 1991, 
and decreased by the percentage by which the av-
erage of the reasonable charges for claims paid for 
all items described in paragraph (7) is lower than 
the average of the purchase prices submitted for 
such items during the final 9 months of 1988; or 

(III) in 1992, 1993, and 1994 equal to the local 
purchase price computed under this clause for the 
previous year increased by the covered item up-
date for the year. 

(B) COMPUTATION OF NATIONAL LIMITED PURCHASE 
PRICE.—With respect to the furnishing of a particular item 
in a year, the Secretary shall compute a national limited 
purchase price— 

(i) for 1991, equal to the local purchase price com-
puted under subparagraph (A)(ii) for the item for the 
year, except that such national limited purchase price 
may not exceed 100 percent of the weighted average of 
all local purchase prices for the item computed under 
such subparagraph for the year, and may not be less 
than 85 percent of the weighted average of all local 
purchase prices for the item computed under such sub-
paragraph for the year; 

(ii) for 1992 and 1993, the amount determined under 
this subparagraph for the preceding year increased by 
the covered item update for such subsequent year; 

(iii) for 1994, the local purchase price computed 
under subparagraph (A)(ii) for the item for the year, 
except that such national limited purchase price may 
not exceed 100 percent of the median of all local pur-
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chase prices computed for the item under such sub-
paragraph for the year and may not be less than 85 
percent of the median of all local purchase prices com-
puted under such subparagraph for the item for the 
year; and 

(iv) for each subsequent year, equal to the amount 
determined under this subparagraph for the preceding 
year increased by the covered item update for such 
subsequent year. 

(C) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graphs (6) and (7), the amount that is recognized under 
this paragraph as the purchase price for each item fur-
nished— 

(i) in 1989 or 1990, is 100 percent of the local pur-
chase price computed under subparagraph (A)(ii)(I); 

(ii) in 1991, is the sum of (I) 67 percent of the local 
purchase price computed under subparagraph 
(A)(ii)(II) for 1991, and (II) 33 percent of the national 
limited purchase price computed under subparagraph 
(B) for 1991; 

(iii) in 1992, is the sum of (I) 33 percent of the local 
purchase price computed under subparagraph 
(A)(ii)(III) for 1992, and (II) 67 percent of the national 
limited purchase price computed under subparagraph 
(B) for 1992; and 

(iv) in 1993 or a subsequent year, is the national 
limited purchase price computed under subparagraph 
(B) for that year. 

(9) MONTHLY PAYMENT AMOUNT RECOGNIZED WITH RESPECT 
TO OXYGEN AND OXYGEN EQUIPMENT.—For purposes of para-
graph (5), the amount that is recognized under this paragraph 
for payment for oxygen and oxygen equipment is the monthly 
payment amount described in subparagraph (C) of this para-
graph. Such amount shall be computed separately (i) for all 
items of oxygen and oxygen equipment (other than portable ox-
ygen equipment) and (ii) for portable oxygen equipment (each 
such group referred to in this paragraph as an ‘‘item’’). 

(A) COMPUTATION OF LOCAL MONTHLY PAYMENT RATE.— 
Each carrier under this section shall compute a base local 
payment rate for each item as follows: 

(i) The carrier shall compute a base local average 
monthly payment rate per beneficiary as an amount 
equal to (I) the total reasonable charges for the item 
during the 12-month period ending with December 
1986, divided by (II) the total number of months for all 
beneficiaries receiving the item in the area during the 
12-month period for which the carrier made payment 
for the item under this title. 

(ii) The carrier shall compute a local average month-
ly payment rate for the item applicable— 

(I) to 1989 and 1990, equal to 95 percent of the 
base local average monthly payment rate com-
puted under clause (i) for the item increased by 
the percentage increase in the consumer price 
index for all urban consumers (U.S. city average) 
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for the 6-month period ending with December 
1987, or 

(II) to 1991, 1992, 1993, and 1994 equal to the 
local average monthly payment rate computed 
under this clause for the item for the previous 
year increased by the covered item increase for 
the year. 

(B) COMPUTATION OF NATIONAL LIMITED MONTHLY PAY-
MENT RATE.—With respect to the furnishing of an item in 
a year, the Secretary shall compute a national limited 
monthly payment rate equal to— 

(i) for 1991, the local monthly payment rate com-
puted under subparagraph (A)(ii)(II) for the item for 
the year, except that such national limited monthly 
payment rate may not exceed 100 percent of the 
weighted average of all local monthly payment rates 
computed for the item under such subparagraph for 
the year, and may not be less than 85 percent of the 
weighted average of all local monthly payment rates 
computed for the item under such subparagraph for 
the year; 

(ii) for 1992 and 1993, the amount determined under 
this subparagraph for the preceding year increased by 
the covered item update for such subsequent year; 

(iii) for 1994, the local monthly payment rate com-
puted under subparagraph (A)(ii) for the item for the 
year, except that such national limited monthly pay-
ment rate may not exceed 100 percent of the median 
of all local monthly payment rates computed for the 
item under such subparagraph for the year and may 
not be less than 85 percent of the median of all local 
monthly payment rates computed for the item under 
such subparagraph for the year; 

(iv) for 1995, 1996, and 1997, equal to the amount 
determined under this subparagraph for the preceding 
year increased by the covered item update for such 
subsequent year; 

(v) for 1998, 75 percent of the amount determined 
under this subparagraph for 1997; and 

(vi) for 1999 and each subsequent year, 70 percent 
of the amount determined under this subparagraph for 
1997. 

(C) MONTHLY PAYMENT AMOUNT RECOGNIZED.—For pur-
poses of paragraph (5), the amount that is recognized 
under this paragraph as the base monthly payment 
amount for each item furnished— 

(i) in 1989 and in 1990, is 100 percent of the local 
average monthly payment rate computed under sub-
paragraph (A)(ii) for the item; 

(ii) in 1991, is the sum of (I) 67 percent of the local 
average monthly payment rate computed under sub-
paragraph (A)(ii)(II) for the item for 1991, and (II) 33 
percent of the national limited monthly payment rate 
computed under subparagraph (B)(i) for the item for 
1991; 
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(iii) in 1992, is the sum of (I) 33 percent of the local 
average monthly payment rate computed under sub-
paragraph (A)(ii)(II) for the item for 1992, and (II) 67 
percent of the national limited monthly payment rate 
computed under subparagraph (B)(ii) for the item for 
1992; and 

(iv) in a subsequent year, is the national limited 
monthly payment rate computed under subparagraph 
(B) for the item for that year. 

(10) EXCEPTIONS AND ADJUSTMENTS.— 
(A) AREAS OUTSIDE CONTINENTAL UNITED STATES.—Ex-

ceptions to the amounts recognized under the previous pro-
visions of this subsection shall be made to take into ac-
count the unique circumstances of covered items furnished 
in Alaska, Hawaii, or Puerto Rico. 

(B) ADJUSTMENT FOR INHERENT REASONABLENESS.—The 
Secretary is authorized to apply the provisions of para-
graphs (8) and (9) of section 1842(b) to covered items and 
suppliers of such items and payments under this sub-
section in an area and with respect to covered items and 
services for which the Secretary does not make a payment 
amount adjustment under paragraph (1)(F). 

(C) TRANSCUTANEOUS ELECTRICAL NERVE STIMULATOR 
(TENS).—In order to permit an attending physician time to 
determine whether the purchase of a transcutaneous elec-
trical nerve stimulator is medically appropriate for a par-
ticular patient, the Secretary may determine an appro-
priate payment amount for the initial rental of such item 
for a period of not more than 2 months. If such item is 
subsequently purchased, the payment amount with respect 
to such purchase is the payment amount determined under 
paragraph (2). 

(11) IMPROPER BILLING AND REQUIREMENT OF PHYSICIAN 
ORDER.— 

(A) IMPROPER BILLING FOR CERTAIN RENTAL ITEMS.—Not-
withstanding any other provision of this title, a supplier of 
a covered item for which payment is made under this sub-
section and which is furnished on a rental basis shall con-
tinue to supply the item without charge (other than a 
charge provided under this subsection for the maintenance 
and servicing of the item) after rental payments may no 
longer be made under this subsection. If a supplier know-
ingly and willfully violates the previous sentence, the Sec-
retary may apply sanctions against the supplier under sec-
tion 1842(j)(2) in the same manner such sanctions may 
apply with respect to a physician. 

(B) REQUIREMENT OF PHYSICIAN ORDER.— 
(i) IN GENERAL.—The Secretary is authorized to re-

quire, for specified covered items, that payment may 
be made under this subsection with respect to the item 
only if a physician enrolled under section 1866(j) or an 
eligible professional under section 1848(k)(3)(B) that is 
enrolled under section 1866(j) has communicated to 
the supplier, before delivery of the item, a written 
order for the item. 
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(ii) REQUIREMENT FOR FACE TO FACE ENCOUNTER.— 
The Secretary shall require that such an order be 
written pursuant to øthe physician documenting that¿ 
a physician, a physician assistant, a nurse practi-
tioner, or a clinical nurse specialist (as those terms are 
defined in section 1861(aa)(5)) øhas had a face-to-face 
encounter¿ documenting such physician, physician as-
sistant, practitioner, or specialist has had a face-to-face 
encounter (including through use of telehealth under 
subsection (m) and other than with respect to encoun-
ters that are incident to services involved) with the in-
dividual involved during the 6-month period preceding 
such written order, or other reasonable timeframe as 
determined by the Secretary. 

(12) REGIONAL CARRIERS.—The Secretary may designate, by 
regulation under section 1842, one carrier for one or more en-
tire regions to process all claims within the region for covered 
items under this section. 

(13) COVERED ITEM.—In this subsection, the term ‘‘covered 
item’’ means durable medical equipment (as defined in section 
1861(n)), including such equipment described in section 
1861(m)(5), but not including implantable items for which pay-
ment may be made under section 1833(t). 

(14) COVERED ITEM UPDATE.—In this subsection, the term 
‘‘covered item update’’ means, with respect to a year— 

(A) for 1991 and 1992, the percentage increase in the 
consumer price index for all urban consumers (U.S. city 
average) for the 12-month period ending with June of the 
previous year reduced by 1 percentage point; 

(B) for 1993, 1994, 1995, 1996, and 1997, the percentage 
increase in the consumer price index for all urban con-
sumers (U.S. city average) for the 12-month period ending 
with June of the previous year; 

(C) for each of the years 1998 through 2000, 0 percent-
age points; 

(D) for 2001, the percentage increase in the consumer 
price index for all urban consumers (U.S. city average) for 
the 12-month period ending with June 2000; 

(E) for 2002, 0 percentage points; 
(F) for 2003, the percentage increase in the consumer 

price index for all urban consumers (U.S. urban average) 
for the 12-month period ending with June of 2002; 

(G) for 2004 through 2006— 
(i) subject to clause (ii), in the case of class III med-

ical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage increase described in sub-
paragraph (B) for the year involved; and 

(ii) in the case of covered items not described in 
clause (i), 0 percentage points; 

(H) for 2007— 
(i) subject to clause (ii), in the case of class III med-

ical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage change determined by the 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00139 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



134 

Secretary to be appropriate taking into account rec-
ommendations contained in the report of the Comp-
troller General of the United States under section 
302(c)(1)(B) of the Medicare Prescription Drug, Im-
provement, and Modernization Act of 2003; and 

(ii) in the case of covered items not described in 
clause (i), 0 percentage points; 

(I) for 2008— 
(i) subject to clause (ii), in the case of class III med-

ical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage increase described in sub-
paragraph (B) (as applied to the payment amount for 
2007 determined after the application of the percent-
age change under subparagraph (H)(i)); and 

(ii) in the case of covered items not described in 
clause (i), 0 percentage points; 

(J) for 2009— 
(i) in the case of items and services furnished in any 

geographic area, if such items or services were se-
lected for competitive acquisition in any area under 
the competitive acquisition program under section 
1847(a)(1)(B)(i)(I) before July 1, 2008, including re-
lated accessories but only if furnished with such items 
and services selected for such competition and diabetic 
supplies but only if furnished through mail order, - 9.5 
percent; or 

(ii) in the case of other items and services, the per-
centage increase in the consumer price index for all 
urban consumers (U.S. urban average) for the 12- 
month period ending with June 2008; 

(K) for 2010, the percentage increase in the consumer 
price index for all urban consumers (U.S. urban average) 
for the 12-month period ending with June of the previous 
year; and 

(L) for 2011 and each subsequent year— 
(i) the percentage increase in the consumer price 

index for all urban consumers (United States city av-
erage) for the 12-month period ending with June of 
the previous year, reduced by— 

(ii) the productivity adjustment described in section 
1886(b)(3)(B)(xi)(II). 

The application of subparagraph (L)(ii) may result in the cov-
ered item update under this paragraph being less than 0.0 for 
a year, and may result in payment rates under this subsection 
for a year being less than such payment rates for the preceding 
year. 

(15) ADVANCE DETERMINATIONS OF COVERAGE FOR CERTAIN 
ITEMS.— 

(A) DEVELOPMENT OF LISTS OF ITEMS BY SECRETARY.— 
The Secretary may develop and periodically update a list 
of items for which payment may be made under this sub-
section that the Secretary determines, on the basis of prior 
payment experience, are frequently subject to unnecessary 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00140 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



135 

utilization throughout a carrier’s entire service area or a 
portion of such area. 

(B) DEVELOPMENT OF LISTS OF SUPPLIERS BY SEC-
RETARY.—The Secretary may develop and periodically up-
date a list of suppliers of items for which payment may be 
made under this subsection with respect to whom— 

(i) the Secretary has found that a substantial num-
ber of claims for payment under this part for items 
furnished by the supplier have been denied on the 
basis of the application of section 1862(a)(1); or 

(ii) the Secretary has identified a pattern of over-
utilization resulting from the business practice of the 
supplier. 

(C) DETERMINATIONS OF COVERAGE IN ADVANCE.—A car-
rier shall determine in advance of delivery of an item 
whether payment for the item may not be made because 
the item is not covered or because of the application of sec-
tion 1862(a)(1) if— 

(i) the item is included on the list developed by the 
Secretary under subparagraph (A); 

(ii) the item is furnished by a supplier included on 
the list developed by the Secretary under subpara-
graph (B); or 

(iii) the item is a customized item (other than inex-
pensive items specified by the Secretary) and the pa-
tient to whom the item is to be furnished or the sup-
plier requests that such advance determination be 
made. 

(16) DISCLOSURE OF INFORMATION AND SURETY BOND.—The 
Secretary shall not provide for the issuance (or renewal) of a 
provider number for a supplier of durable medical equipment, 
for purposes of payment under this part for durable medical 
equipment furnished by the supplier, unless the supplier pro-
vides the Secretary on a continuing basis— 

(A) with— 
(i) full and complete information as to the identity 

of each person with an ownership or control interest 
(as defined in section 1124(a)(3)) in the supplier or in 
any subcontractor (as defined by the Secretary in reg-
ulations) in which the supplier directly or indirectly 
has a 5 percent or more ownership interest; and 

(ii) to the extent determined to be feasible under 
regulations of the Secretary, the name of any dis-
closing entity (as defined in section 1124(a)(2)) with 
respect to which a person with such an ownership or 
control interest in the supplier is a person with such 
an ownership or control interest in the disclosing enti-
ty; and 

(B) with a surety bond in a form specified by the Sec-
retary and in an amount that is not less than $50,000 that 
the Secretary determines is commensurate with the vol-
ume of the billing of the supplier. 

The Secretary may waive the requirement of a bond under sub-
paragraph (B) in the case of a supplier that provides a com-
parable surety bond under State law. The Secretary, at the 
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Secretary’s discretion, may impose the requirements of the 
first sentence with respect to some or all providers of items or 
services under part A or some or all suppliers or other persons 
(other than physicians or other practitioners, as defined in sec-
tion 1842(b)(18)(C)) who furnish items or services under this 
part. 

(17) PROHIBITION AGAINST UNSOLICITED TELEPHONE CON-
TACTS BY SUPPLIERS.— 

(A) IN GENERAL.—A supplier of a covered item under 
this subsection may not contact an individual enrolled 
under this part by telephone regarding the furnishing of a 
covered item to the individual unless 1 of the following ap-
plies: 

(i) The individual has given written permission to 
the supplier to make contact by telephone regarding 
the furnishing of a covered item. 

(ii) The supplier has furnished a covered item to the 
individual and the supplier is contacting the indi-
vidual only regarding the furnishing of such covered 
item. 

(iii) If the contact is regarding the furnishing of a 
covered item other than a covered item already fur-
nished to the individual, the supplier has furnished at 
least 1 covered item to the individual during the 15- 
month period preceding the date on which the supplier 
makes such contact. 

(B) PROHIBITING PAYMENT FOR ITEMS FURNISHED SUBSE-
QUENT TO UNSOLICITED CONTACTS.—If a supplier know-
ingly contacts an individual in violation of subparagraph 
(A), no payment may be made under this part for any item 
subsequently furnished to the individual by the supplier. 

(C) EXCLUSION FROM PROGRAM FOR SUPPLIERS ENGAGING 
IN PATTERN OF UNSOLICITED CONTACTS.—If a supplier 
knowingly contacts individuals in violation of subpara-
graph (A) to such an extent that the supplier’s conduct es-
tablishes a pattern of contacts in violation of such subpara-
graph, the Secretary shall exclude the supplier from par-
ticipation in the programs under this Act, in accordance 
with the procedures set forth in subsections (c), (f), and (g) 
of section 1128. 

(18) REFUND OF AMOUNTS COLLECTED FOR CERTAIN DIS-
ALLOWED ITEMS.— 

(A) IN GENERAL.—If a nonparticipating supplier fur-
nishes to an individual enrolled under this part a covered 
item for which no payment may be made under this part 
by reason of paragraph (17)(B), the supplier shall refund 
on a timely basis to the patient (and shall be liable to the 
patient for) any amounts collected from the patient for the 
item, unless— 

(i) the supplier establishes that the supplier did not 
know and could not reasonably have been expected to 
know that payment may not be made for the item by 
reason of paragraph (17)(B), or 

(ii) before the item was furnished, the patient was 
informed that payment under this part may not be 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00142 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



137 

made for that item and the patient has agreed to pay 
for that item. 

(B) SANCTIONS.—If a supplier knowingly and willfully 
fails to make refunds in violation of subparagraph (A), the 
Secretary may apply sanctions against the supplier in ac-
cordance with section 1842(j)(2). 

(C) NOTICE.—Each carrier with a contract in effect 
under this part with respect to suppliers of covered items 
shall send any notice of denial of payment for covered 
items by reason of paragraph (17)(B) and for which pay-
ment is not requested on an assignment-related basis to 
the supplier and the patient involved. 

(D) TIMELY BASIS DEFINED.—A refund under subpara-
graph (A) is considered to be on a timely basis only if— 

(i) in the case of a supplier who does not request re-
consideration or seek appeal on a timely basis, the re-
fund is made within 30 days after the date the sup-
plier receives a denial notice under subparagraph (C), 
or 

(ii) in the case in which such a reconsideration or 
appeal is taken, the refund is made within 15 days 
after the date the supplier receives notice of an ad-
verse determination on reconsideration or appeal. 

(19) CERTAIN UPGRADED ITEMS.— 
(A) INDIVIDUAL’S RIGHT TO CHOOSE UPGRADED ITEM.— 

Notwithstanding any other provision of this title, the Sec-
retary may issue regulations under which an individual 
may purchase or rent from a supplier an item of upgraded 
durable medical equipment for which payment would be 
made under this subsection if the item were a standard 
item. 

(B) PAYMENTS TO SUPPLIER.—In the case of the purchase 
or rental of an upgraded item under subparagraph (A)— 

(i) the supplier shall receive payment under this 
subsection with respect to such item as if such item 
were a standard item; and 

(ii) the individual purchasing or renting the item 
shall pay the supplier an amount equal to the dif-
ference between the supplier’s charge and the amount 
under clause (i). 

In no event may the supplier’s charge for an upgraded 
item exceed the applicable fee schedule amount (if any) for 
such item. 

(C) CONSUMER PROTECTION SAFEGUARDS.—Any regula-
tions under subparagraph (A) shall provide for consumer 
protection standards with respect to the furnishing of up-
graded equipment under subparagraph (A). Such regula-
tions shall provide for— 

(i) determination of fair market prices with respect 
to an upgraded item; 

(ii) full disclosure of the availability and price of 
standard items and proof of receipt of such disclosure 
information by the beneficiary before the furnishing of 
the upgraded item; 
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(iii) conditions of participation for suppliers in the 
billing arrangement; 

(iv) sanctions of suppliers who are determined to en-
gage in coercive or abusive practices, including exclu-
sion; and 

(v) such other safeguards as the Secretary deter-
mines are necessary. 

(20) IDENTIFICATION OF QUALITY STANDARDS.— 
(A) IN GENERAL.—Subject to subparagraph (C), the Sec-

retary shall establish and implement quality standards for 
suppliers of items and services described in subparagraph 
(D) to be applied by recognized independent accreditation 
organizations (as designated under subparagraph (B)) and 
with which such suppliers shall be required to comply in 
order to— 

(i) furnish any such item or service for which pay-
ment is made under this part; and 

(ii) receive or retain a provider or supplier number 
used to submit claims for reimbursement for any such 
item or service for which payment may be made under 
this title. 

(B) DESIGNATION OF INDEPENDENT ACCREDITATION ORGA-
NIZATIONS.—Not later than the date that is 1 year after 
the date on which the Secretary implements the quality 
standards under subparagraph (A), notwithstanding sec-
tion 1865(a), the Secretary shall designate and approve 
one or more independent accreditation organizations for 
purposes of such subparagraph. 

(C) QUALITY STANDARDS.—The quality standards de-
scribed in subparagraph (A) may not be less stringent than 
the quality standards that would otherwise apply if this 
paragraph did not apply and shall include consumer serv-
ices standards. 

(D) ITEMS AND SERVICES DESCRIBED.—The items and 
services described in this subparagraph are the following 
items and services, as the Secretary determines appro-
priate: 

(i) Covered items (as defined in paragraph (13)) for 
which payment may otherwise be made under this 
subsection. 

(ii) Prosthetic devices and orthotics and prosthetics 
described in section 1834(h)(4). 

(iii) Items and services described in section 
1842(s)(2). 

(E) IMPLEMENTATION.—The Secretary may establish by 
program instruction or otherwise the quality standards 
under this paragraph, including subparagraph (F), after 
consultation with representatives of relevant parties. Such 
standards shall be applied prospectively and shall be pub-
lished on the Internet website of the Centers for Medicare 
& Medicaid Services. 

(F) APPLICATION OF ACCREDITATION REQUIREMENT.—In 
implementing quality standards under this paragraph— 

(i) subject to clause (ii) and subparagraph (G), the 
Secretary shall require suppliers furnishing items and 
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services described in subparagraph (D) on or after Oc-
tober 1, 2009, directly or as a subcontractor for an-
other entity, to have submitted to the Secretary evi-
dence of accreditation by an accreditation organization 
designated under subparagraph (B) as meeting appli-
cable quality standards, except that the Secretary 
shall not require under this clause pharmacies to ob-
tain such accreditation before January 1, 2010, except 
that the Secretary shall not require a pharmacy to 
have submitted to the Secretary such evidence of ac-
creditation prior to January 1, 2011; and 

(ii) in applying such standards and the accreditation 
requirement of clause (i) with respect to eligible pro-
fessionals (as defined in section 1848(k)(3)(B)), and in-
cluding such other persons, such as orthotists and 
prosthetists, as specified by the Secretary, furnishing 
such items and services— 

(I) such standards and accreditation require-
ment shall not apply to such professionals and 
persons unless the Secretary determines that the 
standards being applied are designed specifically 
to be applied to such professionals and persons; 
and 

(II) the Secretary may exempt such profes-
sionals and persons from such standards and re-
quirement if the Secretary determines that licens-
ing, accreditation, or other mandatory quality re-
quirements apply to such professionals and per-
sons with respect to the furnishing of such items 
and services. 

(G) APPLICATION OF ACCREDITATION REQUIREMENT TO 
CERTAIN PHARMACIES.— 

(i) IN GENERAL.—With respect to items and services 
furnished on or after January 1, 2011, in imple-
menting quality standards under this paragraph— 

(I) subject to subclause (II), in applying such 
standards and the accreditation requirement of 
subparagraph (F)(i) with respect to pharmacies 
described in clause (ii) furnishing such items and 
services, such standards and accreditation re-
quirement shall not apply to such pharmacies; 
and 

(II) the Secretary may apply to such pharmacies 
an alternative accreditation requirement estab-
lished by the Secretary if the Secretary deter-
mines such alternative accreditation requirement 
is more appropriate for such pharmacies. 

(ii) PHARMACIES DESCRIBED.—A pharmacy described 
in this clause is a pharmacy that meets each of the fol-
lowing criteria: 

(I) The total billings by the pharmacy for such 
items and services under this title are less than 5 
percent of total pharmacy sales, as determined 
based on the average total pharmacy sales for the 
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previous 3 calendar years, 3 fiscal years, or other 
yearly period specified by the Secretary. 

(II) The pharmacy has been enrolled under sec-
tion 1866(j) as a supplier of durable medical 
equipment, prosthetics, orthotics, and supplies, 
has been issued (which may include the renewal 
of) a provider number for at least 5 years, and for 
which a final adverse action (as defined in section 
424.57(a) of title 42, Code of Federal Regulations) 
has not been imposed in the past 5 years. 

(III) The pharmacy submits to the Secretary an 
attestation, in a form and manner, and at a time, 
specified by the Secretary, that the pharmacy 
meets the criteria described in subclauses (I) and 
(II). Such attestation shall be subject to section 
1001 of title 18, United States Code. 

(IV) The pharmacy agrees to submit materials 
as requested by the Secretary, or during the 
course of an audit conducted on a random sample 
of pharmacies selected annually, to verify that the 
pharmacy meets the criteria described in sub-
clauses (I) and (II). Materials submitted under the 
preceding sentence shall include a certification by 
an accountant on behalf of the pharmacy or the 
submission of tax returns filed by the pharmacy 
during the relevant periods, as requested by the 
Secretary. 

(21) SPECIAL PAYMENT RULE FOR SPECIFIED ITEMS AND SUP-
PLIES.— 

(A) IN GENERAL.—Notwithstanding the preceding provi-
sions of this subsection, for specified items and supplies 
(described in subparagraph (B)) furnished during 2005, the 
payment amount otherwise determined under this sub-
section for such specified items and supplies shall be re-
duced by the percentage difference between— 

(i) the amount of payment otherwise determined for 
the specified item or supply under this subsection for 
2002, and 

(ii) the amount of payment for the specified item or 
supply under chapter 89 of title 5, United States Code, 
as identified in the column entitled ‘‘Median FEHP 
Price’’ in the table entitled ‘‘SUMMARY OF MEDI-
CARE PRICES COMPARED TO VA, MEDICAID, RE-
TAIL, AND FEHP PRICES FOR 16 ITEMS’’ included 
in the Testimony of the Inspector General before the 
Senate Committee on Appropriations, June 12, 2002, 
or any subsequent report by the Inspector General. 

(B) SPECIFIED ITEM OR SUPPLY DESCRIBED.—For purposes 
of subparagraph (A), a specified item or supply means oxy-
gen and oxygen equipment, standard wheelchairs (includ-
ing standard power wheelchairs), nebulizers, diabetic sup-
plies consisting of lancets and testing strips, hospital beds, 
and air mattresses, but only if the HCPCS code for the 
item or supply is identified in a table referred to in sub-
paragraph (A)(ii). 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00146 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



141 

(C) APPLICATION OF UPDATE TO SPECIAL PAYMENT 
AMOUNT.—The covered item update under paragraph (14) 
for specified items and supplies for 2006 and each subse-
quent year shall be applied to the payment amount under 
subparagraph (A) unless payment is made for such items 
and supplies under section 1847. 

(22) SPECIAL PAYMENT RULE FOR DIABETIC SUPPLIES.—Not-
withstanding the preceding provisions of this subsection, for 
purposes of determining the payment amount under this sub-
section for diabetic supplies furnished on or after the first day 
of the calendar quarter during 2013 that is at least 30 days 
after the date of the enactment of this paragraph and before 
the date described in paragraph (1)(H)(ii), the Secretary shall 
recalculate and apply the covered item update under para-
graph (14) as if subparagraph (J)(i) of such paragraph was 
amended by striking ‘‘but only if furnished through mail 
order’’. 

(b) FEE SCHEDULES FOR RADIOLOGIST SERVICES.— 
(1) DEVELOPMENT.—The Secretary shall develop— 

(A) a relative value scale to serve as the basis for the 
payment for radiologist services under this part, and 

(B) using such scale and appropriate conversion factors 
and subject to subsection (c)(1)(A), fee schedules (on a re-
gional, statewide, locality, or carrier service area basis) for 
payment for radiologist services under this part, to be im-
plemented for such services furnished during 1989. 

(2) CONSULTATION.—In carrying out paragraph (1), the Sec-
retary shall regularly consult closely with the Physician Pay-
ment Review Commission, the American College of Radiology, 
and other organizations representing physicians or suppliers 
who furnish radiologist services and shall share with them the 
data and data analysis being used to make the determinations 
under paragraph (1), including data on variations in current 
medicare payments by geographic area, and by service and 
physician specialty. 

(3) CONSIDERATIONS.—In developing the relative value scale 
and fee schedules under paragraph (1), the Secretary— 

(A) shall take into consideration variations in the cost of 
furnishing such services among geographic areas and 
among different sites where services are furnished, and 

(B) may also take into consideration such other factors 
respecting the manner in which physicians in different 
specialties furnish such services as may be appropriate to 
assure that payment amounts are equitable and designed 
to promote effective and efficient provision of radiologist 
services by physicians in the different specialties. 

(4) SAVINGS.— 
(A) BUDGET NEUTRAL FEE SCHEDULES.—The Secretary 

shall develop preliminary fee schedules for 1989, which are 
designed to result in the same amount of aggregate pay-
ments (net of any coinsurance and deductibles under sec-
tions 1833(a)(1)(J) and 1833(b)) for radiologist services fur-
nished in 1989 as would have been made if this subsection 
had not been enacted. 
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(B) INITIAL SAVINGS.—The fee schedules established for 
payment purposes under this subsection for services fur-
nished in 1989 shall be 97 percent of the amounts per-
mitted under these preliminary fee schedules developed 
under subparagraph (A). 

(C) 1990 FEE SCHEDULES.—For radiologist services (other 
than portable X-ray services) furnished under this part 
during 1990, after March 31 of such year, the conversion 
factors used under this subsection shall be 96 percent of 
the conversion factors that applied under this subsection 
as of December 31, 1989. 

(D) 1991 FEE SCHEDULES.—For radiologist services (other 
than portable X-ray services) furnished under this part 
during 1991, the conversion factors used in a locality 
under this subsection shall, subject to clause (vii), be re-
duced to the adjusted conversion factor for the locality de-
termined as follows: 

(i) NATIONAL WEIGHTED AVERAGE CONVERSION FAC-
TOR.—The Secretary shall estimate the national 
weighted average of the conversion factors used under 
this subsection for services furnished during 1990 be-
ginning on April 1, using the best available data. 

(ii) REDUCED NATIONAL WEIGHTED AVERAGE.—The 
national weighted average estimated under clause (i) 
shall be reduced by 13 percent. 

(iii) COMPUTATION OF 1990 LOCALITY INDEX RELATIVE 
TO NATIONAL AVERAGE.—The Secretary shall establish 
an index which reflects, for each locality, the ratio of 
the conversion factor used in the locality under this 
subsection to the national weighted average estimated 
under clause (i). 

(iv) ADJUSTED CONVERSION FACTOR.—The adjusted 
conversion factor for the professional or technical com-
ponent of a service in a locality is the sum of 1⁄2 of the 
locally-adjusted amount determined under clause (v) 
and 1⁄2 of the GPCI-adjusted amount determined 
under clause (vi). 

(v) LOCALLY-ADJUSTED AMOUNT.—For purposes of 
clause (iv), the locally adjusted amount determined 
under this clause is the product of (I) the national 
weighted average conversion factor computed under 
clause (ii), and (II) the index value established under 
clause (iii) for the locality. 

(vi) GPCI-ADJUSTED AMOUNT.—For purposes of 
clause (iv), the GPCI-adjusted amount determined 
under this clause is the sum of— 

(I) the product of (a) the portion of the reduced 
national weighted average conversion factor com-
puted under clause (ii) which is attributable to 
physician work and (b) the geographic work index 
value for the locality (specified in Addendum C to 
the Model Fee Schedule for Physician Services 
(published on September 4, 1990, 55 Federal Reg-
ister pp. 36238–36243)); and 
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(II) the product of (a) the remaining portion of 
the reduced national weighted average conversion 
factor computed under clause (ii), and (b) the geo-
graphic practice cost index value specified in sec-
tion 1842(b)(14)(C)(iv) for the locality. 

In applying this clause with respect to the professional 
component of a service, 80 percent of the conversion 
factor shall be considered to be attributable to physi-
cian work and with respect to the technical component 
of the service, 0 percent shall be considered to be at-
tributable to physician work. 

(vii) LIMITS ON CONVERSION FACTOR.—The conver-
sion factor to be applied to a locality to the profes-
sional or technical component of a service shall not be 
reduced under this subparagraph by more than 9.5 
percent below the conversion factor applied in the lo-
cality under subparagraph (C) to such component, but 
in no case shall the conversion factor be less than 60 
percent of the national weighted average of the con-
version factors (computed under clause (i)). 

(E) RULE FOR CERTAIN SCANNING SERVICES.—In the case 
of the technical components of magnetic resonance imaging 
(MRI) services and computer assisted tomography (CAT) 
services furnished after December 31, 1990, the amount 
otherwise payable shall be reduced by 10 percent. 

(F) SUBSEQUENT UPDATING.—For radiologist services fur-
nished in subsequent years, the fee schedules shall be the 
schedules for the previous year updated by the percentage 
increase in the MEI (as defined in section 1842(i)(3)) for 
the year. 

(G) NONPARTICIPATING PHYSICIANS AND SUPPLIERS.— 
Each fee schedule so established shall provide that the 
payment rate recognized for nonparticipating physicians 
and suppliers is equal to the appropriate percent (as de-
fined in section 1842(b)(4)(A)(iv)) of the payment rate rec-
ognized for participating physicians and suppliers. 

(5) LIMITING CHARGES OF NONPARTICIPATING PHYSICIANS AND 
SUPPLIERS.— 

(A) IN GENERAL.—In the case of radiologist services fur-
nished after January 1, 1989, for which payment is made 
under a fee schedule under this subsection, if a nonpartici-
pating physician or supplier furnishes the service to an in-
dividual entitled to benefits under this part, the physician 
or supplier may not charge the individual more than the 
limiting charge (as defined in subparagraph (B)). 

(B) LIMITING CHARGE DEFINED.—In subparagraph (A), 
the term ‘‘limiting charge’’ means, with respect to a service 
furnished— 

(i) in 1989, 125 percent of the amount specified for 
the service in the appropriate fee schedule established 
under paragraph (1), 

(ii) in 1990, 120 percent of the amount specified for 
the service in the appropriate fee schedule established 
under paragraph (1), and 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00149 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



144 

(iii) after 1990, 115 percent of the amount specified 
for the service in the appropriate fee schedule estab-
lished under paragraph (1). 

(C) ENFORCEMENT.—If a physician or supplier knowingly 
and willfully bills in violation of subparagraph (A), the 
Secretary may apply sanctions against such physician or 
supplier in accordance with section 1842(j)(2) in the same 
manner as such sanctions may apply to a physician. 

(6) RADIOLOGIST SERVICES DEFINED.—For the purposes of 
this subsection and section 1833(a)(1)(J), the term ‘‘radiologist 
services’’ only includes radiology services performed by, or 
under the direction or supervision of, a physician— 

(A) who is certified, or eligible to be certified, by the 
American Board of Radiology, or 

(B) for whom radiology services account for at least 50 
percent of the total amount of charges made under this 
part. 

(c) PAYMENT AND STANDARDS FOR SCREENING MAMMOGRAPHY.— 
(1) IN GENERAL.—With respect to expenses incurred for 

screening mammography (as defined in section 1861(jj)), pay-
ment may be made only— 

(A) for screening mammography conducted consistent 
with the frequency permitted under paragraph (2); and 

(B) if the screening mammography is conducted by a fa-
cility that has a certificate (or provisional certificate) 
issued under section 354 of the Public Health Service Act. 

(2) FREQUENCY COVERED.— 
(A) IN GENERAL.—Subject to revision by the Secretary 

under subparagraph (B)— 
(i) no payment may be made under this part for 

screening mammography performed on a woman 
under 35 years of age; 

(ii) payment may be made under this part for only 
one screening mammography performed on a woman 
over 34 years of age, but under 40 years of age; and 

(iii) in the case of a woman over 39 years of age, 
payment may not be made under this part for screen-
ing mammography performed within 11 months fol-
lowing the month in which a previous screening mam-
mography was performed. 

(B) REVISION OF FREQUENCY.— 
(i) REVIEW.—The Secretary, in consultation with the 

Director of the National Cancer Institute, shall review 
periodically the appropriate frequency for performing 
screening mammography, based on age and such other 
factors as the Secretary believes to be pertinent. 

(ii) REVISION OF FREQUENCY.—The Secretary, taking 
into consideration the review made under clause (i), 
may revise from time to time the frequency with 
which screening mammography may be paid for under 
this subsection. 

(d) FREQUENCY LIMITS AND PAYMENT FOR COLORECTAL CANCER 
SCREENING TESTS.— 

(1) SCREENING FECAL-OCCULT BLOOD TESTS.— 
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(A) PAYMENT AMOUNT.—The payment amount for 
colorectal cancer screening tests consisting of screening 
fecal-occult blood tests is equal to the payment amount es-
tablished for diagnostic fecal-occult blood tests under sec-
tion 1833(h). 

(B) FREQUENCY LIMIT.—No payment may be made under 
this part for a colorectal cancer screening test consisting of 
a screening fecal-occult blood test— 

(i) if the individual is under 50 years of age; or 
(ii) if the test is performed within the 11 months 

after a previous screening fecal-occult blood test. 
(2) SCREENING FLEXIBLE SIGMOIDOSCOPIES.— 

(A) FEE SCHEDULE.—With respect to colorectal cancer 
screening tests consisting of screening flexible 
sigmoidoscopies, payment under section 1848 shall be con-
sistent with payment under such section for similar or re-
lated services. 

(B) PAYMENT LIMIT.—In the case of screening flexible 
sigmoidoscopy services, payment under this part shall not 
exceed such amount as the Secretary specifies, based upon 
the rates recognized for diagnostic flexible sigmoidoscopy 
services. 

(C) FACILITY PAYMENT LIMIT.— 
(i) IN GENERAL.—Notwithstanding subsections 

(i)(2)(A) and (t) of section 1833, in the case of screen-
ing flexible sigmoidoscopy services furnished on or 
after January 1, 1999, that— 

(I) in accordance with regulations, may be per-
formed in an ambulatory surgical center and for 
which the Secretary permits ambulatory surgical 
center payments under this part, and 

(II) are performed in an ambulatory surgical 
center or hospital outpatient department, 

payment under this part shall be based on the lesser 
of the amount under the fee schedule that would apply 
to such services if they were performed in a hospital 
outpatient department in an area or the amount under 
the fee schedule that would apply to such services if 
they were performed in an ambulatory surgical center 
in the same area. 

(ii) LIMITATION ON COINSURANCE.—Notwithstanding 
any other provision of this title, in the case of a bene-
ficiary who receives the services described in clause 
(i)— 

(I) in computing the amount of any applicable 
copayment, the computation of such coinsurance 
shall be based upon the fee schedule under which 
payment is made for the services, and 

(II) the amount of such coinsurance is equal to 
25 percent of the payment amount under the fee 
schedule described in subclause (I). 

(D) SPECIAL RULE FOR DETECTED LESIONS.—If during the 
course of such screening flexible sigmoidoscopy, a lesion or 
growth is detected which results in a biopsy or removal of 
the lesion or growth, payment under this part shall not be 
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made for the screening flexible sigmoidoscopy but shall be 
made for the procedure classified as a flexible 
sigmoidoscopy with such biopsy or removal. 

(E) FREQUENCY LIMIT.—No payment may be made under 
this part for a colorectal cancer screening test consisting of 
a screening flexible sigmoidoscopy— 

(i) if the individual is under 50 years of age; or 
(ii) if the procedure is performed within the 47 

months after a previous screening flexible 
sigmoidoscopy or, in the case of an individual who is 
not at high risk for colorectal cancer, if the procedure 
is performed within the 119 months after a previous 
screening colonoscopy. 

(3) SCREENING COLONOSCOPY.— 
(A) FEE SCHEDULE.—With respect to colorectal cancer 

screening test consisting of a screening colonoscopy, pay-
ment under section 1848 shall be consistent with payment 
amounts under such section for similar or related services. 

(B) PAYMENT LIMIT.—In the case of screening 
colonoscopy services, payment under this part shall not ex-
ceed such amount as the Secretary specifies, based upon 
the rates recognized for diagnostic colonoscopy services. 

(C) FACILITY PAYMENT LIMIT.— 
(i) IN GENERAL.—Notwithstanding subsections 

(i)(2)(A) and (t) of section 1833, in the case of screen-
ing colonoscopy services furnished on or after January 
1, 1999, that are performed in an ambulatory surgical 
center or a hospital outpatient department, payment 
under this part shall be based on the lesser of the 
amount under the fee schedule that would apply to 
such services if they were performed in a hospital out-
patient department in an area or the amount under 
the fee schedule that would apply to such services if 
they were performed in an ambulatory surgical center 
in the same area. 

(ii) LIMITATION ON COINSURANCE.—Notwithstanding 
any other provision of this title, in the case of a bene-
ficiary who receives the services described in clause 
(i)— 

(I) in computing the amount of any applicable 
coinsurance, the computation of such coinsurance 
shall be based upon the fee schedule under which 
payment is made for the services, and 

(II) the amount of such coinsurance is equal to 
25 percent of the payment amount under the fee 
schedule described in subclause (I). 

(D) SPECIAL RULE FOR DETECTED LESIONS.—If during the 
course of such screening colonoscopy, a lesion or growth is 
detected which results in a biopsy or removal of the lesion 
or growth, payment under this part shall not be made for 
the screening colonoscopy but shall be made for the proce-
dure classified as a colonoscopy with such biopsy or re-
moval. 

(E) FREQUENCY LIMIT.—No payment may be made under 
this part for a colorectal cancer screening test consisting of 
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a screening colonoscopy for individuals at high risk for 
colorectal cancer if the procedure is performed within the 
23 months after a previous screening colonoscopy or for 
other individuals if the procedure is performed within the 
119 months after a previous screening colonoscopy or with-
in 47 months after a previous screening flexible 
sigmoidoscopy. 

(e) ACCREDITATION REQUIREMENT FOR ADVANCED DIAGNOSTIC IM-
AGING SERVICES.— 

(1) IN GENERAL.— 
(A) IN GENERAL.—Beginning with January 1, 2012, with 

respect to the technical component of advanced diagnostic 
imaging services for which payment is made under the fee 
schedule established under section 1848(b) and that are 
furnished by a supplier, payment may only be made if 
such supplier is accredited by an accreditation organiza-
tion designated by the Secretary under paragraph (2)(B)(i). 

(B) ADVANCED DIAGNOSTIC IMAGING SERVICES DEFINED.— 
In this subsection, the term ‘‘advanced diagnostic imaging 
services’’ includes— 

(i) diagnostic magnetic resonance imaging, computed 
tomography, and nuclear medicine (including positron 
emission tomography); and 

(ii) such other diagnostic imaging services, including 
services described in section 1848(b)(4)(B) (excluding 
X-ray, ultrasound, and fluoroscopy), as specified by the 
Secretary in consultation with physician specialty or-
ganizations and other stakeholders. 

(C) SUPPLIER DEFINED.—In this subsection, the term 
‘‘supplier’’ has the meaning given such term in section 
1861(d). 

(2) ACCREDITATION ORGANIZATIONS.— 
(A) FACTORS FOR DESIGNATION OF ACCREDITATION ORGA-

NIZATIONS.—The Secretary shall consider the following fac-
tors in designating accreditation organizations under sub-
paragraph (B)(i) and in reviewing and modifying the list of 
accreditation organizations designated pursuant to sub-
paragraph (C): 

(i) The ability of the organization to conduct timely 
reviews of accreditation applications. 

(ii) Whether the organization has established a proc-
ess for the timely integration of new advanced diag-
nostic imaging services into the organization’s accredi-
tation program. 

(iii) Whether the organization uses random site vis-
its, site audits, or other strategies for ensuring accred-
ited suppliers maintain adherence to the criteria de-
scribed in paragraph (3). 

(iv) The ability of the organization to take into ac-
count the capacities of suppliers located in a rural 
area (as defined in section 1886(d)(2)(D)). 

(v) Whether the organization has established rea-
sonable fees to be charged to suppliers applying for ac-
creditation. 
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(vi) Such other factors as the Secretary determines 
appropriate. 

(B) DESIGNATION.—Not later than January 1, 2010, the 
Secretary shall designate organizations to accredit sup-
pliers furnishing the technical component of advanced di-
agnostic imaging services. The list of accreditation organi-
zations so designated may be modified pursuant to sub-
paragraph (C). 

(C) REVIEW AND MODIFICATION OF LIST OF ACCREDITA-
TION ORGANIZATIONS.— 

(i) IN GENERAL.—The Secretary shall review the list 
of accreditation organizations designated under sub-
paragraph (B) taking into account the factors under 
subparagraph (A). Taking into account the results of 
such review, the Secretary may, by regulation, modify 
the list of accreditation organizations designated 
under subparagraph (B). 

(ii) SPECIAL RULE FOR ACCREDITATIONS DONE PRIOR 
TO REMOVAL FROM LIST OF DESIGNATED ACCREDITATION 
ORGANIZATIONS.—In the case where the Secretary re-
moves an organization from the list of accreditation or-
ganizations designated under subparagraph (B), any 
supplier that is accredited by the organization during 
the period beginning on the date on which the organi-
zation is designated as an accreditation organization 
under subparagraph (B) and ending on the date on 
which the organization is removed from such list shall 
be considered to have been accredited by an organiza-
tion designated by the Secretary under subparagraph 
(B) for the remaining period such accreditation is in 
effect. 

(3) CRITERIA FOR ACCREDITATION.—The Secretary shall estab-
lish procedures to ensure that the criteria used by an accredi-
tation organization designated under paragraph (2)(B) to 
evaluate a supplier that furnishes the technical component of 
advanced diagnostic imaging services for the purpose of accred-
itation of such supplier is specific to each imaging modality. 
Such criteria shall include— 

(A) standards for qualifications of medical personnel who 
are not physicians and who furnish the technical compo-
nent of advanced diagnostic imaging services; 

(B) standards for qualifications and responsibilities of 
medical directors and supervising physicians, including 
standards that recognize the considerations described in 
paragraph (4); 

(C) procedures to ensure that equipment used in fur-
nishing the technical component of advanced diagnostic 
imaging services meets performance specifications; 

(D) standards that require the supplier have procedures 
in place to ensure the safety of persons who furnish the 
technical component of advanced diagnostic imaging serv-
ices and individuals to whom such services are furnished; 

(E) standards that require the establishment and main-
tenance of a quality assurance and quality control program 
by the supplier that is adequate and appropriate to ensure 
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the reliability, clarity, and accuracy of the technical qual-
ity of diagnostic images produced by such supplier; and 

(F) any other standards or procedures the Secretary de-
termines appropriate. 

(4) RECOGNITION IN STANDARDS FOR THE EVALUATION OF 
MEDICAL DIRECTORS AND SUPERVISING PHYSICIANS.—The stand-
ards described in paragraph (3)(B) shall recognize whether a 
medical director or supervising physician— 

(A) in a particular specialty receives training in ad-
vanced diagnostic imaging services in a residency program; 

(B) has attained, through experience, the necessary ex-
pertise to be a medical director or a supervising physician; 

(C) has completed any continuing medical education 
courses relating to such services; or 

(D) has met such other standards as the Secretary deter-
mines appropriate. 

(5) RULE FOR ACCREDITATIONS MADE PRIOR TO DESIGNA-
TION.—In the case of a supplier that is accredited before Janu-
ary 1, 2010, by an accreditation organization designated by the 
Secretary under paragraph (2)(B) as of January 1, 2010, such 
supplier shall be considered to have been accredited by an or-
ganization designated by the Secretary under such paragraph 
as of January 1, 2012, for the remaining period such accredita-
tion is in effect. 

(f) REDUCTION IN PAYMENTS FOR PHYSICIAN PATHOLOGY SERVICES 
DURING 1991.— 

(1) IN GENERAL.—For physician pathology services furnished 
under this part during 1991, the prevailing charges used in a 
locality under this part shall be 7 percent below the prevailing 
charges used in the locality under this part in 1990 after 
March 31. 

(2) LIMITATION.—The prevailing charge for the technical and 
professional components of an physician pathology service fur-
nished by a physician through an independent laboratory shall 
not be reduced pursuant to paragraph (1) to the extent that 
such reduction would reduce such prevailing charge below 115 
percent of the prevailing charge for the professional component 
of such service when furnished by a hospital-based physician 
in the same locality. For purposes of the preceding sentence, 
an independent laboratory is a laboratory that is independent 
of a hospital and separate from the attending or consulting 
physicians’ office. 

(g) PAYMENT FOR OUTPATIENT CRITICAL ACCESS HOSPITAL SERV-
ICES.— 

(1) IN GENERAL.—The amount of payment for outpatient crit-
ical access hospital services of a critical access hospital is equal 
to 101 percent of the reasonable costs of the hospital in pro-
viding such services, unless the hospital makes the election 
under paragraph (2). 

(2) ELECTION OF COST-BASED HOSPITAL OUTPATIENT SERVICE 
PAYMENT PLUS FEE SCHEDULE FOR PROFESSIONAL SERVICES.—A 
critical access hospital may elect to be paid for outpatient crit-
ical access hospital services amounts equal to the sum of the 
following, less the amount that such hospital may charge as 
described in section 1866(a)(2)(A): 
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(A) FACILITY FEE.—With respect to facility services, not 
including any services for which payment may be made 
under subparagraph (B), 101 percent of the reasonable 
costs of the critical access hospital in providing such serv-
ices. 

(B) FEE SCHEDULE FOR PROFESSIONAL SERVICES.—With 
respect to professional services otherwise included within 
outpatient critical access hospital services, 115 percent of 
such amounts as would otherwise be paid under this part 
if such services were not included in outpatient critical ac-
cess hospital services. Subsections (x) and (y) of section 
1833 shall not be taken into account in determining the 
amounts that would otherwise be paid pursuant to the pre-
ceding sentence. 

The Secretary may not require, as a condition for applying sub-
paragraph (B) with respect to a critical access hospital, that 
each physician or other practitioner providing professional 
services in the hospital must assign billing rights with respect 
to such services, except that such subparagraph shall not apply 
to those physicians and practitioners who have not assigned 
such billing rights. 

(3) DISREGARDING CHARGES.—The payment amounts under 
this subsection shall be determined without regard to the 
amount of the customary or other charge. 

(4) TREATMENT OF CLINICAL DIAGNOSTIC LABORATORY SERV-
ICES.—No coinsurance, deductible, copayment, or other cost- 
sharing otherwise applicable under this part shall apply with 
respect to clinical diagnostic laboratory services furnished as 
an outpatient critical access hospital service. Nothing in this 
title shall be construed as providing for payment for clinical di-
agnostic laboratory services furnished as part of outpatient 
critical access hospital services, other than on the basis de-
scribed in this subsection. For purposes of the preceding sen-
tence and section 1861(mm)(3), clinical diagnostic laboratory 
services furnished by a critical access hospital shall be treated 
as being furnished as part of outpatient critical access services 
without regard to whether the individual with respect to whom 
such services are furnished is physically present in the critical 
access hospital, or in a skilled nursing facility or a clinic (in-
cluding a rural health clinic) that is operated by a critical ac-
cess hospital, at the time the specimen is collected. 

(5) COVERAGE OF COSTS FOR CERTAIN EMERGENCY ROOM ON- 
CALL PROVIDERS.—In determining the reasonable costs of out-
patient critical access hospital services under paragraphs (1) 
and (2)(A), the Secretary shall recognize as allowable costs, 
amounts (as defined by the Secretary) for reasonable com-
pensation and related costs for physicians, physician assist-
ants, nurse practitioners, and clinical nurse specialists who are 
on-call (as defined by the Secretary) to provide emergency serv-
ices but who are not present on the premises of the critical ac-
cess hospital involved, and are not otherwise furnishing serv-
ices covered under this title and are not on-call at any other 
provider or facility. 

(h) PAYMENT FOR PROSTHETIC DEVICES AND ORTHOTICS AND 
PROSTHETICS.— 
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(1) GENERAL RULE FOR PAYMENT.— 
(A) IN GENERAL.—Payment under this subsection for 

prosthetic devices and orthotics and prosthetics shall be 
made in a lump-sum amount for the purchase of the item 
in an amount equal to 80 percent of the payment basis de-
scribed in subparagraph (B). 

(B) PAYMENT BASIS.—Except as provided in subpara-
graphs (C), (E), and (H)(i), the payment basis described in 
this subparagraph is the lesser of— 

(i) the actual charge for the item; or 
(ii) the amount recognized under paragraph (2) as 

the purchase price for the item. 
(C) EXCEPTION FOR CERTAIN PUBLIC HOME HEALTH AGEN-

CIES.—Subparagraph (B)(i) shall not apply to an item fur-
nished by a public home health agency (or by another 
home health agency which demonstrates to the satisfaction 
of the Secretary that a significant portion of its patients 
are low income) free of charge or at nominal charges to the 
public. 

(D) EXCLUSIVE PAYMENT RULE.—Subject to subparagraph 
(H)(ii), this subsection shall constitute the exclusive provi-
sion of this title for payment for prosthetic devices, 
orthotics, and prosthetics under this part or under part A 
to a home health agency. 

(E) EXCEPTION FOR CERTAIN ITEMS.—Payment for ostomy 
supplies, tracheostomy supplies, and urologicals shall be 
made in accordance with subparagraphs (B) and (C) of sec-
tion 1834(a)(2). 

(F) SPECIAL PAYMENT RULES FOR CERTAIN PROSTHETICS 
AND CUSTOM-FABRICATED ORTHOTICS.— 

(i) IN GENERAL.—No payment shall be made under 
this subsection for an item of custom-fabricated 
orthotics described in clause (ii) or for an item of pros-
thetics unless such item is— 

(I) furnished by a qualified practitioner; and 
(II) fabricated by a qualified practitioner or a 

qualified supplier at a facility that meets such cri-
teria as the Secretary determines appropriate. 

(ii) DESCRIPTION OF CUSTOM-FABRICATED ITEM.— 
(I) IN GENERAL.—An item described in this 

clause is an item of custom-fabricated orthotics 
that requires education, training, and experience 
to custom-fabricate and that is included in a list 
established by the Secretary in subclause (II). 
Such an item does not include shoes and shoe in-
serts. 

(II) LIST OF ITEMS.—The Secretary, in consulta-
tion with appropriate experts in orthotics (includ-
ing national organizations representing manufac-
turers of orthotics), shall establish and update as 
appropriate a list of items to which this subpara-
graph applies. No item may be included in such 
list unless the item is individually fabricated for 
the patient over a positive model of the patient. 
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(iii) QUALIFIED PRACTITIONER DEFINED.—In this sub-
paragraph, the term ‘‘qualified practitioner’’ means a 
physician or other individual who— 

(I) is a qualified physical therapist or a qualified 
occupational therapist; 

(II) in the case of a State that provides for the 
licensing of orthotics and prosthetics, is licensed 
in orthotics or prosthetics by the State in which 
the item is supplied; or 

(III) in the case of a State that does not provide 
for the licensing of orthotics and prosthetics, is 
specifically trained and educated to provide or 
manage the provision of prosthetics and custom- 
designed or -fabricated orthotics, and is certified 
by the American Board for Certification in 
Orthotics and Prosthetics, Inc. or by the Board for 
Orthotist/Prosthetist Certification, or is 
credentialed and approved by a program that the 
Secretary determines, in consultation with appro-
priate experts in orthotics and prosthetics, has 
training and education standards that are nec-
essary to provide such prosthetics and orthotics. 

(iv) QUALIFIED SUPPLIER DEFINED.—In this subpara-
graph, the term ‘‘qualified supplier’’ means any entity 
that is accredited by the American Board for Certifi-
cation in Orthotics and Prosthetics, Inc. or by the 
Board for Orthotist/Prosthetist Certification, or accred-
ited and approved by a program that the Secretary de-
termines has accreditation and approval standards 
that are essentially equivalent to those of such Board. 

(G) REPLACEMENT OF PROSTHETIC DEVICES AND PARTS.— 
(i) IN GENERAL.—Payment shall be made for the re-

placement of prosthetic devices which are artificial 
limbs, or for the replacement of any part of such de-
vices, without regard to continuous use or useful life-
time restrictions if an ordering physician determines 
that the provision of a replacement device, or a re-
placement part of such a device, is necessary because 
of any of the following: 

(I) A change in the physiological condition of the 
patient. 

(II) An irreparable change in the condition of 
the device, or in a part of the device. 

(III) The condition of the device, or the part of 
the device, requires repairs and the cost of such 
repairs would be more than 60 percent of the cost 
of a replacement device, or, as the case may be, of 
the part being replaced. 

(ii) CONFIRMATION MAY BE REQUIRED IF DEVICE OR 
PART BEING REPLACED IS LESS THAN 3 YEARS OLD.—If 
a physician determines that a replacement device, or 
a replacement part, is necessary pursuant to clause 
(i)— 

(I) such determination shall be controlling; and 
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(II) such replacement device or part shall be 
deemed to be reasonable and necessary for pur-
poses of section 1862(a)(1)(A); 

except that if the device, or part, being replaced is less 
than 3 years old (calculated from the date on which 
the beneficiary began to use the device or part), the 
Secretary may also require confirmation of necessity of 
the replacement device or replacement part, as the 
case may be. 

(H) APPLICATION OF COMPETITIVE ACQUISITION TO 
ORTHOTICS; LIMITATION OF INHERENT REASONABLENESS AU-
THORITY.—In the case of orthotics described in paragraph 
(2)(C) of section 1847(a) furnished on or after January 1, 
2009, subject to subsection (a)(1)(G), that are included in 
a competitive acquisition program in a competitive acquisi-
tion area under such section— 

(i) the payment basis under this subsection for such 
orthotics furnished in such area shall be the payment 
basis determined under such competitive acquisition 
program; and 

(ii) the Secretary may use information on the pay-
ment determined under such competitive acquisition 
programs to adjust the payment amount otherwise 
recognized under subparagraph (B)(ii) for an area that 
is not a competitive acquisition area under section 
1847, and in the case of such adjustment, paragraphs 
(8) and (9) of section 1842(b) shall not be applied. 

(2) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graph (1), the amount that is recognized under this paragraph 
as the purchase price for prosthetic devices, orthotics, and 
prosthetics is the amount described in subparagraph (C) of this 
paragraph, determined as follows: 

(A) COMPUTATION OF LOCAL PURCHASE PRICE.—Each car-
rier under section 1842 shall compute a base local pur-
chase price for the item as follows: 

(i) The carrier shall compute a base local purchase 
price for each item equal to the average reasonable 
charge in the locality for the purchase of the item for 
the 12-month period ending with June 1987. 

(ii) The carrier shall compute a local purchase price, 
with respect to the furnishing of each particular 
item— 

(I) in 1989 and 1990, equal to the base local 
purchase price computed under clause (i) in-
creased by the percentage increase in the con-
sumer price index for all urban consumers (United 
States city average) for the 6-month period ending 
with December 1987, or 

(II) in 1991, 1992 or 1993, equal to the local 
purchase price computed under this clause for the 
previous year increased by the applicable percent-
age increase for the year. 

(B) COMPUTATION OF REGIONAL PURCHASE PRICE.—With 
respect to the furnishing of a particular item in each re-
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gion (as defined by the Secretary), the Secretary shall com-
pute a regional purchase price— 

(i) for 1992, equal to the average (weighted by rel-
ative volume of all claims among carriers) of the local 
purchase prices for the carriers in the region computed 
under subparagraph (A)(ii)(II) for the year, and 

(ii) for each subsequent year, equal to the regional 
purchase price computed under this subparagraph for 
the previous year increased by the applicable percent-
age increase for the year. 

(C) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graph (1) and subject to subparagraph (D), the amount 
that is recognized under this paragraph as the purchase 
price for each item furnished— 

(i) in 1989, 1990, or 1991, is 100 percent of the local 
purchase price computed under subparagraph (A)(ii); 

(ii) in 1992, is the sum of (I) 75 percent of the local 
purchase price computed under subparagraph 
(A)(ii)(II) for 1992, and (II) 25 percent of the regional 
purchase price computed under subparagraph (B) for 
1992; 

(iii) in 1993, is the sum of (I) 50 percent of the local 
purchase price computed under subparagraph 
(A)(ii)(II) for 1993, and (II) 50 percent of the regional 
purchase price computed under subparagraph (B) for 
1993; and 

(iv) in 1994 or a subsequent year, is the regional 
purchase price computed under subparagraph (B) for 
that year. 

(D) RANGE ON AMOUNT RECOGNIZED.—The amount that 
is recognized under subparagraph (C) as the purchase 
price for an item furnished— 

(i) in 1992, may not exceed 125 percent, and may 
not be lower than 85 percent, of the average of the 
purchase prices recognized under such subparagraph 
for all the carrier service areas in the United States 
in that year; and 

(ii) in a subsequent year, may not exceed 120 per-
cent, and may not be lower than 90 percent, of the av-
erage of the purchase prices recognized under such 
subparagraph for all the carrier service areas in the 
United States in that year. 

(3) APPLICABILITY OF CERTAIN PROVISIONS RELATING TO DURA-
BLE MEDICAL EQUIPMENT.—Paragraphs (12) and (17) and sub-
paragraphs (A) and (B) of paragraph (10) and paragraph (11) 
of subsection (a) shall apply to prosthetic devices, orthotics, 
and prosthetics in the same manner as such provisions apply 
to covered items under such subsection. 

(4) DEFINITIONS.—In this subsection— 
(A) the term ‘‘applicable percentage increase’’ means— 

(i) for 1991, 0 percent; 
(ii) for 1992 and 1993, the percentage increase in 

the consumer price index for all urban consumers 
(United States city average) for the 12-month period 
ending with June of the previous year; 
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(iii) for 1994 and 1995, 0 percent; 
(iv) for 1996 and 1997, the percentage increase in 

the consumer price index for all urban consumers 
(United States city average) for the 12-month period 
ending with June of the previous year; 

(v) for each of the years 1998 through 2000, 1 per-
cent; 

(vi) for 2001, the percentage increase in the con-
sumer price index for all urban consumers (U.S. city 
average) for the 12-month period ending with June 
2000; 

(vii) for 2002, 1 percent; 
(viii) for 2003, the percentage increase in the con-

sumer price index for all urban consumers (United 
States city average) for the 12-month period ending 
with June of the previous year; 

(ix) for 2004, 2005, and 2006, 0 percent; 
(x) for for each of 2007 through 2010, the percentage 

increase in the consumer price index for all urban con-
sumers (United States city average) for the 12-month 
period ending with June of the previous year; and 

(xi) for 2011 and each subsequent year— 
(I) the percentage increase in the consumer 

price index for all urban consumers (United States 
city average) for the 12-month period ending with 
June of the previous year, reduced by— 

(II) the productivity adjustment described in 
section 1886(b)(3)(B)(xi)(II). 

(B) the term ‘‘prosthetic devices’’ has the meaning given 
such term in section 1861(s)(8), except that such term does 
not include parenteral and enteral nutrition nutrients, 
supplies, and equipment and does not include an 
implantable item for which payment may be made under 
section 1833(t); and 

(C) the term ‘‘orthotics and prosthetics’’ has the meaning 
given such term in section 1861(s)(9) (and includes shoes 
described in section 1861(s)(12)), but does not include 
intraocular lenses or medical supplies (including catheters, 
catheter supplies, ostomy bags, and supplies related to 
ostomy care) furnished by a home health agency under sec-
tion 1861(m)(5). 

The application of subparagraph (A)(xi)(II) may result in the 
applicable percentage increase under subparagraph (A) being 
less than 0.0 for a year, and may result in payment rates 
under this subsection for a year being less than such payment 
rates for the preceding year. 

(i) PAYMENT FOR SURGICAL DRESSINGS.— 
(1) IN GENERAL.—Payment under this subsection for surgical 

dressings (described in section 1861(s)(5)) shall be made in a 
lump sum amount for the purchase of the item in an amount 
equal to 80 percent of the lesser of— 

(A) the actual charge for the item; or 
(B) a payment amount determined in accordance with 

the methodology described in subparagraphs (B) and (C) of 
subsection (a)(2) (except that in applying such method-
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ology, the national limited payment amount referred to in 
such subparagraphs shall be initially computed based on 
local payment amounts using average reasonable charges 
for the 12-month period ending December 31, 1992, in-
creased by the covered item updates described in such sub-
section for 1993 and 1994). 

(2) EXCEPTIONS.—Paragraph (1) shall not apply to surgical 
dressings that are— 

(A) furnished as an incident to a physician’s professional 
service; or 

(B) furnished by a home health agency. 
(j) REQUIREMENTS FOR SUPPLIERS OF MEDICAL EQUIPMENT AND 

SUPPLIES.— 
(1) ISSUANCE AND RENEWAL OF SUPPLIER NUMBER.— 

(A) PAYMENT.—Except as provided in subparagraph (C), 
no payment may be made under this part after the date 
of the enactment of the Social Security Act Amendments 
of 1994 for items furnished by a supplier of medical equip-
ment and supplies unless such supplier obtains (and re-
news at such intervals as the Secretary may require) a 
supplier number. 

(B) STANDARDS FOR POSSESSING A SUPPLIER NUMBER.—A 
supplier may not obtain a supplier number unless— 

(i) for medical equipment and supplies furnished on 
or after the date of the enactment of the Social Secu-
rity Act Amendments of 1994 and before January 1, 
1996, the supplier meets standards prescribed by the 
Secretary in regulations issued on June 18, 1992; and 

(ii) for medical equipment and supplies furnished on 
or after January 1, 1996, the supplier meets revised 
standards prescribed by the Secretary (in consultation 
with representatives of suppliers of medical equipment 
and supplies, carriers, and consumers) that shall in-
clude requirements that the supplier— 

(I) comply with all applicable State and Federal 
licensure and regulatory requirements; 

(II) maintain a physical facility on an appro-
priate site; 

(III) have proof of appropriate liability insur-
ance; and 

(IV) meet such other requirements as the Sec-
retary may specify. 

(C) EXCEPTION FOR ITEMS FURNISHED AS INCIDENT TO A 
PHYSICIAN’S SERVICE.—Subparagraph (A) shall not apply 
with respect to medical equipment and supplies furnished 
incident to a physician’s service. 

(D) PROHIBITION AGAINST MULTIPLE SUPPLIER NUM-
BERS.—The Secretary may not issue more than one sup-
plier number to any supplier of medical equipment and 
supplies unless the issuance of more than one number is 
appropriate to identify subsidiary or regional entities 
under the supplier’s ownership or control. 

(E) PROHIBITION AGAINST DELEGATION OF SUPPLIER DE-
TERMINATIONS.—The Secretary may not delegate (other 
than by contract under section 1842) the responsibility to 
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determine whether suppliers meet the standards necessary 
to obtain a supplier number. 

(2) CERTIFICATES OF MEDICAL NECESSITY.— 
(A) LIMITATION ON INFORMATION PROVIDED BY SUPPLIERS 

ON CERTIFICATES OF MEDICAL NECESSITY.— 
(i) IN GENERAL.—Effective 60 days after the date of 

the enactment of the Social Security Act Amendments 
of 1994, a supplier of medical equipment and supplies 
may distribute to physicians, or to individuals entitled 
to benefits under this part, a certificate of medical ne-
cessity for commercial purposes which contains no 
more than the following information completed by the 
supplier: 

(I) An identification of the supplier and the ben-
eficiary to whom such medical equipment and 
supplies are furnished. 

(II) A description of such medical equipment 
and supplies. 

(III) Any product code identifying such medical 
equipment and supplies. 

(IV) Any other administrative information 
(other than information relating to the bene-
ficiary’s medical condition) identified by the Sec-
retary. 

(ii) INFORMATION ON PAYMENT AMOUNT AND 
CHARGES.—If a supplier distributes a certificate of 
medical necessity containing any of the information 
permitted to be supplied under clause (i), the supplier 
shall also list on the certificate of medical necessity 
the fee schedule amount and the supplier’s charge for 
the medical equipment or supplies being furnished 
prior to distribution of such certificate to the physi-
cian. 

(iii) PENALTY.—Any supplier of medical equipment 
and supplies who knowingly and willfully distributes a 
certificate of medical necessity in violation of clause (i) 
or fails to provide the information required under 
clause (ii) is subject to a civil money penalty in an 
amount not to exceed $1,000 for each such certificate 
of medical necessity so distributed. The provisions of 
section 1128A (other than subsections (a) and (b)) 
shall apply to civil money penalties under this sub-
paragraph in the same manner as they apply to a pen-
alty or proceeding under section 1128A(a). 

(B) DEFINITION.—For purposes of this paragraph, the 
term ‘‘certificate of medical necessity’’ means a form or 
other document containing information required by the 
carrier to be submitted to show that an item is reasonable 
and necessary for the diagnosis or treatment of illness or 
injury or to improve the functioning of a malformed body 
member. 

(3) COVERAGE AND REVIEW CRITERIA.—The Secretary shall 
annually review the coverage and utilization of items of med-
ical equipment and supplies to determine whether such items 
should be made subject to coverage and utilization review cri-
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teria, and if appropriate, shall develop and apply such criteria 
to such items. 

(4) LIMITATION ON PATIENT LIABILITY.—If a supplier of med-
ical equipment and supplies (as defined in paragraph (5))— 

(A) furnishes an item or service to a beneficiary for 
which no payment may be made by reason of paragraph 
(1); 

(B) furnishes an item or service to a beneficiary for 
which payment is denied in advance under subsection 
(a)(15); or 

(C) furnishes an item or service to a beneficiary for 
which payment is denied under section 1862(a)(1); 

any expenses incurred for items and services furnished to an 
individual by such a supplier not on an assigned basis shall be 
the responsibility of such supplier. The individual shall have 
no financial responsibility for such expenses and the supplier 
shall refund on a timely basis to the individual (and shall be 
liable to the individual for) any amounts collected from the in-
dividual for such items or services. The provisions of subsection 
(a)(18) shall apply to refunds required under the previous sen-
tence in the same manner as such provisions apply to refunds 
under such subsection. 

(5) DEFINITION.—The term ‘‘medical equipment and supplies’’ 
means— 

(A) durable medical equipment (as defined in section 
1861(n)); 

(B) prosthetic devices (as described in section 1861(s)(8)); 
(C) orthotics and prosthetics (as described in section 

1861(s)(9)); 
(D) surgical dressings (as described in section 

1861(s)(5)); 
(E) such other items as the Secretary may determine; 

and 
(F) for purposes of paragraphs (1) and (3)— 

(i) home dialysis supplies and equipment (as de-
scribed in section 1861(s)(2)(F)), 

(ii) immunosuppressive drugs (as described in sec-
tion 1861(s)(2)(J)), 

(iii) therapeutic shoes for diabetics (as described in 
section 1861(s)(12)), 

(iv) oral drugs prescribed for use as an anticancer 
therapeutic agent (as described in section 
1861(s)(2)(Q)), and 

(v) self-administered erythropoetin (as described in 
section 1861(s)(2)(P)). 

(k) PAYMENT FOR OUTPATIENT THERAPY SERVICES AND COM-
PREHENSIVE OUTPATIENT REHABILITATION SERVICES.— 

(1) IN GENERAL.—With respect to services described in sec-
tion 1833(a)(8) or 1833(a)(9) for which payment is determined 
under this subsection, the payment basis shall be— 

(A) for services furnished during 1998, the amount de-
termined under paragraph (2); or 

(B) for services furnished during a subsequent year, 80 
percent of the lesser of— 

(i) the actual charge for the services, or 
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(ii) the applicable fee schedule amount (as defined in 
paragraph (3)) for the services. 

(2) PAYMENT IN 1998 BASED UPON ADJUSTED REASONABLE 
COSTS.—The amount under this paragraph for services is the 
lesser of— 

(A) the charges imposed for the services, or 
(B) the adjusted reasonable costs (as defined in para-

graph (4)) for the services, 
less 20 percent of the amount of the charges imposed for such 
services. 

(3) APPLICABLE FEE SCHEDULE AMOUNT.—In this subsection, 
the term ‘‘applicable fee schedule amount’’ means, with respect 
to services furnished in a year, the amount determined under 
the fee schedule established under section 1848 for such serv-
ices furnished during the year or, if there is no such fee sched-
ule established for such services, the amount determined under 
the fee schedule established for such comparable services as 
the Secretary specifies. 

(4) ADJUSTED REASONABLE COSTS.—In paragraph (2), the 
term ‘‘adjusted reasonable costs’’ means, with respect to any 
services, reasonable costs determined for such services, re-
duced by 10 percent. The 10-percent reduction shall not apply 
to services described in section 1833(a)(8)(B) (relating to serv-
ices provided by hospitals). 

(5) UNIFORM CODING.—For claims for services submitted on 
or after April 1, 1998, for which the amount of payment is de-
termined under this subsection, the claim shall include a code 
(or codes) under a uniform coding system specified by the Sec-
retary that identifies the services furnished. 

(6) RESTRAINT ON BILLING.—The provisions of subparagraphs 
(A) and (B) of section 1842(b)(18) shall apply to therapy serv-
ices for which payment is made under this subsection in the 
same manner as they apply to services provided by a practi-
tioner described in section 1842(b)(18)(C). 

(7) ADJUSTMENT IN DISCOUNT FOR CERTAIN MULTIPLE THER-
APY SERVICES.—In the case of therapy services furnished on or 
after April 1, 2013, and for which payment is made under this 
subsection pursuant to the applicable fee schedule amount (as 
defined in paragraph (3)), instead of the 25 percent multiple 
procedure payment reduction specified in the final rule pub-
lished by the Secretary in the Federal Register on November 
29, 2010, the reduction percentage shall be 50 percent. 

(l) ESTABLISHMENT OF FEE SCHEDULE FOR AMBULANCE SERV-
ICES.— 

(1) IN GENERAL.—The Secretary shall establish a fee sched-
ule for payment for ambulance services whether provided di-
rectly by a supplier or provider or under arrangement with a 
provider under this part through a negotiated rulemaking proc-
ess described in title 5, United States Code, and in accordance 
with the requirements of this subsection. 

(2) CONSIDERATIONS.—In establishing such fee schedule, the 
Secretary shall— 

(A) establish mechanisms to control increases in expend-
itures for ambulance services under this part; 
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(B) establish definitions for ambulance services which 
link payments to the type of services provided; 

(C) consider appropriate regional and operational dif-
ferences; 

(D) consider adjustments to payment rates to account for 
inflation and other relevant factors; and 

(E) phase in the application of the payment rates under 
the fee schedule in an efficient and fair manner consistent 
with paragraph (11), except that such phase-in shall pro-
vide for full payment of any national mileage rate for am-
bulance services provided by suppliers that are paid by 
carriers in any of the 50 States where payment by a car-
rier for such services for all such suppliers in such State 
did not, prior to the implementation of the fee schedule, in-
clude a separate amount for all mileage within the county 
from which the beneficiary is transported. 

(3) SAVINGS.—In establishing such fee schedule, the Sec-
retary shall— 

(A) ensure that the aggregate amount of payments made 
for ambulance services under this part during 2000 does 
not exceed the aggregate amount of payments which would 
have been made for such services under this part during 
such year if the amendments made by section 4531(a) of 
the Balanced Budget Act of 1997 continued in effect, ex-
cept that in making such determination the Secretary 
shall assume an update in such payments for 2002 equal 
to percentage increase in the consumer price index for all 
urban consumers (U.S. city average) for the 12-month pe-
riod ending with June of the previous year reduced in the 
case of 2002 by 1.0 percentage points; 

(B) set the payment amounts provided under the fee 
schedule for services furnished in 2001 and each subse-
quent year at amounts equal to the payment amounts 
under the fee schedule for services furnished during the 
previous year, increased, subject to subparagraph (C) and 
the succeeding sentence of this paragraph, by the percent-
age increase in the consumer price index for all urban con-
sumers (U.S. city average) for the 12-month period ending 
with June of the previous year reduced in the case of 2002 
by 1.0 percentage points; and 

(C) for 2011 and each subsequent year, after deter-
mining the percentage increase under subparagraph (B) 
for the year, reduce such percentage increase by the pro-
ductivity adjustment described in section 
1886(b)(3)(B)(xi)(II). 

The application of subparagraph (C) may result in the percent-
age increase under subparagraph (B) being less than 0.0 for a 
year, and may result in payment rates under the fee schedule 
under this subsection for a year being less than such payment 
rates for the preceding year. 

(4) CONSULTATION.—In establishing the fee schedule for am-
bulance services under this subsection, the Secretary shall con-
sult with various national organizations representing individ-
uals and entities who furnish and regulate ambulance services 
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and share with such organizations relevant data in estab-
lishing such schedule. 

(5) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869 or otherwise of the 
amounts established under the fee schedule for ambulance 
services under this subsection, including matters described in 
paragraph (2). 

(6) RESTRAINT ON BILLING.—The provisions of subparagraphs 
(A) and (B) of section 1842(b)(18) shall apply to ambulance 
services for which payment is made under this subsection in 
the same manner as they apply to services provided by a prac-
titioner described in section 1842(b)(18)(C). 

(7) CODING SYSTEM.—The Secretary may require the claim 
for any services for which the amount of payment is deter-
mined under this subsection to include a code (or codes) under 
a uniform coding system specified by the Secretary that identi-
fies the services furnished. 

(8) SERVICES FURNISHED BY CRITICAL ACCESS HOSPITALS.— 
Notwithstanding any other provision of this subsection, the 
Secretary shall pay 101 percent of the reasonable costs in-
curred in furnishing ambulance services if such services are 
furnished— 

(A) by a critical access hospital (as defined in section 
1861(mm)(1)), or 

(B) by an entity that is owned and operated by a critical 
access hospital, 

but only if the critical access hospital or entity is the only pro-
vider or supplier of ambulance services that is located within 
a 35-mile drive of such critical access hospital. 

(9) TRANSITIONAL ASSISTANCE FOR RURAL PROVIDERS.—In the 
case of ground ambulance services furnished on or after July 
1, 2001, and before January 1, 2004, for which the transpor-
tation originates in a rural area (as defined in section 
1886(d)(2)(D)) or in a rural census tract of a metropolitan sta-
tistical area (as determined under the most recent modification 
of the Goldsmith Modification, originally published in the Fed-
eral Register on February 27, 1992 (57 Fed. Reg. 6725)), the 
fee schedule established under this subsection shall provide 
that, with respect to the payment rate for mileage for a trip 
above 17 miles, and up to 50 miles, the rate otherwise estab-
lished shall be increased by not less than 1⁄2 of the additional 
payment per mile established for the first 17 miles of such a 
trip originating in a rural area. 

(10) PHASE-IN PROVIDING FLOOR USING BLEND OF FEE SCHED-
ULE AND REGIONAL FEE SCHEDULES.—In carrying out the 
phase-in under paragraph (2)(E) for each level of ground serv-
ice furnished in a year, the portion of the payment amount 
that is based on the fee schedule shall be the greater of the 
amount determined under such fee schedule (without regard to 
this paragraph) or the following blended rate of the fee sched-
ule under paragraph (1) and of a regional fee schedule for the 
region involved: 

(A) For 2004 (for services furnished on or after July 1, 
2004), the blended rate shall be based 20 percent on the 
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fee schedule under paragraph (1) and 80 percent on the re-
gional fee schedule. 

(B) For 2005, the blended rate shall be based 40 percent 
on the fee schedule under paragraph (1) and 60 percent on 
the regional fee schedule. 

(C) For 2006, the blended rate shall be based 60 percent 
on the fee schedule under paragraph (1) and 40 percent on 
the regional fee schedule. 

(D) For 2007, 2008, and 2009, the blended rate shall be 
based 80 percent on the fee schedule under paragraph (1) 
and 20 percent on the regional fee schedule. 

(E) For 2010 and each succeeding year, the blended rate 
shall be based 100 percent on the fee schedule under para-
graph (1). 

For purposes of this paragraph, the Secretary shall establish 
a regional fee schedule for each of the nine census divisions 
(referred to in section 1886(d)(2)) using the methodology (used 
in establishing the fee schedule under paragraph (1)) to cal-
culate a regional conversion factor and a regional mileage pay-
ment rate and using the same payment adjustments and the 
same relative value units as used in the fee schedule under 
such paragraph. 

(11) ADJUSTMENT IN PAYMENT FOR CERTAIN LONG TRIPS.—In 
the case of ground ambulance services furnished on or after 
July 1, 2004, and before January 1, 2009, regardless of where 
the transportation originates, the fee schedule established 
under this subsection shall provide that, with respect to the 
payment rate for mileage for a trip above 50 miles the per mile 
rate otherwise established shall be increased by 1⁄4 of the pay-
ment per mile otherwise applicable to miles in excess of 50 
miles in such trip. 

(12) ASSISTANCE FOR RURAL PROVIDERS FURNISHING SERVICES 
IN LOW POPULATION DENSITY AREAS.— 

(A) IN GENERAL.—In the case of ground ambulance serv-
ices furnished on or after July 1, 2004, and before April 1, 
2015, for which the transportation originates in a qualified 
rural area (identified under subparagraph (B)(iii)), the Sec-
retary shall provide for a percent increase in the base rate 
of the fee schedule for a trip established under this sub-
section. In establishing such percent increase, the Sec-
retary shall estimate the average cost per trip for such 
services (not taking into account mileage) in the lowest 
quartile as compared to the average cost per trip for such 
services (not taking into account mileage) in the highest 
quartile of all rural county populations. 

(B) IDENTIFICATION OF QUALIFIED RURAL AREAS.— 
(i) DETERMINATION OF POPULATION DENSITY IN 

AREA.—Based upon data from the United States de-
cennial census for the year 2000, the Secretary shall 
determine, for each rural area, the population density 
for that area. 

(ii) RANKING OF AREAS.—The Secretary shall rank 
each such area based on such population density. 

(iii) IDENTIFICATION OF QUALIFIED RURAL AREAS.— 
The Secretary shall identify those areas (in subpara-

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00168 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



163 

graph (A) referred to as ‘‘qualified rural areas’’) with 
the lowest population densities that represent, if each 
such area were weighted by the population of such 
area (as used in computing such population densities), 
an aggregate total of 25 percent of the total of the pop-
ulation of all such areas. 

(iv) RURAL AREA.—For purposes of this paragraph, 
the term ‘‘rural area’’ has the meaning given such 
term in section 1886(d)(2)(D). If feasible, the Secretary 
shall treat a rural census tract of a metropolitan sta-
tistical area (as determined under the most recent 
modification of the Goldsmith Modification, originally 
published in the Federal Register on February 27, 
1992 (57 Fed. Reg. 6725) as a rural area for purposes 
of this paragraph. 

(v) JUDICIAL REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or 
otherwise, respecting the identification of an area 
under this subparagraph. 

(13) TEMPORARY INCREASE FOR GROUND AMBULANCE SERV-
ICES.— 

(A) IN GENERAL.—After computing the rates with respect 
to ground ambulance services under the other applicable 
provisions of this subsection, in the case of such services 
furnished on or after July 1, 2004, and before January 1, 
2007, and for such services furnished on or after July 1, 
2008, and before April 1, 2015, for which the transpor-
tation originates in— 

(i) a rural area described in paragraph (9) or in a 
rural census tract described in such paragraph, the fee 
schedule established under this section shall provide 
that the rate for the service otherwise established, 
after the application of any increase under paragraphs 
(11) and (12), shall be increased by 2 percent (or 3 per-
cent if such service is furnished on or after July 1, 
2008, and before April 1, 2015); and 

(ii) an area not described in clause (i), the fee sched-
ule established under this subsection shall provide 
that the rate for the service otherwise established, 
after the application of any increase under paragraph 
(11), shall be increased by 1 percent (or 2 percent if 
such service is furnished on or after July 1, 2008, and 
before April 1, 2015). 

(B) APPLICATION OF INCREASED PAYMENTS AFTER APPLI-
CABLE PERIOD.—The increased payments under subpara-
graph (A) shall not be taken into account in calculating 
payments for services furnished after the applicable period 
specified in such subparagraph. 

(14) PROVIDING APPROPRIATE COVERAGE OF RURAL AIR AMBU-
LANCE SERVICES.— 

(A) IN GENERAL.—The regulations described in section 
1861(s)(7) shall provide, to the extent that any ambulance 
services (whether ground or air) may be covered under 
such section, that a rural air ambulance service (as defined 
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in subparagraph (C)) is reimbursed under this subsection 
at the air ambulance rate if the air ambulance service— 

(i) is reasonable and necessary based on the health 
condition of the individual being transported at or im-
mediately prior to the time of the transport; and 

(ii) complies with equipment and crew requirements 
established by the Secretary. 

(B) SATISFACTION OF REQUIREMENT OF MEDICALLY NEC-
ESSARY.—The requirement of subparagraph (A)(i) is 
deemed to be met for a rural air ambulance service if— 

(i) subject to subparagraph (D), such service is re-
quested by a physician or other qualified medical per-
sonnel (as specified by the Secretary) who certifies or 
reasonably determines that the individual’s condition 
is such that the time needed to transport the indi-
vidual by land or the instability of transportation by 
land poses a threat to the individual’s survival or seri-
ously endangers the individual’s health; or 

(ii) such service is furnished pursuant to a protocol 
that is established by a State or regional emergency 
medical service (EMS) agency and recognized or ap-
proved by the Secretary under which the use of an air 
ambulance is recommended, if such agency does not 
have an ownership interest in the entity furnishing 
such service. 

(C) RURAL AIR AMBULANCE SERVICE DEFINED.—For pur-
poses of this paragraph, the term ‘‘rural air ambulance 
service’’ means fixed wing and rotary wing air ambulance 
service in which the point of pick up of the individual oc-
curs in a rural area (as defined in section 1886(d)(2)(D)) or 
in a rural census tract of a metropolitan statistical area 
(as determined under the most recent modification of the 
Goldsmith Modification, originally published in the Fed-
eral Register on February 27, 1992 (57 Fed. Reg. 6725)). 

(D) LIMITATION.— 
(i) IN GENERAL.—Subparagraph (B)(i) shall not apply 

if there is a financial or employment relationship be-
tween the person requesting the rural air ambulance 
service and the entity furnishing the ambulance serv-
ice, or an entity under common ownership with the en-
tity furnishing the air ambulance service, or a finan-
cial relationship between an immediate family mem-
ber of such requester and such an entity. 

(ii) EXCEPTION.—Where a hospital and the entity 
furnishing rural air ambulance services are under 
common ownership, clause (i) shall not apply to remu-
neration (through employment or other relationship) 
by the hospital of the requester or immediate family 
member if the remuneration is for provider-based phy-
sician services furnished in a hospital (as described in 
section 1887) which are reimbursed under part A and 
the amount of the remuneration is unrelated directly 
or indirectly to the provision of rural air ambulance 
services. 
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(15) PAYMENT ADJUSTMENT FOR NON-EMERGENCY AMBULANCE 
TRANSPORTS FOR ESRD BENEFICIARIES.—The fee schedule 
amount otherwise applicable under the preceding provisions of 
this subsection shall be reduced by 10 percent for ambulance 
services furnished on or after October 1, 2013, consisting of 
non-emergency basic life support services involving transport 
of an individual with end-stage renal disease for renal dialysis 
services (as described in section 1881(b)(14)(B)) furnished other 
than on an emergency basis by a provider of services or a renal 
dialysis facility. 

(16) PRIOR AUTHORIZATION FOR REPETITIVE SCHEDULED NON- 
EMERGENT AMBULANCE TRANSPORTS.— 

(A) IN GENERAL.—Beginning January 1, 2017, if the ex-
pansion to all States of the model of prior authorization de-
scribed in paragraph (2) of section 18(a) of the Protecting 
the Integrity of Medicare Act of 2015 meets the require-
ments described in paragraphs (1) through (3) of section 
1115A(c), then the Secretary shall expand such model to all 
States. 

(B) FUNDING.—The Secretary shall use funds made 
available under section 1893(h)(10) to carry out this para-
graph. 

(C) CLARIFICATION REGARDING BUDGET NEUTRALITY.— 
Nothing in this paragraph may be construed to limit or 
modify the application of section 1115A(b)(3)(B) to models 
described in such section, including with respect to the 
model described in subparagraph (A) and expanded begin-
ning on January 1, 2017, under such subparagraph. 

(m) PAYMENT FOR TELEHEALTH SERVICES.— 
(1) IN GENERAL.—The Secretary shall pay for telehealth serv-

ices that are furnished via a telecommunications system by a 
physician (as defined in section 1861(r)) or a practitioner (de-
scribed in section 1842(b)(18)(C)) to an eligible telehealth indi-
vidual enrolled under this part notwithstanding that the indi-
vidual physician or practitioner providing the telehealth serv-
ice is not at the same location as the beneficiary. For purposes 
of the preceding sentence, in the case of any Federal telemedi-
cine demonstration program conducted in Alaska or Hawaii, 
the term ‘‘telecommunications system’’ includes store-and-for-
ward technologies that provide for the asynchronous trans-
mission of health care information in single or multimedia for-
mats. 

(2) PAYMENT AMOUNT.— 
(A) DISTANT SITE.—The Secretary shall pay to a physi-

cian or practitioner located at a distant site that furnishes 
a telehealth service to an eligible telehealth individual an 
amount equal to the amount that such physician or practi-
tioner would have been paid under this title had such serv-
ice been furnished without the use of a telecommuni-
cations system. 

(B) FACILITY FEE FOR ORIGINATING SITE.—With respect to 
a telehealth service, subject to section 1833(a)(1)(U), there 
shall be paid to the originating site a facility fee equal to— 

(i) for the period beginning on October 1, 2001, and 
ending on December 31, 2001, and for 2002, $20; and 
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(ii) for a subsequent year, the facility fee specified in 
clause (i) or this clause for the preceding year in-
creased by the percentage increase in the MEI (as de-
fined in section 1842(i)(3)) for such subsequent year. 

(C) TELEPRESENTER NOT REQUIRED.—Nothing in this 
subsection shall be construed as requiring an eligible tele-
health individual to be presented by a physician or practi-
tioner at the originating site for the furnishing of a service 
via a telecommunications system, unless it is medically 
necessary (as determined by the physician or practitioner 
at the distant site). 

(3) LIMITATION ON BENEFICIARY CHARGES.— 
(A) PHYSICIAN AND PRACTITIONER.—The provisions of 

section 1848(g) and subparagraphs (A) and (B) of section 
1842(b)(18) shall apply to a physician or practitioner re-
ceiving payment under this subsection in the same manner 
as they apply to physicians or practitioners under such 
sections. 

(B) ORIGINATING SITE.—The provisions of section 
1842(b)(18) shall apply to originating sites receiving a fa-
cility fee in the same manner as they apply to practi-
tioners under such section. 

(4) DEFINITIONS.—For purposes of this subsection: 
(A) DISTANT SITE.—The term ‘‘distant site’’ means the 

site at which the physician or practitioner is located at the 
time the service is provided via a telecommunications sys-
tem. 

(B) ELIGIBLE TELEHEALTH INDIVIDUAL.—The term ‘‘eligi-
ble telehealth individual’’ means an individual enrolled 
under this part who receives a telehealth service furnished 
at an originating site. 

(C) ORIGINATING SITE.— 
(i) IN GENERAL.—The term ‘‘originating site’’ means 

only those sites described in clause (ii) at which the el-
igible telehealth individual is located at the time the 
service is furnished via a telecommunications system 
and only if such site is located— 

(I) in an area that is designated as a rural 
health professional shortage area under section 
332(a)(1)(A) of the Public Health Service Act (42 
U.S.C. 254e(a)(1)(A)); 

(II) in a county that is not included in a Metro-
politan Statistical Area; or 

(III) from an entity that participates in a Fed-
eral telemedicine demonstration project that has 
been approved by (or receives funding from) the 
Secretary of Health and Human Services as of De-
cember 31, 2000. 

(ii) SITES DESCRIBED.—The sites referred to in clause 
(i) are the following sites: 

(I) The office of a physician or practitioner. 
(II) A critical access hospital (as defined in sec-

tion 1861(mm)(1)). 
(III) A rural health clinic (as defined in section 

1861(aa)(2)). 
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(IV) A Federally qualified health center (as de-
fined in section 1861(aa)(4)). 

(V) A hospital (as defined in section 1861(e)). 
(VI) A hospital-based or critical access hospital- 

based renal dialysis center (including satellites). 
(VII) A skilled nursing facility (as defined in 

section 1819(a)). 
(VIII) A community mental health center (as de-

fined in section 1861(ff)(3)(B)). 
(D) PHYSICIAN.—The term ‘‘physician’’ has the meaning 

given that term in section 1861(r). 
(E) PRACTITIONER.—The term ‘‘practitioner’’ has the 

meaning given that term in section 1842(b)(18)(C). 
(F) TELEHEALTH SERVICE.— 

(i) IN GENERAL.—The term ‘‘telehealth service’’ 
means professional consultations, office visits, and of-
fice psychiatry services (identified as of July 1, 2000, 
by HCPCS codes 99241–99275, 99201–99215, 90804– 
90809, and 90862 (and as subsequently modified by 
the Secretary)), and any additional service specified by 
the Secretary. 

(ii) YEARLY UPDATE.—The Secretary shall establish a 
process that provides, on an annual basis, for the addi-
tion or deletion of services (and HCPCS codes), as ap-
propriate, to those specified in clause (i) for authorized 
payment under paragraph (1). 

(n) AUTHORITY TO MODIFY OR ELIMINATE COVERAGE OF CERTAIN 
PREVENTIVE SERVICES.—Notwithstanding any other provision of 
this title, effective beginning on January 1, 2010, if the Secretary 
determines appropriate, the Secretary may— 

(1) modify— 
(A) the coverage of any preventive service described in 

subparagraph (A) of section 1861(ddd)(3) to the extent that 
such modification is consistent with the recommendations 
of the United States Preventive Services Task Force; and 

(B) the services included in the initial preventive phys-
ical examination described in subparagraph (B) of such 
section; and 

(2) provide that no payment shall be made under this title 
for a preventive service described in subparagraph (A) of such 
section that has not received a grade of A, B, C, or I by such 
Task Force. 

(o) DEVELOPMENT AND IMPLEMENTATION OF PROSPECTIVE PAY-
MENT SYSTEM.— 

(1) DEVELOPMENT.— 
(A) IN GENERAL.—The Secretary shall develop a prospec-

tive payment system for payment for Federally qualified 
health center services furnished by Federally qualified 
health centers under this title. Such system shall include 
a process for appropriately describing the services fur-
nished by Federally qualified health centers and shall es-
tablish payment rates for specific payment codes based on 
such appropriate descriptions of services. Such system 
shall be established to take into account the type, inten-
sity, and duration of services furnished by Federally quali-
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fied health centers. Such system may include adjustments, 
including geographic adjustments, determined appropriate 
by the Secretary. 

(B) COLLECTION OF DATA AND EVALUATION.—By not later 
than January 1, 2011, the Secretary shall require Feder-
ally qualified health centers to submit to the Secretary 
such information as the Secretary may require in order to 
develop and implement the prospective payment system 
under this subsection, including the reporting of services 
using HCPCS codes. 

(2) IMPLEMENTATION.— 
(A) IN GENERAL.—Notwithstanding section 1833(a)(3)(A), 

the Secretary shall provide, for cost reporting periods be-
ginning on or after October 1, 2014, for payments of pro-
spective payment rates for Federally qualified health cen-
ter services furnished by Federally qualified health centers 
under this title in accordance with the prospective pay-
ment system developed by the Secretary under paragraph 
(1). 

(B) PAYMENTS.— 
(i) INITIAL PAYMENTS.—The Secretary shall imple-

ment such prospective payment system so that the es-
timated aggregate amount of prospective payment 
rates (determined prior to the application of section 
1833(a)(1)(Z)) under this title for Federally qualified 
health center services in the first year that such sys-
tem is implemented is equal to 100 percent of the esti-
mated amount of reasonable costs (determined without 
the application of a per visit payment limit or produc-
tivity screen and prior to the application of section 
1866(a)(2)(A)(ii)) that would have occurred for such 
services under this title in such year if the system had 
not been implemented. 

(ii) PAYMENTS IN SUBSEQUENT YEARS.—Payment 
rates in years after the year of implementation of such 
system shall be the payment rates in the previous 
year increased— 

(I) in the first year after implementation of such 
system, by the percentage increase in the MEI (as 
defined in section 1842(i)(3)) for the year involved; 
and 

(II) in subsequent years, by the percentage in-
crease in a market basket of Federally qualified 
health center goods and services as promulgated 
through regulations, or if such an index is not 
available, by the percentage increase in the MEI 
(as defined in section 1842(i)(3)) for the year in-
volved. 

(C) PREPARATION FOR PPS IMPLEMENTATION.—Notwith-
standing any other provision of law, the Secretary may es-
tablish and implement by program instruction or other-
wise the payment codes to be used under the prospective 
payment system under this section. 

(p) QUALITY INCENTIVES TO PROMOTE PATIENT SAFETY AND PUB-
LIC HEALTH IN COMPUTED TOMOGRAPHY.— 
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(1) QUALITY INCENTIVES.—In the case of an applicable com-
puted tomography service (as defined in paragraph (2)) for 
which payment is made under an applicable payment system 
(as defined in paragraph (3)) and that is furnished on or after 
January 1, 2016, using equipment that is not consistent with 
the CT equipment standard (described in paragraph (4)), the 
payment amount for such service shall be reduced by the appli-
cable percentage (as defined in paragraph (5)). 

(2) APPLICABLE COMPUTED TOMOGRAPHY SERVICES DEFINED.— 
In this subsection, the term ‘‘applicable computed tomography 
service’’ means a service billed using diagnostic radiological im-
aging codes for computed tomography (identified as of January 
1, 2014, by HCPCS codes 70450–70498, 71250–71275, 72125– 
72133, 72191–72194, 73200–73206, 73700–73706, 74150– 
74178, 74261–74263, and 75571–75574 (and any succeeding 
codes). 

(3) APPLICABLE PAYMENT SYSTEM DEFINED.—In this sub-
section, the term ‘‘applicable payment system’’ means the fol-
lowing: 

(A) The technical component and the technical compo-
nent of the global fee under the fee schedule established 
under section 1848(b). 

(B) The prospective payment system for hospital out-
patient department services under section 1833(t). 

(4) CONSISTENCY WITH CT EQUIPMENT STANDARD.—In this 
subsection, the term ‘‘not consistent with the CT equipment 
standard’’ means, with respect to an applicable computed to-
mography service, that the service was furnished using equip-
ment that does not meet each of the attributes of the National 
Electrical Manufacturers Association (NEMA) Standard XR– 
29–2013, entitled ‘‘Standard Attributes on CT Equipment Re-
lated to Dose Optimization and Management’’. Through rule-
making, the Secretary may apply successor standards. 

(5) APPLICABLE PERCENTAGE DEFINED.—In this subsection, 
the term ‘‘applicable percentage’’ means— 

(A) for 2016, 5 percent; and 
(B) for 2017 and subsequent years, 15 percent. 

(6) IMPLEMENTATION.— 
(A) INFORMATION.—The Secretary shall require that in-

formation be provided and attested to by a supplier and a 
hospital outpatient department that indicates whether an 
applicable computed tomography service was furnished 
that was not consistent with the CT equipment standard 
(described in paragraph (4)). Such information may be in-
cluded on a claim and may be a modifier. Such information 
shall be verified, as appropriate, as part of the periodic ac-
creditation of suppliers under section 1834(e) and hospitals 
under section 1865(a). 

(B) ADMINISTRATION.—Chapter 35 of title 44, United 
States Code, shall not apply to information described in 
subparagraph (A). 

(q) RECOGNIZING APPROPRIATE USE CRITERIA FOR CERTAIN IMAG-
ING SERVICES.— 

(1) PROGRAM ESTABLISHED.— 
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(A) IN GENERAL.—The Secretary shall establish a pro-
gram to promote the use of appropriate use criteria (as de-
fined in subparagraph (B)) for applicable imaging services 
(as defined in subparagraph (C)) furnished in an applicable 
setting (as defined in subparagraph (D)) by ordering pro-
fessionals and furnishing professionals (as defined in sub-
paragraphs (E) and (F), respectively). 

(B) APPROPRIATE USE CRITERIA DEFINED.—In this sub-
section, the term ‘‘appropriate use criteria’’ means criteria, 
only developed or endorsed by national professional med-
ical specialty societies or other provider-led entities, to as-
sist ordering professionals and furnishing professionals in 
making the most appropriate treatment decision for a spe-
cific clinical condition for an individual. To the extent fea-
sible, such criteria shall be evidence-based. 

(C) APPLICABLE IMAGING SERVICE DEFINED.—In this sub-
section, the term ‘‘applicable imaging service’’ means an 
advanced diagnostic imaging service (as defined in sub-
section (e)(1)(B)) for which the Secretary determines— 

(i) one or more applicable appropriate use criteria 
specified under paragraph (2) apply; 

(ii) there are one or more qualified clinical decision 
support mechanisms listed under paragraph (3)(C); 
and 

(iii) one or more of such mechanisms is available 
free of charge. 

(D) APPLICABLE SETTING DEFINED.—In this subsection, 
the term ‘‘applicable setting’’ means a physician’s office, a 
hospital outpatient department (including an emergency 
department), an ambulatory surgical center, and any other 
provider-led outpatient setting determined appropriate by 
the Secretary. 

(E) ORDERING PROFESSIONAL DEFINED.—In this sub-
section, the term ‘‘ordering professional’’ means a physi-
cian (as defined in section 1861(r)) or a practitioner de-
scribed in section 1842(b)(18)(C) who orders an applicable 
imaging service. 

(F) FURNISHING PROFESSIONAL DEFINED.—In this sub-
section, the term ‘‘furnishing professional’’ means a physi-
cian (as defined in section 1861(r)) or a practitioner de-
scribed in section 1842(b)(18)(C) who furnishes an applica-
ble imaging service. 

(2) ESTABLISHMENT OF APPLICABLE APPROPRIATE USE CRI-
TERIA.— 

(A) IN GENERAL.—Not later than November 15, 2015, the 
Secretary shall through rulemaking, and in consultation 
with physicians, practitioners, and other stakeholders, 
specify applicable appropriate use criteria for applicable 
imaging services only from among appropriate use criteria 
developed or endorsed by national professional medical 
specialty societies or other provider-led entities. 

(B) CONSIDERATIONS.—In specifying applicable appro-
priate use criteria under subparagraph (A), the Secretary 
shall take into account whether the criteria— 

(i) have stakeholder consensus; 
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(ii) are scientifically valid and evidence based; and 
(iii) are based on studies that are published and re-

viewable by stakeholders. 
(C) REVISIONS.—The Secretary shall review, on an an-

nual basis, the specified applicable appropriate use criteria 
to determine if there is a need to update or revise (as ap-
propriate) such specification of applicable appropriate use 
criteria and make such updates or revisions through rule-
making. 

(D) TREATMENT OF MULTIPLE APPLICABLE APPROPRIATE 
USE CRITERIA.—In the case where the Secretary deter-
mines that more than one appropriate use criterion applies 
with respect to an applicable imaging service, the Sec-
retary shall apply one or more applicable appropriate use 
criteria under this paragraph for the service. 

(3) MECHANISMS FOR CONSULTATION WITH APPLICABLE APPRO-
PRIATE USE CRITERIA.— 

(A) IDENTIFICATION OF MECHANISMS TO CONSULT WITH 
APPLICABLE APPROPRIATE USE CRITERIA.— 

(i) IN GENERAL.—The Secretary shall specify quali-
fied clinical decision support mechanisms that could 
be used by ordering professionals to consult with ap-
plicable appropriate use criteria for applicable imaging 
services. 

(ii) CONSULTATION.—The Secretary shall consult 
with physicians, practitioners, health care technology 
experts, and other stakeholders in specifying mecha-
nisms under this paragraph. 

(iii) INCLUSION OF CERTAIN MECHANISMS.—Mecha-
nisms specified under this paragraph may include any 
or all of the following that meet the requirements de-
scribed in subparagraph (B)(ii): 

(I) Use of clinical decision support modules in 
certified EHR technology (as defined in section 
1848(o)(4)). 

(II) Use of private sector clinical decision sup-
port mechanisms that are independent from cer-
tified EHR technology, which may include use of 
clinical decision support mechanisms available 
from medical specialty organizations. 

(III) Use of a clinical decision support mecha-
nism established by the Secretary. 

(B) QUALIFIED CLINICAL DECISION SUPPORT MECHA-
NISMS.— 

(i) IN GENERAL.—For purposes of this subsection, a 
qualified clinical decision support mechanism is a 
mechanism that the Secretary determines meets the 
requirements described in clause (ii). 

(ii) REQUIREMENTS.—The requirements described in 
this clause are the following: 

(I) The mechanism makes available to the or-
dering professional applicable appropriate use cri-
teria specified under paragraph (2) and the sup-
porting documentation for the applicable imaging 
service ordered. 
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(II) In the case where there is more than one 
applicable appropriate use criterion specified 
under such paragraph for an applicable imaging 
service, the mechanism indicates the criteria that 
it uses for the service. 

(III) The mechanism determines the extent to 
which an applicable imaging service ordered is 
consistent with the applicable appropriate use cri-
teria so specified. 

(IV) The mechanism generates and provides to 
the ordering professional a certification or docu-
mentation that documents that the qualified clin-
ical decision support mechanism was consulted by 
the ordering professional. 

(V) The mechanism is updated on a timely basis 
to reflect revisions to the specification of applica-
ble appropriate use criteria under such paragraph. 

(VI) The mechanism meets privacy and security 
standards under applicable provisions of law. 

(VII) The mechanism performs such other func-
tions as specified by the Secretary, which may in-
clude a requirement to provide aggregate feedback 
to the ordering professional. 

(C) LIST OF MECHANISMS FOR CONSULTATION WITH APPLI-
CABLE APPROPRIATE USE CRITERIA.— 

(i) INITIAL LIST.—Not later than April 1, 2016, the 
Secretary shall publish a list of mechanisms specified 
under this paragraph. 

(ii) PERIODIC UPDATING OF LIST.—The Secretary 
shall identify on an annual basis the list of qualified 
clinical decision support mechanisms specified under 
this paragraph. 

(4) CONSULTATION WITH APPLICABLE APPROPRIATE USE CRI-
TERIA.— 

(A) CONSULTATION BY ORDERING PROFESSIONAL.—Begin-
ning with January 1, 2017, subject to subparagraph (C), 
with respect to an applicable imaging service ordered by 
an ordering professional that would be furnished in an ap-
plicable setting and paid for under an applicable payment 
system (as defined in subparagraph (D)), an ordering pro-
fessional shall— 

(i) consult with a qualified decision support mecha-
nism listed under paragraph (3)(C); and 

(ii) provide to the furnishing professional the infor-
mation described in clauses (i) through (iii) of subpara-
graph (B). 

(B) REPORTING BY FURNISHING PROFESSIONAL.—Begin-
ning with January 1, 2017, subject to subparagraph (C), 
with respect to an applicable imaging service furnished in 
an applicable setting and paid for under an applicable pay-
ment system (as defined in subparagraph (D)), payment 
for such service may only be made if the claim for the 
service includes the following: 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00178 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



173 

(i) Information about which qualified clinical deci-
sion support mechanism was consulted by the ordering 
professional for the service. 

(ii) Information regarding— 
(I) whether the service ordered would adhere to 

the applicable appropriate use criteria specified 
under paragraph (2); 

(II) whether the service ordered would not ad-
here to such criteria; or 

(III) whether such criteria was not applicable to 
the service ordered. 

(iii) The national provider identifier of the ordering 
professional (if different from the furnishing profes-
sional). 

(C) EXCEPTIONS.—The provisions of subparagraphs (A) 
and (B) and paragraph (6)(A) shall not apply to the fol-
lowing: 

(i) EMERGENCY SERVICES.—An applicable imaging 
service ordered for an individual with an emergency 
medical condition (as defined in section 1867(e)(1)). 

(ii) INPATIENT SERVICES.—An applicable imaging 
service ordered for an inpatient and for which pay-
ment is made under part A. 

(iii) SIGNIFICANT HARDSHIP.—An applicable imaging 
service ordered by an ordering professional who the 
Secretary may, on a case-by-case basis, exempt from 
the application of such provisions if the Secretary de-
termines, subject to annual renewal, that consultation 
with applicable appropriate use criteria would result 
in a significant hardship, such as in the case of a pro-
fessional who practices in a rural area without suffi-
cient Internet access. 

(D) APPLICABLE PAYMENT SYSTEM DEFINED.—In this sub-
section, the term ‘‘applicable payment system’’ means the 
following: 

(i) The physician fee schedule established under sec-
tion 1848(b). 

(ii) The prospective payment system for hospital out-
patient department services under section 1833(t). 

(iii) The ambulatory surgical center payment sys-
tems under section 1833(i). 

(5) IDENTIFICATION OF OUTLIER ORDERING PROFESSIONALS.— 
(A) IN GENERAL.—With respect to applicable imaging 

services furnished beginning with 2017, the Secretary 
shall determine, on an annual basis, no more than five 
percent of the total number of ordering professionals who 
are outlier ordering professionals. 

(B) OUTLIER ORDERING PROFESSIONALS.—The determina-
tion of an outlier ordering professional shall— 

(i) be based on low adherence to applicable appro-
priate use criteria specified under paragraph (2), 
which may be based on comparison to other ordering 
professionals; and 

(ii) include data for ordering professionals for whom 
prior authorization under paragraph (6)(A) applies. 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00179 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



174 

(C) USE OF TWO YEARS OF DATA.—The Secretary shall 
use two years of data to identify outlier ordering profes-
sionals under this paragraph. 

(D) PROCESS.—The Secretary shall establish a process 
for determining when an outlier ordering professional is no 
longer an outlier ordering professional. 

(E) CONSULTATION WITH STAKEHOLDERS.—The Secretary 
shall consult with physicians, practitioners and other 
stakeholders in developing methods to identify outlier or-
dering professionals under this paragraph. 

(6) PRIOR AUTHORIZATION FOR ORDERING PROFESSIONALS WHO 
ARE OUTLIERS.— 

(A) IN GENERAL.—Beginning January 1, 2020, subject to 
paragraph (4)(C), with respect to services furnished during 
a year, the Secretary shall, for a period determined appro-
priate by the Secretary, apply prior authorization for appli-
cable imaging services that are ordered by an outlier or-
dering professional identified under paragraph (5). 

(B) APPROPRIATE USE CRITERIA IN PRIOR AUTHORIZA-
TION.—In applying prior authorization under subpara-
graph (A), the Secretary shall utilize only the applicable 
appropriate use criteria specified under this subsection. 

(C) FUNDING.—For purposes of carrying out this para-
graph, the Secretary shall provide for the transfer, from 
the Federal Supplementary Medical Insurance Trust Fund 
under section 1841, of $5,000,000 to the Centers for Medi-
care & Medicaid Services Program Management Account 
for each of fiscal years 2019 through 2021. Amounts trans-
ferred under the preceding sentence shall remain available 
until expended. 

(7) CONSTRUCTION.—Nothing in this subsection shall be con-
strued as granting the Secretary the authority to develop or 
initiate the development of clinical practice guidelines or ap-
propriate use criteria. 

* * * * * * * 

PART D—VOLUNTARY PRESCRIPTION DRUG BENEFIT PROGRAM 

Subpart 1—Part D Eligible Individuals and Prescription Drug 
Benefits 

* * * * * * * 

BENEFICIARY PROTECTIONS FOR QUALIFIED PRESCRIPTION DRUG 
COVERAGE 

SEC. 1860D–4. (a) DISSEMINATION OF INFORMATION.— 
(1) GENERAL INFORMATION.— 

(A) APPLICATION OF MA INFORMATION.—A PDP sponsor 
shall disclose, in a clear, accurate, and standardized form 
to each enrollee with a prescription drug plan offered by 
the sponsor under this part at the time of enrollment and 
at least annually thereafter, the information described in 
section 1852(c)(1) relating to such plan, insofar as the Sec-
retary determines appropriate with respect to benefits pro-
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vided under this part, and including the information de-
scribed in subparagraph (B). 

(B) DRUG SPECIFIC INFORMATION.—The information de-
scribed in this subparagraph is information concerning the 
following: 

(i) Access to specific covered part D drugs, including 
access through pharmacy networks. 

(ii) How any formulary (including any tiered for-
mulary structure) used by the sponsor functions, in-
cluding a description of how a part D eligible indi-
vidual may obtain information on the formulary con-
sistent with paragraph (3). 

(iii) Beneficiary cost-sharing requirements and how 
a part D eligible individual may obtain information on 
such requirements, including tiered or other copay-
ment level applicable to each drug (or class of drugs), 
consistent with paragraph (3). 

(iv) The medication therapy management program 
required under subsection (c). 

(v) The drug management program for at-risk bene-
ficiaries under subsection (c)(5). 

(2) DISCLOSURE UPON REQUEST OF GENERAL COVERAGE, UTILI-
ZATION, AND GRIEVANCE INFORMATION.—Upon request of a part 
D eligible individual who is eligible to enroll in a prescription 
drug plan, the PDP sponsor offering such plan shall provide in-
formation similar (as determined by the Secretary) to the infor-
mation described in subparagraphs (A), (B), and (C) of section 
1852(c)(2) to such individual. 

(3) PROVISION OF SPECIFIC INFORMATION.— 
(A) RESPONSE TO BENEFICIARY QUESTIONS.—Each PDP 

sponsor offering a prescription drug plan shall have a 
mechanism for providing specific information on a timely 
basis to enrollees upon request. Such mechanism shall in-
clude access to information through the use of a toll-free 
telephone number and, upon request, the provision of such 
information in writing. 

(B) AVAILABILITY OF INFORMATION ON CHANGES IN FOR-
MULARY THROUGH THE INTERNET.—A PDP sponsor offering 
a prescription drug plan shall make available on a timely 
basis through an Internet website information on specific 
changes in the formulary under the plan (including 
changes to tiered or preferred status of covered part D 
drugs). 

(4) CLAIMS INFORMATION.—A PDP sponsor offering a pre-
scription drug plan must furnish to each enrollee in a form 
easily understandable to such enrollees— 

(A) an explanation of benefits (in accordance with section 
1806(a) or in a comparable manner); and 

(B) when prescription drug benefits are provided under 
this part, a notice of the benefits in relation to— 

(i) the initial coverage limit for the current year; and 
(ii) the annual out-of-pocket threshold for the cur-

rent year. 
Notices under subparagraph (B) need not be provided more 
often than as specified by the Secretary and notices under 
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subparagraph (B)(ii) shall take into account the application 
of section 1860D–2(b)(4)(C) to the extent practicable, as 
specified by the Secretary. 

(b) ACCESS TO COVERED PART D DRUGS.— 
(1) ASSURING PHARMACY ACCESS.— 

(A) PARTICIPATION OF ANY WILLING PHARMACY.—A pre-
scription drug plan shall permit the participation of any 
pharmacy that meets the terms and conditions under the 
plan. 

(B) DISCOUNTS ALLOWED FOR NETWORK PHARMACIES.— 
For covered part D drugs dispensed through in-network 
pharmacies, a prescription drug plan may, notwith-
standing subparagraph (A), reduce coinsurance or copay-
ments for part D eligible individuals enrolled in the plan 
below the level otherwise required. In no case shall such 
a reduction result in an increase in payments made by the 
Secretary under section 1860D–15 to a plan. 

(C) CONVENIENT ACCESS FOR NETWORK PHARMACIES.— 
(i) IN GENERAL.—The PDP sponsor of the prescrip-

tion drug plan shall secure the participation in its net-
work of a sufficient number of pharmacies that dis-
pense (other than by mail order) drugs directly to pa-
tients to ensure convenient access (consistent with 
rules established by the Secretary). 

(ii) APPLICATION OF TRICARE STANDARDS.—The Sec-
retary shall establish rules for convenient access to in- 
network pharmacies under this subparagraph that are 
no less favorable to enrollees than the rules for con-
venient access to pharmacies included in the state-
ment of work of solicitation (#MDA906–03–R–0002) of 
the Department of Defense under the TRICARE Retail 
Pharmacy (TRRx) as of March 13, 2003. 

(iii) ADEQUATE EMERGENCY ACCESS.—Such rules 
shall include adequate emergency access for enrollees. 

(iv) CONVENIENT ACCESS IN LONG-TERM CARE FACILI-
TIES.—Such rules may include standards with respect 
to access for enrollees who are residing in long-term 
care facilities and for pharmacies operated by the In-
dian Health Service, Indian tribes and tribal organiza-
tions, and urban Indian organizations (as defined in 
section 4 of the Indian Health Care Improvement Act). 

(D) LEVEL PLAYING FIELD.—Such a sponsor shall permit 
enrollees to receive benefits (which may include a 90-day 
supply of drugs or biologicals) through a pharmacy (other 
than a mail order pharmacy), with any differential in 
charge paid by such enrollees. 

(E) NOT REQUIRED TO ACCEPT INSURANCE RISK.—The 
terms and conditions under subparagraph (A) may not re-
quire participating pharmacies to accept insurance risk as 
a condition of participation. 

(2) USE OF STANDARDIZED TECHNOLOGY.— 
(A) IN GENERAL.—The PDP sponsor of a prescription 

drug plan shall issue (and reissue, as appropriate) such a 
card (or other technology) that may be used by an enrollee 
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to assure access to negotiated prices under section 1860D– 
2(d). 

(B) STANDARDS.— 
(i) IN GENERAL.—The Secretary shall provide for the 

development, adoption, or recognition of standards re-
lating to a standardized format for the card or other 
technology required under subparagraph (A). Such 
standards shall be compatible with part C of title XI 
and may be based on standards developed by an ap-
propriate standard setting organization. 

(ii) CONSULTATION.—In developing the standards 
under clause (i), the Secretary shall consult with the 
National Council for Prescription Drug Programs and 
other standard setting organizations determined ap-
propriate by the Secretary. 

(iii) IMPLEMENTATION.—The Secretary shall develop, 
adopt, or recognize the standards under clause (i) by 
such date as the Secretary determines shall be suffi-
cient to ensure that PDP sponsors utilize such stand-
ards beginning January 1, 2006. 

(3) REQUIREMENTS ON DEVELOPMENT AND APPLICATION OF 
FORMULARIES.—If a PDP sponsor of a prescription drug plan 
uses a formulary (including the use of tiered cost-sharing), the 
following requirements must be met: 

(A) DEVELOPMENT AND REVISION BY A PHARMACY AND 
THERAPEUTIC (P&T) COMMITTEE.— 

(i) IN GENERAL.—The formulary must be developed 
and reviewed by a pharmacy and therapeutic com-
mittee. A majority of the members of such committee 
shall consist of individuals who are practicing physi-
cians or practicing pharmacists (or both). 

(ii) INCLUSION OF INDEPENDENT EXPERTS.—Such 
committee shall include at least one practicing physi-
cian and at least one practicing pharmacist, each of 
whom— 

(I) is independent and free of conflict with re-
spect to the sponsor and plan; and 

(II) has expertise in the care of elderly or dis-
abled persons. 

(B) FORMULARY DEVELOPMENT.—In developing and re-
viewing the formulary, the committee shall— 

(i) base clinical decisions on the strength of scientific 
evidence and standards of practice, including assess-
ing peer-reviewed medical literature, such as random-
ized clinical trials, pharmacoeconomic studies, out-
comes research data, and on such other information as 
the committee determines to be appropriate; and 

(ii) take into account whether including in the for-
mulary (or in a tier in such formulary) particular cov-
ered part D drugs has therapeutic advantages in 
terms of safety and efficacy. 

(C) INCLUSION OF DRUGS IN ALL THERAPEUTIC CAT-
EGORIES AND CLASSES.— 

(i) IN GENERAL.—Subject to subparagraph (G), the 
formulary must include drugs within each therapeutic 
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category and class of covered part D drugs, although 
not necessarily all drugs within such categories and 
classes. 

(ii) MODEL GUIDELINES.—The Secretary shall re-
quest the United States Pharmacopeia to develop, in 
consultation with pharmaceutical benefit managers 
and other interested parties, a list of categories and 
classes that may be used by prescription drug plans 
under this paragraph and to revise such classification 
from time to time to reflect changes in therapeutic 
uses of covered part D drugs and the additions of new 
covered part D drugs. 

(iii) LIMITATION ON CHANGES IN THERAPEUTIC CLAS-
SIFICATION.—The PDP sponsor of a prescription drug 
plan may not change the therapeutic categories and 
classes in a formulary other than at the beginning of 
each plan year except as the Secretary may permit to 
take into account new therapeutic uses and newly ap-
proved covered part D drugs. 

(D) PROVIDER AND PATIENT EDUCATION.—The PDP spon-
sor shall establish policies and procedures to educate and 
inform health care providers and enrollees concerning the 
formulary. 

(E) NOTICE BEFORE REMOVING DRUG FROM FORMULARY 
OR CHANGING PREFERRED OR TIER STATUS OF DRUG.—Any 
removal of a covered part D drug from a formulary and 
any change in the preferred or tiered cost-sharing status 
of such a drug shall take effect only after appropriate no-
tice is made available (such as under subsection (a)(3)) to 
the Secretary, affected enrollees, physicians, pharmacies, 
and pharmacists. 

(F) PERIODIC EVALUATION OF PROTOCOLS.—In connection 
with the formulary, the sponsor of a prescription drug plan 
shall provide for the periodic evaluation and analysis of 
treatment protocols and procedures. 

(G) REQUIRED INCLUSION OF DRUGS IN CERTAIN CAT-
EGORIES AND CLASSES.— 

(i) FORMULARY REQUIREMENTS.— 
(I) IN GENERAL.—Subject to subclause (II), a 

PDP sponsor offering a prescription drug plan 
shall be required to include all covered part D 
drugs in the categories and classes identified by 
the Secretary under clause (ii)(I). 

(II) EXCEPTIONS.—The Secretary may establish 
exceptions that permit a PDP sponsor offering a 
prescription drug plan to exclude from its for-
mulary a particular covered part D drug in a cat-
egory or class that is otherwise required to be in-
cluded in the formulary under subclause (I) (or to 
otherwise limit access to such a drug, including 
through prior authorization or utilization manage-
ment). 

(ii) IDENTIFICATION OF DRUGS IN CERTAIN CAT-
EGORIES AND CLASSES.— 
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(I) IN GENERAL.—Subject to clause (iv), the Sec-
retary shall identify, as appropriate, categories 
and classes of drugs for which the Secretary deter-
mines are of clinical concern. 

(II) CRITERIA.—The Secretary shall use criteria 
established by the Secretary in making any deter-
mination under subclause (I). 

(iii) IMPLEMENTATION.—The Secretary shall estab-
lish the criteria under clause (ii)(II) and any excep-
tions under clause (i)(II) through the promulgation of 
a regulation which includes a public notice and com-
ment period. 

(iv) REQUIREMENT FOR CERTAIN CATEGORIES AND 
CLASSES UNTIL CRITERIA ESTABLISHED.—Until such 
time as the Secretary establishes the criteria under 
clause (ii)(II) the following categories and classes of 
drugs shall be identified under clause (ii)(I): 

(I) Anticonvulsants. 
(II) Antidepressants. 
(III) Antineoplastics. 
(IV) Antipsychotics. 
(V) Antiretrovirals. 
(VI) Immunosuppressants for the treatment of 

transplant rejection. 
(H) USE OF SINGLE, UNIFORM EXCEPTIONS AND APPEALS 

PROCESS.—Notwithstanding any other provision of this 
part, each PDP sponsor of a prescription drug plan shall— 

(i) use a single, uniform exceptions and appeals 
process (including, to the extent the Secretary deter-
mines feasible, a single, uniform model form for use 
under such process) with respect to the determination 
of prescription drug coverage for an enrollee under the 
plan; and 

(ii) provide instant access to such process by enroll-
ees through a toll-free telephone number and an Inter-
net website. 

(c) COST AND UTILIZATION MANAGEMENT; QUALITY ASSURANCE; 
MEDICATION THERAPY MANAGEMENT PROGRAM.— 

(1) IN GENERAL.—The PDP sponsor shall have in place, di-
rectly or through appropriate arrangements, with respect to 
covered part D drugs, the following: 

(A) A cost-effective drug utilization management pro-
gram, including incentives to reduce costs when medically 
appropriate, such as through the use of multiple source 
drugs (as defined in section 1927(k)(7)(A)(i)). 

(B) Quality assurance measures and systems to reduce 
medication errors and adverse drug interactions and im-
prove medication use. 

(C) A medication therapy management program de-
scribed in paragraph (2). 

(D) A program to control fraud, abuse, and waste. 
(E) A utilization management tool to prevent drug abuse 

(as described in paragraph (6)(A)). 
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Nothing in this section shall be construed as impairing a PDP 
sponsor from utilizing cost management tools (including dif-
ferential payments) under all methods of operation. 

(2) MEDICATION THERAPY MANAGEMENT PROGRAM.— 
(A) DESCRIPTION.— 

(i) IN GENERAL.—A medication therapy management 
program described in this paragraph is a program of 
drug therapy management that may be furnished by 
a pharmacist and that is designed to assure, with re-
spect to targeted beneficiaries described in clause (ii), 
that covered part D drugs under the prescription drug 
plan are appropriately used to optimize therapeutic 
outcomes through improved medication use, and to re-
duce the risk of adverse events, including adverse 
drug interactions. Such a program may distinguish be-
tween services in ambulatory and institutional set-
tings. 

(ii) TARGETED BENEFICIARIES DESCRIBED.—Targeted 
beneficiaries described in this clause are part D eligi-
ble individuals who— 

(I) have multiple chronic diseases (such as dia-
betes, asthma, hypertension, hyperlipidemia, and 
congestive heart failure); 

(II) are taking multiple covered part D drugs; 
and 

(III) are identified as likely to incur annual 
costs for covered part D drugs that exceed a level 
specified by the Secretary. 

(B) ELEMENTS.—Such program may include elements 
that promote— 

(i) enhanced enrollee understanding to promote the 
appropriate use of medications by enrollees and to re-
duce the risk of potential adverse events associated 
with medications, through beneficiary education, coun-
seling, and other appropriate means; 

(ii) increased enrollee adherence with prescription 
medication regimens through medication refill remind-
ers, special packaging, and other compliance programs 
and other appropriate means; and 

(iii) detection of adverse drug events and patterns of 
overuse and underuse of prescription drugs. 

(C) REQUIRED INTERVENTIONS.—For plan years begin-
ning on or after the date that is 2 years after the date of 
the enactment of the Patient Protection and Affordable 
Care Act, prescription drug plan sponsors shall offer medi-
cation therapy management services to targeted bene-
ficiaries described in subparagraph (A)(ii) that include, at 
a minimum, the following to increase adherence to pre-
scription medications or other goals deemed necessary by 
the Secretary: 

(i) An annual comprehensive medication review fur-
nished person-to-person or using telehealth tech-
nologies (as defined by the Secretary) by a licensed 
pharmacist or other qualified provider. The com-
prehensive medication review— 
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(I) shall include a review of the individual’s 
medications and may result in the creation of a 
recommended medication action plan or other ac-
tions in consultation with the individual and with 
input from the prescriber to the extent necessary 
and practicable; and 

(II) shall include providing the individual with a 
written or printed summary of the results of the 
review. 

The Secretary, in consultation with relevant stake-
holders, shall develop a standardized format for the 
action plan under subclause (I) and the summary 
under subclause (II). 

(ii) Follow-up interventions as warranted based on 
the findings of the annual medication review or the 
targeted medication enrollment and which may be pro-
vided person-to-person or using telehealth technologies 
(as defined by the Secretary). 

(D) ASSESSMENT.—The prescription drug plan sponsor 
shall have in place a process to assess, at least on a quar-
terly basis, the medication use of individuals who are at 
risk but not enrolled in the medication therapy manage-
ment program, including individuals who have experienced 
a transition in care, if the prescription drug plan sponsor 
has access to that information. 

(E) AUTOMATIC ENROLLMENT WITH ABILITY TO OPT-OUT.— 
The prescription drug plan sponsor shall have in place a 
process to— 

(i) subject to clause (ii), automatically enroll tar-
geted beneficiaries described in subparagraph (A)(ii), 
including beneficiaries identified under subparagraph 
(D), in the medication therapy management program 
required under this subsection; and 

(ii) permit such beneficiaries to opt-out of enrollment 
in such program. 

(E) DEVELOPMENT OF PROGRAM IN COOPERATION WITH LI-
CENSED PHARMACISTS.—Such program shall be developed 
in cooperation with licensed and practicing pharmacists 
and physicians. 

(F) COORDINATION WITH CARE MANAGEMENT PLANS.—The 
Secretary shall establish guidelines for the coordination of 
any medication therapy management program under this 
paragraph with respect to a targeted beneficiary with any 
care management plan established with respect to such 
beneficiary under a chronic care improvement program 
under section 1807. 

(G) CONSIDERATIONS IN PHARMACY FEES.—The PDP 
sponsor of a prescription drug plan shall take into account, 
in establishing fees for pharmacists and others providing 
services under such plan, the resources used, and time re-
quired to, implement the medication therapy management 
program under this paragraph. Each such sponsor shall 
disclose to the Secretary upon request the amount of any 
such management or dispensing fees. The provisions of 
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section 1927(b)(3)(D) apply to information disclosed under 
this subparagraph. 

(3) REDUCING WASTEFUL DISPENSING OF OUTPATIENT PRE-
SCRIPTION DRUGS IN LONG-TERM CARE FACILITIES.—The Sec-
retary shall require PDP sponsors of prescription drug plans to 
utilize specific, uniform dispensing techniques, as determined 
by the Secretary, in consultation with relevant stakeholders 
(including representatives of nursing facilities, residents of 
nursing facilities, pharmacists, the pharmacy industry (includ-
ing retail and long-term care pharmacy), prescription drug 
plans, MA–PD plans, and any other stakeholders the Secretary 
determines appropriate), such as weekly, daily, or automated 
dose dispensing, when dispensing covered part D drugs to en-
rollees who reside in a long-term care facility in order to re-
duce waste associated with 30-day fills. 

(4) REQUIRING VALID PRESCRIBER NATIONAL PROVIDER IDENTI-
FIERS ON PHARMACY CLAIMS.— 

(A) IN GENERAL.—For plan year 2016 and subsequent 
plan years, the Secretary shall require a claim for a covered 
part D drug for a part D eligible individual enrolled in a 
prescription drug plan under this part or an MA-PD plan 
under part C to include a prescriber National Provider 
Identifier that is determined to be valid under the proce-
dures established under subparagraph (B)(i). 

(B) PROCEDURES.— 
(i) VALIDITY OF PRESCRIBER NATIONAL PROVIDER 

IDENTIFIERS.—The Secretary, in consultation with ap-
propriate stakeholders, shall establish procedures for 
determining the validity of prescriber National Pro-
vider Identifiers under subparagraph (A). 

(ii) INFORMING BENEFICIARIES OF REASON FOR DE-
NIAL.—The Secretary shall establish procedures to en-
sure that, in the case that a claim for a covered part 
D drug of an individual described in subparagaph (A) 
is denied because the claim does not meet the require-
ments of this paragraph, the individual is properly in-
formed at the point of service of the reason for the de-
nial. 

(C) REPORT.—Not later than January 1, 2018, the In-
spector General of the Department of Health and Human 
Services shall submit to Congress a report on the effective-
ness of the procedures established under subparagraph 
(B)(i). 

(5) DRUG MANAGEMENT PROGRAM FOR AT-RISK BENE-
FICIARIES.— 

(A) AUTHORITY TO ESTABLISH.—A PDP sponsor may es-
tablish a drug management program for at-risk bene-
ficiaries under which, subject to subparagraph (B), the 
PDP sponsor may, in the case of an at-risk beneficiary for 
prescription drug abuse who is an enrollee in a prescription 
drug plan of such PDP sponsor, limit such beneficiary’s ac-
cess to coverage for frequently abused drugs under such 
plan to frequently abused drugs that are prescribed for 
such beneficiary by a prescriber selected under subpara-
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graph (D), and dispensed for such beneficiary by a phar-
macy selected under such subparagraph. 

(B) REQUIREMENT FOR NOTICES.— 
(i) IN GENERAL.—A PDP sponsor may not limit the 

access of an at-risk beneficiary for prescription drug 
abuse to coverage for frequently abused drugs under a 
prescription drug plan until such sponsor— 

(I) provides to the beneficiary an initial notice 
described in clause (ii) and a second notice de-
scribed in clause (iii); and 

(II) verifies with the providers of the beneficiary 
that the beneficiary is an at-risk beneficiary for 
prescription drug abuse. 

(ii) INITIAL NOTICE.—An initial notice described in 
this clause is a notice that provides to the beneficiary— 

(I) notice that the PDP sponsor has identified the 
beneficiary as potentially being an at-risk bene-
ficiary for prescription drug abuse; 

(II) information describing all State and Federal 
public health resources that are designed to ad-
dress prescription drug abuse to which the bene-
ficiary has access, including mental health services 
and other counseling services; 

(III) notice of, and information about, the right 
of the beneficiary to appeal such identification 
under subsection (h) and the option of an auto-
matic escalation to external review; 

(IV) a request for the beneficiary to submit to the 
PDP sponsor preferences for which prescribers and 
pharmacies the beneficiary would prefer the PDP 
sponsor to select under subparagraph (D) in the 
case that the beneficiary is identified as an at-risk 
beneficiary for prescription drug abuse as de-
scribed in clause (iii)(I); 

(V) an explanation of the meaning and con-
sequences of the identification of the beneficiary as 
potentially being an at-risk beneficiary for pre-
scription drug abuse, including an explanation of 
the drug management program established by the 
PDP sponsor pursuant to subparagraph (A); 

(VI) clear instructions that explain how the bene-
ficiary can contact the PDP sponsor in order to 
submit to the PDP sponsor the preferences de-
scribed in subclause (IV) and any other commu-
nications relating to the drug management pro-
gram for at-risk beneficiaries established by the 
PDP sponsor; and 

(VII) contact information for other organizations 
that can provide the beneficiary with assistance re-
garding such drug management program (similar 
to the information provided by the Secretary in 
other standardized notices provided to part D eligi-
ble individuals enrolled in prescription drug plans 
under this part). 
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(iii) SECOND NOTICE.—A second notice described in 
this clause is a notice that provides to the beneficiary 
notice— 

(I) that the PDP sponsor has identified the bene-
ficiary as an at-risk beneficiary for prescription 
drug abuse; 

(II) that such beneficiary is subject to the re-
quirements of the drug management program for 
at-risk beneficiaries established by such PDP spon-
sor for such plan; 

(III) of the prescriber and pharmacy selected for 
such individual under subparagraph (D); 

(IV) of, and information about, the beneficiary’s 
right to appeal such identification under sub-
section (h) and the option of an automatic esca-
lation to external review; 

(V) that the beneficiary can, in the case that the 
beneficiary has not previously submitted to the 
PDP sponsor preferences for which prescribers and 
pharmacies the beneficiary would prefer the PDP 
sponsor select under subparagraph (D), submit 
such preferences to the PDP sponsor; and 

(VI) that includes clear instructions that explain 
how the beneficiary can contact the PDP sponsor. 

(iv) TIMING OF NOTICES.— 
(I) IN GENERAL.—Subject to subclause (II), a sec-

ond notice described in clause (iii) shall be pro-
vided to the beneficiary on a date that is not less 
than 60 days after an initial notice described in 
clause (ii) is provided to the beneficiary. 

(II) EXCEPTION.—In the case that the PDP spon-
sor, in conjunction with the Secretary, determines 
that concerns identified through rulemaking by the 
Secretary regarding the health or safety of the ben-
eficiary or regarding significant drug diversion ac-
tivities require the PDP sponsor to provide a sec-
ond notice described in clause (iii) to the bene-
ficiary on a date that is earlier than the date de-
scribed in subclause (II), the PDP sponsor may 
provide such second notice on such earlier date. 

(C) AT-RISK BENEFICIARY FOR PRESCRIPTION DRUG 
ABUSE.— 

(i) IN GENERAL.—For purposes of this paragraph, the 
term ‘‘at-risk beneficiary for prescription drug abuse’’ 
means a part D eligible individual who is not an ex-
empted individual described in clause (ii) and— 

(I) who is identified through the use of clinical 
guidelines developed by the Secretary in consulta-
tion with PDP sponsors and other stakeholders de-
scribed in section 12(f)(2)(A) of the Protecting the 
Integrity of Medicare Act of 2015; or 

(II) with respect to whom the PDP sponsor of a 
prescription drug plan, upon enrolling such indi-
vidual in such plan, received notice from the Sec-
retary that such individual was identified under 
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this paragraph to be an at-risk beneficiary for pre-
scription drug abuse under the prescription drug 
plan in which such individual was most recently 
previously enrolled and such identification has not 
been terminated under subparagraph (F). 

(ii) EXEMPTED INDIVIDUAL DESCRIBED.—An exempted 
individual described in this clause is an individual 
who— 

(I) receives hospice care under this title; or 
(II) the Secretary elects to treat as an exempted 

individual for purposes of clause (i). 
(D) SELECTION OF PRESCRIBERS.— 

(i) IN GENERAL.—With respect to each at-risk bene-
ficiary for prescription drug abuse enrolled in a pre-
scription drug plan offered by such sponsor, a PDP 
sponsor shall, based on the preferences submitted to the 
PDP sponsor by the beneficiary pursuant to clauses 
(ii)(IV) and (iii)(V) of subparagraph (B), select— 

(I) one or more individuals who are authorized 
to prescribe frequently abused drugs (referred to in 
this paragraph as ‘‘prescribers’’) who may write 
prescriptions for such drugs for such beneficiary; 
and 

(II) one or more pharmacies that may dispense 
such drugs to such beneficiary. 

(ii) REASONABLE ACCESS.—In making the selection 
under this subparagraph, a PDP sponsor shall ensure 
that the beneficiary continues to have reasonable access 
to drugs described in subparagraph (G), taking into ac-
count geographic location, beneficiary preference, im-
pact on cost-sharing, and reasonable travel time. 

(iii) BENEFICIARY PREFERENCES.— 
(I) IN GENERAL.—If an at-risk beneficiary for 

prescription drug abuse submits preferences for 
which in-network prescribers and pharmacies the 
beneficiary would prefer the PDP sponsor select in 
response to a notice under subparagraph (B), the 
PDP sponsor shall— 

(aa) review such preferences; 
(bb) select or change the selection of a pre-

scriber or pharmacy for the beneficiary based 
on such preferences; and 

(cc) inform the beneficiary of such selection 
or change of selection. 

(II) EXCEPTION.—In the case that the PDP spon-
sor determines that a change to the selection of a 
prescriber or pharmacy under item (bb) by the 
PDP sponsor is contributing or would contribute to 
prescription drug abuse or drug diversion by the 
beneficiary, the PDP sponsor may change the selec-
tion of a prescriber or pharmacy for the beneficiary 
without regard to the preferences of the beneficiary 
described in subclause (I). 

(iv) CONFIRMATION.—Before selecting a prescriber or 
pharmacy under this subparagraph, a PDP sponsor 
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must request and receive confirmation from the pre-
scriber or pharmacy acknowledging and accepting that 
the beneficiary involved is in the drug management 
program for at-risk beneficiaries. 

(E) TERMINATIONS AND APPEALS.—The identification of 
an individual as an at-risk beneficiary for prescription 
drug abuse under this paragraph, a coverage determination 
made under a drug management program for at-risk bene-
ficiaries, and the selection of a prescriber or pharmacy 
under subparagraph (D) with respect to such individual 
shall be subject to reconsideration and appeal under sub-
section (h) and the option of an automatic escalation to ex-
ternal review to the extent provided by the Secretary. 

(F) TERMINATION OF IDENTIFICATION.— 
(i) IN GENERAL.—The Secretary shall develop stand-

ards for the termination of identification of an indi-
vidual as an at-risk beneficiary for prescription drug 
abuse under this paragraph. Under such standards 
such identification shall terminate as of the earlier of— 

(I) the date the individual demonstrates that the 
individual is no longer likely, in the absence of the 
restrictions under this paragraph, to be an at-risk 
beneficiary for prescription drug abuse described 
in subparagraph (C)(i); or 

(II) the end of such maximum period of identi-
fication as the Secretary may specify. 

(ii) RULE OF CONSTRUCTION.—Nothing in clause (i) 
shall be construed as preventing a plan from identi-
fying an individual as an at-risk beneficiary for pre-
scription drug abuse under subparagraph (C)(i) after 
such termination on the basis of additional informa-
tion on drug use occurring after the date of notice of 
such termination. 

(G) FREQUENTLY ABUSED DRUG.—For purposes of this 
subsection, the term ‘‘frequently abused drug’’ means a 
drug that is determined by the Secretary to be frequently 
abused or diverted and that is— 

(i) a Controlled Drug Substance in Schedule CII; or 
(ii) within the same class or category of drugs as a 

Controlled Drug Substance in Schedule CII, as deter-
mined through notice and comment rulemaking. 

(H) DATA DISCLOSURE.—In the case of an at-risk bene-
ficiary for prescription drug abuse whose access to coverage 
for frequently abused drugs under a prescription drug plan 
has been limited by a PDP sponsor under this paragraph, 
such PDP sponsor shall disclose data, including any nec-
essary individually identifiable health information, in a 
form and manner specified by the Secretary, about the deci-
sion to impose such limitations and the limitations imposed 
by the sponsor under this part. 

(I) EDUCATION.—The Secretary shall provide education to 
enrollees in prescription drug plans of PDP sponsors and 
providers regarding the drug management program for at- 
risk beneficiaries described in this paragraph, including 
education— 
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(i) provided by medicare administrative contractors 
through the improper payment outreach and education 
program described in section 1874A(h); and 

(ii) through current education efforts (such as State 
health insurance assistance programs described in sub-
section (a)(1)(A) of section 119 of the Medicare Im-
provements for Patients and Providers Act of 2008 (42 
U.S.C. 1395b–3 note)) and materials directed toward 
such enrollees. 

(6) UTILIZATION MANAGEMENT TOOL TO PREVENT DRUG 
ABUSE.— 

(A) IN GENERAL.—A tool described in this paragraph is 
any of the following: 

(i) A utilization tool designed to prevent the abuse of 
frequently abused drugs by individuals and to prevent 
the diversion of such drugs at pharmacies. 

(ii) Retrospective utilization review to identify— 
(I) individuals that receive frequently abused 

drugs at a frequency or in amounts that are not 
clinically appropriate; and 

(II) providers of services or suppliers that may 
facilitate the abuse or diversion of frequently 
abused drugs by beneficiaries. 

(iii) Consultation with the Contractor described in 
subparagraph (B) to verify if an individual enrolling in 
a prescription drug plan offered by a PDP sponsor has 
been previously identified by another PDP sponsor as 
an individual described in clause (ii)(I). 

(B) REPORTING.—A PDP sponsor offering a prescription 
drug plan in a State shall submit to the Secretary and the 
Medicare drug integrity contractor with which the Sec-
retary has entered into a contract under section 1893 with 
respect to such State a report, on a monthly basis, con-
taining information on— 

(i) any provider of services or supplier described in 
subparagraph (A)(ii)(II) that is identified by such plan 
sponsor during the 30-day period before such report is 
submitted; and 

(ii) the name and prescription records of individuals 
described in paragraph (5)(C). 

(d) CONSUMER SATISFACTION SURVEYS.—In order to provide for 
comparative information under section 1860D–1(c)(3)(A)(v), the 
Secretary shall conduct consumer satisfaction surveys with respect 
to PDP sponsors and prescription drug plans in a manner similar 
to the manner such surveys are conducted for MA organizations 
and MA plans under part C. 

(e) ELECTRONIC PRESCRIPTION PROGRAM.— 
(1) APPLICATION OF STANDARDS.—As of such date as the Sec-

retary may specify, but not later than 1 year after the date of 
promulgation of final standards under paragraph (4)(D), pre-
scriptions and other information described in paragraph (2)(A) 
for covered part D drugs prescribed for part D eligible individ-
uals that are transmitted electronically shall be transmitted 
only in accordance with such standards under an electronic 
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prescription drug program that meets the requirements of 
paragraph (2). 

(2) PROGRAM REQUIREMENTS.—Consistent with uniform 
standards established under paragraph (3)— 

(A) PROVISION OF INFORMATION TO PRESCRIBING HEALTH 
CARE PROFESSIONAL AND DISPENSING PHARMACIES AND 
PHARMACISTS.—An electronic prescription drug program 
shall provide for the electronic transmittal to the pre-
scribing health care professional and to the dispensing 
pharmacy and pharmacist of the prescription and informa-
tion on eligibility and benefits (including the drugs in-
cluded in the applicable formulary, any tiered formulary 
structure, and any requirements for prior authorization) 
and of the following information with respect to the pre-
scribing and dispensing of a covered part D drug: 

(i) Information on the drug being prescribed or dis-
pensed and other drugs listed on the medication his-
tory, including information on drug-drug interactions, 
warnings or cautions, and, when indicated, dosage ad-
justments. 

(ii) Information on the availability of lower cost, 
therapeutically appropriate alternatives (if any) for 
the drug prescribed. 

(B) APPLICATION TO MEDICAL HISTORY INFORMATION.—Ef-
fective on and after such date as the Secretary specifies 
and after the establishment of appropriate standards to 
carry out this subparagraph, the program shall provide for 
the electronic transmittal in a manner similar to the man-
ner under subparagraph (A) of information that relates to 
the medical history concerning the individual and related 
to a covered part D drug being prescribed or dispensed, 
upon request of the professional or pharmacist involved. 

(C) LIMITATIONS.—Information shall only be disclosed 
under subparagraph (A) or (B) if the disclosure of such in-
formation is permitted under the Federal regulations (con-
cerning the privacy of individually identifiable health in-
formation) promulgated under section 264(c) of the Health 
Insurance Portability and Accountability Act of 1996. 

(D) TIMING.—To the extent feasible, the information ex-
changed under this paragraph shall be on an interactive, 
real-time basis. 

(3) STANDARDS.— 
(A) IN GENERAL.—The Secretary shall provide consistent 

with this subsection for the promulgation of uniform 
standards relating to the requirements for electronic pre-
scription drug programs under paragraph (2). 

(B) OBJECTIVES.—Such standards shall be consistent 
with the objectives of improving— 

(i) patient safety; 
(ii) the quality of care provided to patients; and 
(iii) efficiencies, including cost savings, in the deliv-

ery of care. 
(C) DESIGN CRITERIA.—Such standards shall— 

(i) be designed so that, to the extent practicable, the 
standards do not impose an undue administrative bur-
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den on prescribing health care professionals and dis-
pensing pharmacies and pharmacists; 

(ii) be compatible with standards established under 
part C of title XI, standards established under sub-
section (b)(2)(B)(i), and with general health informa-
tion technology standards; and 

(iii) be designed so that they permit electronic ex-
change of drug labeling and drug listing information 
maintained by the Food and Drug Administration and 
the National Library of Medicine. 

(D) PERMITTING USE OF APPROPRIATE MESSAGING.—Such 
standards shall allow for the messaging of information 
only if it relates to the appropriate prescribing of drugs, in-
cluding quality assurance measures and systems referred 
to in subsection (c)(1)(B). 

(E) PERMITTING PATIENT DESIGNATION OF DISPENSING 
PHARMACY.— 

(i) IN GENERAL.—Consistent with clause (ii), such 
standards shall permit a part D eligible individual to 
designate a particular pharmacy to dispense a pre-
scribed drug. 

(ii) NO CHANGE IN BENEFITS.—Clause (i) shall not be 
construed as affecting— 

(I) the access required to be provided to phar-
macies by a prescription drug plan; or 

(II) the application of any differences in benefits 
or payments under such a plan based on the phar-
macy dispensing a covered part D drug. 

(4) DEVELOPMENT, PROMULGATION, AND MODIFICATION OF 
STANDARDS.— 

(A) INITIAL STANDARDS.—Not later than September 1, 
2005, the Secretary shall develop, adopt, recognize, or 
modify initial uniform standards relating to the require-
ments for electronic prescription drug programs described 
in paragraph (2) taking into consideration the rec-
ommendations (if any) from the National Committee on 
Vital and Health Statistics (as established under section 
306(k) of the Public Health Service Act (42 U.S.C. 
242k(k))) under subparagraph (B). 

(B) ROLE OF NCVHS.—The National Committee on Vital 
and Health Statistics shall develop recommendations for 
uniform standards relating to such requirements in con-
sultation with the following: 

(i) Standard setting organizations (as defined in sec-
tion 1171(8)) 

(ii) Practicing physicians. 
(iii) Hospitals. 
(iv) Pharmacies. 
(v) Practicing pharmacists. 
(vi) Pharmacy benefit managers. 
(vii) State boards of pharmacy. 
(viii) State boards of medicine. 
(ix) Experts on electronic prescribing. 
(x) Other appropriate Federal agencies. 

(C) PILOT PROJECT TO TEST INITIAL STANDARDS.— 
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(i) IN GENERAL.—During the 1-year period that be-
gins on January 1, 2006, the Secretary shall conduct 
a pilot project to test the initial standards developed 
under subparagraph (A) prior to the promulgation of 
the final uniform standards under subparagraph (D) 
in order to provide for the efficient implementation of 
the requirements described in paragraph (2). 

(ii) EXCEPTION.—Pilot testing of standards is not re-
quired under clause (i) where there already is ade-
quate industry experience with such standards, as de-
termined by the Secretary after consultation with ef-
fected standard setting organizations and industry 
users. 

(iii) VOLUNTARY PARTICIPATION OF PHYSICIANS AND 
PHARMACIES.—In order to conduct the pilot project 
under clause (i), the Secretary shall enter into agree-
ments with physicians, physician groups, pharmacies, 
hospitals, PDP sponsors, MA organizations, and other 
appropriate entities under which health care profes-
sionals electronically transmit prescriptions to dis-
pensing pharmacies and pharmacists in accordance 
with such standards. 

(iv) EVALUATION AND REPORT.— 
(I) EVALUATION.—The Secretary shall conduct 

an evaluation of the pilot project conducted under 
clause (i). 

(II) REPORT TO CONGRESS.—Not later than April 
1, 2007, the Secretary shall submit to Congress a 
report on the evaluation conducted under sub-
clause (I). 

(D) FINAL STANDARDS.—Based upon the evaluation of the 
pilot project under subparagraph (C)(iv)(I) and not later 
than April 1, 2008, the Secretary shall promulgate uniform 
standards relating to the requirements described in para-
graph (2). 

(5) RELATION TO STATE LAWS.—The standards promulgated 
under this subsection shall supersede any State law or regula-
tion that— 

(A) is contrary to the standards or restricts the ability 
to carry out this part; and 

(B) pertains to the electronic transmission of medication 
history and of information on eligibility, benefits, and pre-
scriptions with respect to covered part D drugs under this 
part. 

(6) ESTABLISHMENT OF SAFE HARBOR.—The Secretary, in con-
sultation with the Attorney General, shall promulgate regula-
tions that provide for a safe harbor from sanctions under para-
graphs (1) and (2) of section 1128B(b) and an exception to the 
prohibition under subsection (a)(1) of section 1877 with respect 
to the provision of nonmonetary remuneration (in the form of 
hardware, software, or information technology and training 
services) necessary and used solely to receive and transmit 
electronic prescription information in accordance with the 
standards promulgated under this subsection— 
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(A) in the case of a hospital, by the hospital to members 
of its medical staff; 

(B) in the case of a group practice (as defined in section 
1877(h)(4)), by the practice to prescribing health care pro-
fessionals who are members of such practice; and 

(C) in the case of a PDP sponsor or MA organization, by 
the sponsor or organization to pharmacists and phar-
macies participating in the network of such sponsor or or-
ganization, and to prescribing health care professionals. 

(f) GRIEVANCE MECHANISM.—Each PDP sponsor shall provide 
meaningful procedures for hearing and resolving grievances be-
tween the sponsor (including any entity or individual through 
which the sponsor provides covered benefits) and enrollees with 
prescription drug plans of the sponsor under this part in accord-
ance with section 1852(f). 

(g) COVERAGE DETERMINATIONS AND RECONSIDERATIONS.— 
(1) APPLICATION OF COVERAGE DETERMINATION AND RECON-

SIDERATION PROVISIONS.—A PDP sponsor shall meet the re-
quirements of paragraphs (1) through (3) of section 1852(g) 
with respect to covered benefits under the prescription drug 
plan it offers under this part in the same manner as such re-
quirements apply to an MA organization with respect to bene-
fits it offers under an MA plan under part C. 

(2) REQUEST FOR A DETERMINATION FOR THE TREATMENT OF 
TIERED FORMULARY DRUG.—In the case of a prescription drug 
plan offered by a PDP sponsor that provides for tiered cost- 
sharing for drugs included within a formulary and provides 
lower cost-sharing for preferred drugs included within the for-
mulary, a part D eligible individual who is enrolled in the plan 
may request an exception to the tiered cost-sharing structure. 
Under such an exception, a nonpreferred drug could be covered 
under the terms applicable for preferred drugs if the pre-
scribing physician determines that the preferred drug for treat-
ment of the same condition either would not be as effective for 
the individual or would have adverse effects for the individual 
or both. A PDP sponsor shall have an exceptions process under 
this paragraph consistent with guidelines established by the 
Secretary for making a determination with respect to such a 
request. Denial of such an exception shall be treated as a cov-
erage denial for purposes of applying subsection (h). 

(h) APPEALS.— 
(1) IN GENERAL.—Subject to paragraph (2), a PDP sponsor 

shall meet the requirements of paragraphs (4) and (5) of sec-
tion 1852(g) with respect to benefits (including a determination 
related to the application of tiered cost-sharing described in 
subsection (g)(2)) in a manner similar (as determined by the 
Secretary) to the manner such requirements apply to an MA 
organization with respect to benefits under the original medi-
care fee-for-service program option it offers under an MA plan 
under part C. In applying this paragraph only the part D eligi-
ble individual shall be entitled to bring such an appeal. 

(2) LIMITATION IN CASES ON NONFORMULARY DETERMINA-
TIONS.—A part D eligible individual who is enrolled in a pre-
scription drug plan offered by a PDP sponsor may appeal 
under paragraph (1) a determination not to provide for cov-
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erage of a covered part D drug that is not on the formulary 
under the plan only if the prescribing physician determines 
that all covered part D drugs on any tier of the formulary for 
treatment of the same condition would not be as effective for 
the individual as the nonformulary drug, would have adverse 
effects for the individual, or both. 

(3) TREATMENT OF NONFORMULARY DETERMINATIONS.—If a 
PDP sponsor determines that a plan provides coverage for a 
covered part D drug that is not on the formulary of the plan, 
the drug shall be treated as being included on the formulary 
for purposes of section 1860D–2(b)(4)(C)(i). 

(i) PRIVACY, CONFIDENTIALITY, AND ACCURACY OF ENROLLEE 
RECORDS.—The provisions of section 1852(h) shall apply to a PDP 
sponsor and prescription drug plan in the same manner as it ap-
plies to an MA organization and an MA plan. 

(j) TREATMENT OF ACCREDITATION.—Subparagraph (A) of section 
1852(e)(4) (relating to treatment of accreditation) shall apply to a 
PDP sponsor under this part with respect to the following require-
ments, in the same manner as it applies to an MA organization 
with respect to the requirements in subparagraph (B) (other than 
clause (vii) thereof) of such section: 

(1) Subsection (b) of this section (relating to access to covered 
part D drugs). 

(2) Subsection (c) of this section (including quality assurance 
and medication therapy management). 

(3) Subsection (i) of this section (relating to confidentiality 
and accuracy of enrollee records). 

(k) PUBLIC DISCLOSURE OF PHARMACEUTICAL PRICES FOR EQUIVA-
LENT DRUGS.— 

(1) IN GENERAL.—A PDP sponsor offering a prescription drug 
plan shall provide that each pharmacy that dispenses a cov-
ered part D drug shall inform an enrollee of any differential 
between the price of the drug to the enrollee and the price of 
the lowest priced generic covered part D drug under the plan 
that is therapeutically equivalent and bioequivalent and avail-
able at such pharmacy. 

(2) TIMING OF NOTICE.— 
(A) IN GENERAL.—Subject to subparagraph (B), the infor-

mation under paragraph (1) shall be provided at the time 
of purchase of the drug involved, or, in the case of dis-
pensing by mail order, at the time of delivery of such drug. 

(B) WAIVER.—The Secretary may waive subparagraph 
(A) in such circumstances as the Secretary may specify. 

(l) REQUIREMENTS WITH RESPECT TO SALES AND MARKETING AC-
TIVITIES.—The following provisions shall apply to a PDP sponsor 
(and the agents, brokers, and other third parties representing such 
sponsor) in the same manner as such provisions apply to a Medi-
care Advantage organization (and the agents, brokers, and other 
third parties representing such organization): 

(1) The prohibition under section 1851(h)(4)(C) on conducting 
activities described in section 1851(j)(1). 

(2) The requirement under section 1851(h)(4)(D) to conduct 
activities described in section 1851(j)(2) in accordance with the 
limitations established under such subsection. 
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(3) The inclusion of the plan type in the plan name under 
section 1851(h)(6). 

(4) The requirements regarding the appointment of agents 
and brokers and compliance with State information requests 
under subparagraphs (A) and (B), respectively, of section 
1851(h)(7). 

* * * * * * * 

Subpart 5—Definitions and Miscellaneous Provisions 

* * * * * * * 

MISCELLANEOUS PROVISIONS 

SEC. 1860D–42. (a) ACCESS TO COVERAGE IN TERRITORIES.—The 
Secretary may waive such requirements of this part, including sec-
tion 1860D–3(a)(1), insofar as the Secretary determines it is nec-
essary to secure access to qualified prescription drug coverage for 
part D eligible individuals residing in a State (other than the 50 
States and the District of Columbia). 

(b) APPLICATION OF DEMONSTRATION AUTHORITY.—The provisions 
of section 402 of the Social Security Amendments of 1967 (Public 
Law 90–248) shall apply with respect to this part and part C in the 
same manner it applies with respect to parts A and B, except that 
any reference with respect to a Trust Fund in relation to an experi-
ment or demonstration project relating to prescription drug cov-
erage under this part shall be deemed a reference to the Medicare 
Prescription Drug Account within the Federal Supplementary Med-
ical Insurance Trust Fund. 

(c) COVERAGE GAP REBATE FOR 2010.— 
(1) IN GENERAL.—In the case of an individual described in 

subparagraphs (A) through (D) of section 1860D–14A(g)(1) who 
as of the last day of a calendar quarter in 2010 has incurred 
costs for covered part D drugs so that the individual has ex-
ceeded the initial coverage limit under section 1860D–2(b)(3) 
for 2010, the Secretary shall provide for payment from the 
Medicare Prescription Drug Account of $250 to the individual 
by not later than the 15th day of the third month following the 
end of such quarter. 

(2) LIMITATION.—The Secretary shall provide only 1 payment 
under this subsection with respect to any individual. 

(d) TREATMENT OF CERTAIN COMPLAINTS FOR PURPOSES OF 
QUALITY OR PERFORMANCE ASSESSMENT.—In conducting a quality 
or performance assessment of a PDP sponsor, the Secretary shall de-
velop or utilize existing screening methods for reviewing and consid-
ering complaints that are received from enrollees in a prescription 
drug plan offered by such PDP sponsor and that are complaints re-
garding the lack of access by the individual to prescription drugs 
due to a drug management program for at-risk beneficiaries. 

* * * * * * * 

PART E—MISCELLANEOUS PROVISIONS 

DEFINITIONS OF SERVICES, INSTITUTIONS, ETC. 

SEC. 1861. For purposes of this title— 
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Spell of Illness 

(a) The term ‘‘spell of illness’’ with respect to any individual 
means a period of consecutive days— 

(1) beginning with the first day (not included in a previous 
spell of illness) (A) on which such individual is furnished inpa-
tient hospital services, inpatient critical access hospital serv-
ices or extended care services, and (B) which occurs in a month 
for which he is entitled to benefits under part A, and 

(2) ending with the close of the first period of 60 consecutive 
days thereafter on each of which he is neither an inpatient of 
a hospital or critical access hospital nor an inpatient of a facil-
ity described in section 1819(a)(1) or subsection (y)(1). 

Inpatient Hospital Services 

(b) The term ‘‘inpatient hospital services’’ means the following 
items and services furnished to an inpatient of a hospital and (ex-
cept as provided in paragraph (3)) by the hospital— 

(1) bed and board; 
(2) such nursing services and other related services, such use 

of hospital facilities, and such medical social services as are or-
dinarily furnished by the hospital for the care and treatment 
of inpatients, and such drugs, biologicals, supplies, appliances, 
and equipment, for use in the hospital, as are ordinarily fur-
nished by such hospital for the care and treatment of inpa-
tients; and 

(3) such other diagnostic or therapeutic items or services, 
furnished by the hospital or by others under arrangements 
with them made by the hospital, as are ordinarily furnished to 
inpatients either by such hospital or by others under such ar-
rangements; 

excluding, however— 
(4) medical or surgical services provided by a physician, resi-

dent, or intern, services described by subsection (s)(2)(K), cer-
tified nurse-midwife services, qualified psychologist services, 
and services of a certified registered nurse anesthetist; and 

(5) the services of a private-duty nurse or other private-duty 
attendant. 

Paragraph (4) shall not apply to services provided in a hospital 
by— 

(6) an intern or a resident-in-training under a teaching pro-
gram approved by the Council on Medical Education of the 
American Medical Association or, in the case of an osteopathic 
hospital, approved by the Committee on Hospitals of the Bu-
reau of Professional Education of the American Osteopathic 
Association, or, in the case of services in a hospital or osteo-
pathic hospital by an intern or resident-in-training in the field 
of dentistry, approved by the Council on Dental Education of 
the American Dental Association, or in the case of services in 
a hospital or osteopathic hospital by an intern or resident-in- 
training in the field of podiatry, approved by the Council on 
Podiatric Medical Education of the American Podiatric Medical 
Association; or 

(7) a physician where the hospital has a teaching program 
approved as specified in paragraph (6), if (A) the hospital elects 
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to receive any payment due under this title for reasonable 
costs of such services, and (B) all physicians in such hospital 
agree not to bill charges for professional services rendered in 
such hospital to individuals covered under the insurance pro-
gram established by this title. 

Inpatient Psychiatric Hospital Services 

(c) The term ‘‘inpatient psychiatric hospital services’’ means inpa-
tient hospital services furnished to an inpatient of a psychiatric 
hospital. 

Supplier 

(d) The term ‘‘supplier’’ means, unless the context otherwise re-
quires, a physician or other practitioner, a facility, or other entity 
(other than a provider of services) that furnishes items or services 
under this title. 

Hospital 

(e) The term ‘‘hospital’’ (except for purposes of sections 1814(d), 
1814(f), and 1835(b), subsection (a)(2) of this section, paragraph (7) 
of this subsection, and subsection (i) of this section) means an insti-
tution which— 

(1) is primarily engaged in providing, by or under the super-
vision of physicians, to inpatients (A) diagnostic services and 
therapeutic services for medical diagnosis, treatment, and care 
of injured, disabled, or sick persons, or (B) rehabilitation serv-
ices for the rehabilitation of injured, disabled, or sick persons; 

(2) maintains clinical records on all patients; 
(3) has bylaws in effect with respect to its staff of physicians; 
(4) has a requirement that every patient with respect to 

whom payment may be made under this title must be under 
the care of a physician, except that a patient receiving quali-
fied psychologist services (as defined in subsection (ii)) may be 
under the care of a clinical psychologist with respect to such 
services to the extent permitted under State law; 

(5) provides 24-hour nursing service rendered or supervised 
by a registered professional nurse, and has a licensed practical 
nurse or registered professional nurse on duty at all times; ex-
cept that until January 1, 1979, the Secretary is authorized to 
waive the requirement of this paragraph for any one-year pe-
riod with respect to any institution, insofar as such require-
ment relates to the provision of twenty-four-hour nursing serv-
ice rendered or supervised by a registered professional nurse 
(except that in any event a registered professional nurse must 
be present on the premises to render or supervise the nursing 
service provided, during at least the regular daytime shift), 
where immediately preceding such one-year period he finds 
that— 

(A) such institution is located in a rural area and the 
supply of hospital services in such area is not sufficient to 
meet the needs of individuals residing therein, 

(B) the failure of such institution to qualify as a hospital 
would seriously reduce the availability of such services to 
such individuals, and 
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(C) such institution has made and continues to make a 
good faith effort to comply with this paragraph, but such 
compliance is impeded by the lack of qualified nursing per-
sonnel in such area; 

(6)(A) has in effect a hospital utilization review plan which 
meets the requirements of subsection (k) and (B) has in place 
a discharge planning process that meets the requirements of 
subsection (ee); 

(7) in the case of an institution in any State in which State 
or applicable local law provides for the licensing of hospitals, 
(A) is licensed pursuant to such law or (B) is approved, by the 
agency of such State or locality responsible for licensing hos-
pitals, as meeting the standards established for such licensing; 

(8) has in effect an overall plan and budget that meets the 
requirements of subsection (z); and 

(9) meets such other requirements as the Secretary finds 
necessary in the interest of the health and safety of individuals 
who are furnished services in the institution. 

For purposes of subsection (a)(2), such term includes any institu-
tion which meets the requirements of paragraph (1) of this sub-
section. For purposes of sections 1814(d) and 1835(b) (including de-
termination of whether an individual received inpatient hospital 
services or diagnostic services for purposes of such sections), sec-
tion 1814(f)(2), and subsection (i) of this section, such term includes 
any institution which (i) meets the requirements of paragraphs (5) 
and (7) of this subsection, (ii) is not primarily engaged in providing 
the services described in section 1861(j)(1)(A) and (iii) is primarily 
engaged in providing, by or under the supervision of individuals re-
ferred to in paragraph (1) of section 1861(r), to inpatients diag-
nostic services and therapeutic services for medical diagnosis, 
treatment, and care of injured, disabled, or sick persons, or reha-
bilitation services for the rehabilitation of injured, disabled, or sick 
persons. For purposes of section 1814(f)(1), such term includes an 
institution which (i) is a hospital for purposes of sections 1814(d), 
1814(f)(2), and 1835(b) and (ii) is accredited by a national accredi-
tation body recognized by the Secretary under section 1865(a), or 
is accredited by or approved by a program of the country in which 
such institution is located if the Secretary finds the accreditation 
or comparable approval standards of such program to be essentially 
equivalent to those of such a national accreditation body.. Notwith-
standing the preceding provisions of this subsection, such term 
shall not, except for purposes of subsection (a)(2), include any insti-
tution which is primarily for the care and treatment of mental dis-
eases unless it is a psychiatric hospital (as defined in subsection 
(f)). The term ‘‘hospital’’ also includes a religious nonmedical health 
care institution (as defined in subsection (ss)(1)), but only with re-
spect to items and services ordinarily furnished by such institution 
to inpatients, and payment may be made with respect to services 
provided by or in such an institution only to such extent and under 
such conditions, limitations, and requirements (in addition to or in 
lieu of the conditions, limitations, and requirements otherwise ap-
plicable) as may be provided in regulations consistent with section 
1821. For provisions deeming certain requirements of this sub-
section to be met in the case of accredited institutions, see section 
1865. The term ‘‘hospital’’ also includes a facility of fifty beds or 
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less which is located in an area determined by the Secretary to 
meet the definition relating to a rural area described in subpara-
graph (A) of paragraph (5) of this subsection and which meets the 
other requirements of this subsection, except that— 

(A) with respect to the requirements for nursing services ap-
plicable after December 31, 1978, such requirements shall pro-
vide for temporary waiver of the requirements, for such period 
as the Secretary deems appropriate, where (i) the facility’s fail-
ure to fully comply with the requirements is attributable to a 
temporary shortage of qualified nursing personnel in the area 
in which the facility is located, (ii) a registered professional 
nurse is present on the premises to render or supervise the 
nursing service provided during at least the regular daytime 
shift, and (iii) the Secretary determines that the employment 
of such nursing personnel as are available to the facility during 
such temporary period will not adversely affect the health and 
safety of patients; 

(B) with respect to the health and safety requirements pro-
mulgated under paragraph (9), such requirements shall be ap-
plied by the Secretary to a facility herein defined in such man-
ner as to assure that personnel requirements take into account 
the availability of technical personnel and the educational op-
portunities for technical personnel in the area in which such 
facility is located, and the scope of services rendered by such 
facility; and the Secretary, by regulations, shall provide for the 
continued participation of such a facility where such personnel 
requirements are not fully met, for such period as the Sec-
retary determines that (i) the facility is making good faith ef-
forts to fully comply with the personnel requirements, (ii) the 
employment by the facility of such personnel as are available 
to the facility will not adversely affect the health and safety of 
patients, and (iii) if the Secretary has determined that because 
of the facility’s waiver under this subparagraph the facility 
should limit its scope of services in order not to adversely af-
fect the health and safety of the facility’s patients, the facility 
is so limiting the scope of services it provides; and 

(C) with respect to the fire and safety requirements promul-
gated under paragraph (9), the Secretary (i) may waive, for 
such period as he deems appropriate, specific provisions of 
such requirements which if rigidly applied would result in un-
reasonable hardship for such a facility and which, if not ap-
plied, would not jeopardize the health and safety of patients, 
and (ii) may accept a facility’s compliance with all applicable 
State codes relating to fire and safety in lieu of compliance 
with the fire and safety requirements promulgated under para-
graph (9), if he determines that such State has in effect fire 
and safety codes, imposed by State law, which adequately pro-
tect patients. 

The term ‘‘hospital’’ does not include, unless the context otherwise 
requires, a critical access hospital (as defined in section 
1861(mm)(1)). 

Psychiatric Hospital 

(f) The term ‘‘psychiatric hospital’’ means an institution which— 
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(1) is primarily engaged in providing, by or under the super-
vision of a physician, psychiatric services for the diagnosis and 
treatment of mentally ill persons; 

(2) satisfies the requirements of paragraphs (3) through (9) 
of subsection (e); 

(3) maintains clinical records on all patients and maintains 
such records as the Secretary finds to be necessary to deter-
mine the degree and intensity of the treatment provided to in-
dividuals entitled to hospital insurance benefits under part A; 
and 

(4) meets such staffing requirements as the Secretary finds 
necessary for the institution to carry out an active program of 
treatment for individuals who are furnished services in the in-
stitution. 

In the case of an institution which satisfies paragraphs (1) and (2) 
of the preceding sentence and which contains a distinct part which 
also satisfies paragraphs (3) and (4) of such sentence, such distinct 
part shall be considered to be a ‘‘psychiatric hospital’’. 

Outpatient Occupational Therapy Services 

(g) The term ‘‘outpatient occupational therapy services’’ has the 
meaning given the term ‘‘outpatient physical therapy services’’ in 
subsection (p), except that ‘‘occupational’’ shall be substituted for 
‘‘physical’’ each place it appears therein. 

Extended Care Services 

(h) The term ‘‘extended care services’’ means the following items 
and services furnished to an inpatient of a skilled nursing facility 
and (except as provided in paragraphs (3), (6) and (7)) by such 
skilled nursing facility— 

(1) nursing care provided by or under the supervision of a 
registered professional nurse; 

(2) bed and board in connection with the furnishing of such 
nursing care; 

(3) physical or occupational therapy or speech-language pa-
thology services furnished by the skilled nursing facility or by 
others under arrangements with them made by the facility; 

(4) medical social services; 
(5) such drugs, biologicals, supplies, appliances, and equip-

ment, furnished for use in the skilled nursing facility, as are 
ordinarily furnished by such facility for the care and treatment 
of inpatients; 

(6) medical services provided by an intern or resident-in- 
training of a hospital with which the facility has in effect a 
transfer agreement (meeting the requirements of subsection 
(l)), under a teaching program of such hospital approved as 
provided in the last sentence of subsection (b), and other diag-
nostic or therapeutic services provided by a hospital with 
which the facility has such an agreement in effect; and 

(7) such other services necessary to the health of the patients 
as are generally provided by skilled nursing facilities, or by 
others under arrangements with them made by the facility; 

excluding, however, any item or service if it would not be included 
under subsection (b) if furnished to an inpatient of a hospital. 
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Post-Hospital Extended Care Services 

(i) The term ‘‘post-hospital extended care services’’ means ex-
tended care services furnished an individual after transfer from a 
hospital in which he was an inpatient for not less than 3 consecu-
tive days before his discharge from the hospital in connection with 
such transfer. For purposes of the preceding sentence, items and 
services shall be deemed to have been furnished to an individual 
after transfer from a hospital, and he shall be deemed to have been 
an inpatient in the hospital immediately before transfer therefrom, 
if he is admitted to the skilled nursing facility (A) within 30 days 
after discharge from such hospital, or (B) within such time as it 
would be medically appropriate to begin an active course of treat-
ment, in the case of an individual whose condition is such that 
skilled nursing facility care would not be medically appropriate 
within 30 days after discharge from a hospital; and an individual 
shall be deemed not to have been discharged from a skilled nursing 
facility if, within 30 days after discharge therefrom, he is admitted 
to such facility or any other skilled nursing facility. 

Skilled Nursing Facility 

(j) The term ‘‘skilled nursing facility’’ has the meaning given such 
term in section 1819(a). 

Utilization Review 

(k) A utilization review plan of a hospital or skilled nursing facil-
ity shall be considered sufficient if it is applicable to services fur-
nished by the institution to individuals entitled to insurance bene-
fits under this title and if it provides— 

(1) for the review, on a sample or other basis, of admissions 
to the institution, the duration of stays therein, and the profes-
sional services (including drugs and biologicals) furnished, (A) 
with respect to the medical necessity of the services, and (B) 
for the purpose of promoting the most efficient use of available 
health facilities and services; 

(2) for such review to be made by either (A) a staff com-
mittee of the institution composed of two or more physicians (of 
which at least two must be physicians described in subsection 
(r)(1) of this section), with or without participation of other 
professional personnel, or (B) a group outside the institution 
which is similarly composed and (i) which is established by the 
local medical society and some or all of the hospitals and 
skilled nursing facilities in the locality, or (ii) if (and for as 
long as) there has not been established such a group which 
serves such institution, which is established in such other 
manner as may be approved by the Secretary; 

(3) for such review, in each case of inpatient hospital services 
or extended care services furnished to such an individual dur-
ing a continuous period of extended duration, as of such days 
of such period (which may differ for different classes of cases) 
as may be specified in regulations, with such review to be 
made as promptly as possible, after each day so specified, and 
in no event later than one week following such day; and 

(4) for prompt notification to the institution, the individual, 
and his attending physician of any finding (made after oppor-
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tunity for consultation to such attending physician) by the phy-
sician members of such committee or group that any further 
stay in the institution is not medically necessary. 

The review committee must be composed as provided in clause (B) 
of paragraph (2) rather than as provided in clause (A) of such para-
graph in the case of any hospital or skilled nursing facility where, 
because of the small size of the institution, or (in the case of a 
skilled nursing facility) because of lack of an organized medical 
staff, or for such other reason or reasons as may be included in reg-
ulations, it is impracticable for the institution to have a properly 
functioning staff committee for the purposes of this subsection. If 
the Secretary determines that the utilization review procedures es-
tablished pursuant to title XIX are superior in their effectiveness 
to the procedures required under this section, he may, to the extent 
that he deems it appropriate, require for purposes of this title that 
the procedures established pursuant to title XIX be utilized instead 
of the procedures required by this section. 

Agreements for Transfer Between Skilled Nursing Facilities and 
Hospitals 

(l) A hospital and a skilled nursing facility shall be considered to 
have a transfer agreement in effect if, by reason of a written agree-
ment between them or (in case the two institutions are under com-
mon control) by reason of a written undertaking by the person or 
body which controls them, there is reasonable assurance that— 

(1) transfer of patients will be effected between the hospital 
and the skilled nursing facility whenever such transfer is 
medically appropriate as determined by the attending physi-
cian; and 

(2) there will be interchange of medical and other informa-
tion necessary or useful in the care and treatment of individ-
uals transferred between the institutions, or in determining 
whether such individuals can be adequately cared for other-
wise than in either of such institutions. 

Any skilled nursing facility which does not have such an agreement 
in effect, but which is found by a State agency (of the State in 
which such facility is situated) with which an agreement under sec-
tion 1864 is in effect (or, in the case of a State in which no such 
agency has an agreement under section 1864, by the Secretary) to 
have attempted in good faith to enter into such an agreement with 
a hospital sufficiently close to the facility to make feasible the 
transfer between them of patients and the information referred to 
in paragraph (2), shall be considered to have such an agreement in 
effect if and for so long as such agency (or the Secretary, as the 
case may be) finds that to do so is in the public interest and essen-
tial to assuring extended care services for persons in the commu-
nity who are eligible for payments with respect to such services 
under this title. 

Home Health Services 

(m) The term ‘‘home health services’’ means the following items 
and services furnished to an individual, who is under the care of 
a physician, by a home health agency or by others under arrange-
ments with them made by such agency, under a plan (for fur-
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nishing such items and services to such individual) established and 
periodically reviewed by a physician, which items and services are, 
except as provided in paragraph (7), provided on a visiting basis in 
a place of residence used as such individual’s home— 

(1) part-time or intermittent nursing care provided by or 
under the supervision of a registered professional nurse; 

(2) physical or occupational therapy or speech-language pa-
thology services; 

(3) medical social services under the direction of a physician; 
(4) to the extent permitted in regulations, part-time or inter-

mittent services of a home health aide who has successfully 
completed a training program approved by the Secretary; 

(5) medical supplies (including catheters, catheter supplies, 
ostomy bags, and supplies related to ostomy care, and a cov-
ered osteoporosis drug (as defined in subsection (kk)), but ex-
cluding other drugs and biologicals) and durable medical equip-
ment while under such a plan; 

(6) in the case of a home health agency which is affiliated 
or under common control with a hospital, medical services pro-
vided by an intern or resident-in-training of such hospital, 
under a teaching program of such hospital approved as pro-
vided in the last sentence of subsection (b); and 

(7) any of the foregoing items and services which are pro-
vided on an outpatient basis, under arrangements made by the 
home health agency, at a hospital or skilled nursing facility, or 
at a rehabilitation center which meets such standards as may 
be prescribed in regulations, and— 

(A) the furnishing of which involves the use of equip-
ment of such a nature that the items and services cannot 
readily be made available to the individual in such place 
of residence, or 

(B) which are furnished at such facility while he is there 
to receive any such item or service described in clause (A), 

but not including transportation of the individual in connection 
with any such item or service; 

excluding, however, any item or service if it would not be included 
under subsection (b) if furnished to an inpatient of a hospital. For 
purposes of paragraphs (1) and (4), the term ‘‘part-time or intermit-
tent services’’ means skilled nursing and home health aide services 
furnished any number of days per week as long as they are fur-
nished (combined) less than 8 hours each day and 28 or fewer 
hours each week (or, subject to review on a case-by-case basis as 
to the need for care, less than 8 hours each day and 35 or fewer 
hours per week). For purposes of sections 1814(a)(2)(C) and 
1835(a)(2)(A), ‘‘intermittent’’ means skilled nursing care that is ei-
ther provided or needed on fewer than 7 days each week, or less 
than 8 hours of each day for periods of 21 days or less (with exten-
sions in exceptional circumstances when the need for additional 
care is finite and predictable). 

Durable Medical Equipment 

(n) The term ‘‘durable medical equipment’’ includes iron lungs, 
oxygen tents, hospital beds, and wheelchairs (which may include a 
power-operated vehicle that may be appropriately used as a wheel-
chair, but only where the use of such a vehicle is determined to be 
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necessary on the basis of the individual’s medical and physical con-
dition and the vehicle meets such safety requirements as the Sec-
retary may prescribe) used in the patient’s home (including an in-
stitution used as his home other than an institution that meets the 
requirements of subsection (e)(1) of this section or section 
1819(a)(1)), whether furnished on a rental basis or purchased, and 
includes blood-testing strips and blood glucose monitors for individ-
uals with diabetes without regard to whether the individual has 
Type I or Type II diabetes or to the individual’s use of insulin (as 
determined under standards established by the Secretary in con-
sultation with the appropriate organizations); except that such 
term does not include such equipment furnished by a supplier who 
has used, for the demonstration and use of specific equipment, an 
individual who has not met such minimum training standards as 
the Secretary may establish with respect to the demonstration and 
use of such specific equipment. With respect to a seat-lift chair, 
such term includes only the seat-lift mechanism and does not in-
clude the chair. 

Home Health Agency 

(o) The term ‘‘home health agency’’ means a public agency or pri-
vate organization, or a subdivision of such an agency or organiza-
tion, which— 

(1) is primarily engaged in providing skilled nursing services 
and other therapeutic services; 

(2) has policies, established by a group of professional per-
sonnel (associated with the agency or organization), including 
one or more physicians and one or more registered professional 
nurses, to govern the services (referred to in paragraph (1)) 
which it provides, and provides for supervision of such services 
by a physician or registered professional nurse; 

(3) maintains clinical records on all patients; 
(4) in the case of an agency or organization in any State in 

which State or applicable local law provides for the licensing 
of agencies or organizations of this nature, (A) is licensed pur-
suant to such law, or (B) is approved, by the agency of such 
State or locality responsible for licensing agencies or organiza-
tions of this nature, as meeting the standards established for 
such licensing; 

(5) has in effect an overall plan and budget that meets the 
requirements of subsection (z); 

(6) meets the conditions of participation specified in section 
1891(a) and such other conditions of participation as the Sec-
retary may find necessary in the interest of the health and 
safety of individuals who are furnished services by such agency 
or organization; 

ø(7) provides the Secretary with a surety bond— 
ø(A) effective for a period of 4 years (as specified by the 

Secretary) or in the case of a change in the ownership or 
control of the agency (as determined by the Secretary) dur-
ing or after such 4-year period, an additional period of 
time that the Secretary determines appropriate, such addi-
tional period not to exceed 4 years from the date of such 
change in ownership or control; 

ø(B) in a form specified by the Secretary; and 
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ø(C) for a year in the period described in subparagraph 
(A) in an amount that is equal to the lesser of $50,000 or 
10 percent of the aggregate amount of payments to the 
agency under this title and title XIX for that year, as esti-
mated by the Secretary that the Secretary determines is 
commensurate with the volume of the billing of the home 
health agency; and¿ 

(7) provides the Secretary with a surety bond— 
(A) in a form specified by the Secretary and in an 

amount that is not less than the minimum of $50,000; and 
(B) that the Secretary determines is commensurate with 

the volume of payments to the home health agency; and 
(8) meets such additional requirements (including conditions 

relating to bonding or establishing of escrow accounts as the 
Secretary finds necessary for the financial security of the pro-
gram) as the Secretary finds necessary for the effective and ef-
ficient operation of the program; 

except that for purposes of part A such term shall not include any 
agency or organization which is primarily for the care and treat-
ment of mental diseases. The Secretary may waive the requirement 
of a surety bond under paragraph (7) in the case of an agency or 
organization that provides a comparable surety bond under State 
law. 

Outpatient Physical Therapy Services 

(p) The term ‘‘outpatient physical therapy services’’ means phys-
ical therapy services furnished by a provider of services, a clinic, 
rehabilitation agency, or a public health agency, or by others under 
an arrangement with, and under the supervision of, such provider, 
clinic, rehabilitation agency, or public health agency to an indi-
vidual as an outpatient— 

(1) who is under the care of a physician (as defined in para-
graph (1), (3), or (4) of section 1861(r)), and 

(2) with respect to whom a plan prescribing the type, 
amount, and duration of physical therapy services that are to 
be furnished such individual has been established by a physi-
cian (as so defined) or by a qualified physical therapist and is 
periodically reviewed by a physician (as so defined); 

excluding, however— 
(3) any item or service if it would not be included under sub-

section (b) if furnished to an inpatient of a hospital; and 
(4) any such service— 

(A) if furnished by a clinic or rehabilitation agency, or by 
others under arrangements with such clinic or agency, un-
less such clinic or rehabilitation agency— 

(i) provides an adequate program of physical ther-
apy services for outpatients and has the facilities and 
personnel required for such program or required for 
the supervision of such a program, in accordance with 
such requirements as the Secretary may specify, 

(ii) has policies, established by a group of profes-
sional personnel, including one or more physicians (as-
sociated with the clinic or rehabilitation agency) and 
one or more qualified physical therapists, to govern 
the services (referred to in clause (i)) it provides, 
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(iii) maintains clinical records on all patients, 
(iv) if such clinic or agency is situated in a State in 

which State or applicable local law provides for the li-
censing of institutions of this nature, (I) is licensed 
pursuant to such law, or (II) is approved by the agency 
of such State or locality responsible for licensing insti-
tutions of this nature, as meeting the standards estab-
lished for such licensing; and 

(v) meets such other conditions relating to the 
health and safety of individuals who are furnished 
services by such clinic or agency on an outpatient 
basis, as the Secretary may find necessary, and pro-
vides the Secretary on a continuing basis with a sur-
ety bond in a form specified by the Secretary and in 
an amount that is not less than $50,000, or 

(B) if furnished by a public health agency, unless such 
agency meets such other conditions relating to health and 
safety of individuals who are furnished services by such 
agency on an outpatient basis, as the Secretary may find 
necessary. 

The term ‘‘outpatient physical therapy services’’ also includes phys-
ical therapy services furnished an individual by a physical thera-
pist (in his office or in such individual’s home) who meets licensing 
and other standards prescribed by the Secretary in regulations, 
otherwise than under an arrangement with and under the super-
vision of a provider of services, clinic, rehabilitation agency, or pub-
lic health agency, if the furnishing of such services meets such con-
ditions relating to health and safety as the Secretary may find nec-
essary. In addition, such term includes physical therapy services 
which meet the requirements of the first sentence of this sub-
section except that they are furnished to an individual as an inpa-
tient of a hospital or extended care facility. Nothing in this sub-
section shall be construed as requiring, with respect to outpatients 
who are not entitled to benefits under this title, a physical thera-
pist to provide outpatient physical therapy services only to out-
patients who are under the care of a physician or pursuant to a 
plan of care established by a physician. The Secretary may waive 
the requirement of a surety bond under paragraph (4)(A)(v) in the 
case of a clinic or agency that provides a comparable surety bond 
under State law. 

Physicians’ Services 

(q) The term ‘‘physicians’ services’’ means professional services 
performed by physicians, including surgery, consultation, and 
home, office, and institutional calls (but not including services de-
scribed in subsection (b)(6)). 

Physician 

(r) The term ‘‘physician’’, when used in connection with the per-
formance of any function or action, means (1) a doctor of medicine 
or osteopathy legally authorized to practice medicine and surgery 
by the State in which he performs such function or action (includ-
ing a physician within the meaning of section 1101(a)(7)), (2) a doc-
tor of dental surgery or of dental medicine who is legally author-
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ized to practice dentistry by the State in which he performs such 
function and who is acting within the scope of his license when he 
performs such functions, (3) a doctor of podiatric medicine for the 
purposes of subsections (k), (m), (p)(1), and (s) of this section and 
sections 1814(a), 1832(a)(2)(F)(ii), and 1835 but only with respect 
to functions which he is legally authorized to perform as such by 
the State in which he performs them, (4) a doctor of optometry, but 
only for purposes of subsection (p)(1) and with respect to the provi-
sion of items or services described in subsection (s) which he is le-
gally authorized to perform as a doctor of optometry by the State 
in which he performs them, or (5) a chiropractor who is licensed 
as such by the State (or in a State which does not license chiro-
practors as such, is legally authorized to perform the services of a 
chiropractor in the jurisdiction in which he performs such services), 
and who meets uniform minimum standards promulgated by the 
Secretary, but only for the purpose of sections 1861(s)(1) and 
1861(s)(2)(A) and only with respect to treatment by means of man-
ual manipulation of the spine (to correct a subluxation) which he 
is legally authorized to perform by the State or jurisdiction in 
which such treatment is provided. For the purposes of section 
1862(a)(4) and subject to the limitations and conditions provided in 
the previous sentence, such term includes a doctor of one of the 
arts, specified in such previous sentence, legally authorized to prac-
tice such art in the country in which the inpatient hospital services 
(referred to in such section 1862(a)(4)) are furnished. 

Medical and Other Health Services 

(s) The term ‘‘medical and other health services’’ means any of 
the following items or services: 

(1) physicians’ services; 
(2)(A) services and supplies (including drugs and biologicals 

which are not usually self-administered by the patient) fur-
nished as an incident to a physician’s professional service, of 
kinds which are commonly furnished in physicians’ offices and 
are commonly either rendered without charge or included in 
the physicians’ bills (or would have been so included but for 
the application of section 1847B); 

(B) hospital services (including drugs and biologicals which 
are not usually self-administered by the patient) incident to 
physicians’ services rendered to outpatients and partial hos-
pitalization services incident to such services; 

(C) diagnostic services which are— 
(i) furnished to an individual as an outpatient by a hos-

pital or by others under arrangements with them made by 
a hospital, and 

(ii) ordinarily furnished by such hospital (or by others 
under such arrangements) to its outpatients for the pur-
pose of diagnostic study; 

(D) outpatient physical therapy services, outpatient speech- 
language pathology services, and outpatient occupational ther-
apy services; 

(E) rural health clinic services and Federally qualified health 
center services; 

(F) home dialysis supplies and equipment, self-care home di-
alysis support services, and institutional dialysis services and 
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supplies, and, for items and services furnished on or after Jan-
uary 1, 2011, renal dialysis services (as defined in section 
1881(b)(14)(B)); 

(G) antigens (subject to quantity limitations prescribed in 
regulations by the Secretary) prepared by a physician, as de-
fined in section 1861(r)(1), for a particular patient, including 
antigens so prepared which are forwarded to another qualified 
person (including a rural health clinic) for administration to 
such patient, from time to time, by or under the supervision 
of another such physician; 

(H)(i) services furnished pursuant to a contract under section 
1876 to a member of an eligible organization by a physician as-
sistant or by a nurse practitioner (as defined in subsection 
(aa)(5)) and such services and supplies furnished as an incident 
to his service to such a member as would otherwise be covered 
under this part if furnished by a physician or as an incident 
to a physician’s service; and 

(ii) services furnished pursuant to a risk-sharing contract 
under section 1876(g) to a member of an eligible organization 
by a clinical psychologist (as defined by the Secretary) or by a 
clinical social worker (as defined in subsection (hh)(2)), and 
such services and supplies furnished as an incident to such 
clinical psychologist’s services or clinical social worker’s serv-
ices to such a member as would otherwise be covered under 
this part if furnished by a physician or as an incident to a phy-
sician’s service; 

(I) blood clotting factors, for hemophilia patients competent 
to use such factors to control bleeding without medical or other 
supervision, and items related to the administration of such 
factors, subject to utilization controls deemed necessary by the 
Secretary for the efficient use of such factors; 

(J) prescription drugs used in immunosuppressive therapy 
furnished, to an individual who receives an organ transplant 
for which payment is made under this title; 

(K)(i) services which would be physicians’ services and serv-
ices described in subsections (ww)(1) and (hhh) if furnished by 
a physician (as defined in subsection (r)(1)) and which are per-
formed by a physician assistant (as defined in subsection 
(aa)(5)) under the supervision of a physician (as so defined) 
and which the physician assistant is legally authorized to per-
form by the State in which the services are performed, and 
such services and supplies furnished as incident to such serv-
ices as would be covered under subparagraph (A) if furnished 
incident to a physician’s professional service, but only if no fa-
cility or other provider charges or is paid any amounts with re-
spect to the furnishing of such services, 

(ii) services which would be physicians’ services and services 
described in subsections (ww)(1) and (hhh) if furnished by a 
physician (as defined in subsection (r)(1)) and which are per-
formed by a nurse practitioner or clinical nurse specialist (as 
defined in subsection (aa)(5)) working in collaboration (as de-
fined in subsection (aa)(6)) with a physician (as defined in sub-
section (r)(1)) which the nurse practitioner or clinical nurse 
specialist is legally authorized to perform by the State in which 
the services are performed, and such services and supplies fur-
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nished as an incident to such services as would be covered 
under subparagraph (A) if furnished incident to a physician’s 
professional service, but only if no facility or other provider 
charges or is paid any amounts with respect to the furnishing 
of such services; 

(L) certified nurse-midwife services; 
(M) qualified psychologist services; 
(N) clinical social worker services (as defined in subsection 

(hh)(2)); 
(O) erythropoietin for dialysis patients competent to use such 

drug without medical or other supervision with respect to the 
administration of such drug, subject to methods and standards 
established by the Secretary by regulation for the safe and ef-
fective use of such drug, and items related to the administra-
tion of such drug; 

(P) prostate cancer screening tests (as defined in subsection 
(oo)); 

(Q) an oral drug (which is approved by the Federal Food and 
Drug Administration) prescribed for use as an anticancer 
chemotherapeutic agent for a given indication, and containing 
an active ingredient (or ingredients), which is the same indica-
tion and active ingredient (or ingredients) as a drug which the 
carrier determines would be covered pursuant to subparagraph 
(A) or (B) if the drug could not be self-administered; 

(R) colorectal cancer screening tests (as defined in subsection 
(pp)); 

(S) diabetes outpatient self-management training services (as 
defined in subsection (qq)); 

(T) an oral drug (which is approved by the Federal Food and 
Drug Administration) prescribed for use as an acute anti-emet-
ic used as part of an anticancer chemotherapeutic regimen if 
the drug is administered by a physician (or as prescribed by a 
physician)— 

(i) for use immediately before, at, or within 48 hours 
after the time of the administration of the anticancer 
chemotherapeutic agent; and 

(ii) as a full replacement for the anti-emetic therapy 
which would otherwise be administered intravenously; 

(U) screening for glaucoma (as defined in subsection (uu)) for 
individuals determined to be at high risk for glaucoma, individ-
uals with a family history of glaucoma and individuals with di-
abetes; 

(V) medical nutrition therapy services (as defined in sub-
section (vv)(1)) in the case of a beneficiary with diabetes or a 
renal disease who— 

(i) has not received diabetes outpatient self-management 
training services within a time period determined by the 
Secretary; 

(ii) is not receiving maintenance dialysis for which pay-
ment is made under section 1881; and 

(iii) meets such other criteria determined by the Sec-
retary after consideration of protocols established by dieti-
tian or nutrition professional organizations; 

(W) an initial preventive physical examination (as defined in 
subsection (ww)); 
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(X) cardiovascular screening blood tests (as defined in sub-
section (xx)(1)); 

(Y) diabetes screening tests (as defined in subsection (yy)); 
(Z) intravenous immune globulin for the treatment of pri-

mary immune deficiency diseases in the home (as defined in 
subsection (zz)); 

(AA) ultrasound screening for abdominal aortic aneurysm (as 
defined in subsection (bbb)) for an individual— 

(i) who receives a referral for such an ultrasound screen-
ing as a result of an initial preventive physical examina-
tion (as defined in section 1861(ww)(1)); 

(ii) who has not been previously furnished such an 
ultrasound screening under this title; and 

(iii) who— 
(I) has a family history of abdominal aortic aneu-

rysm; or 
(II) manifests risk factors included in a beneficiary 

category recommended for screening by the United 
States Preventive Services Task Force regarding ab-
dominal aortic aneurysms; 

(BB) additional preventive services (described in subsection 
(ddd)(1)); 

(CC) items and services furnished under a cardiac reha-
bilitation program (as defined in subsection (eee)(1)) or 
under a pulmonary rehabilitation program (as defined in 
subsection (fff)(1)); 

(DD) items and services furnished under an intensive 
cardiac rehabilitation program (as defined in subsection 
(eee)(4)); 

(EE) kidney disease education services (as defined in sub-
section (ggg)); and 

(FF) personalized prevention plan services (as defined in 
subsection (hhh)); 

(3) diagnostic X-ray tests (including tests under the super-
vision of a physician, furnished in a place of residence used as 
the patient’s home, if the performance of such tests meets such 
conditions relating to health and safety as the Secretary may 
find necessary and including diagnostic mammography if con-
ducted by a facility that has a certificate (or provisional certifi-
cate) issued under section 354 of the Public Health Service 
Act), diagnostic laboratory tests, and other diagnostic tests; 

(4) X-ray, radium, and radioactive isotope therapy, including 
materials and services of technicians; 

(5) surgical dressings, and splints, casts, and other devices 
used for reduction of fractures and dislocations; 

(6) durable medical equipment; 
(7) ambulance service where the use of other methods of 

transportation is contraindicated by the individual’s condition, 
but, subject to section 1834(l)(14), only to the extent provided 
in regulations; 

(8) prosthetic devices (other than dental) which replace all or 
part of an internal body organ (including colostomy bags and 
supplies directly related to colostomy care), including replace-
ment of such devices, and including one pair of conventional 
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eyeglasses or contact lenses furnished subsequent to each cata-
ract surgery with insertion of an intraocular lens; 

(9) leg, arm, back, and neck braces, and artificial legs, arms, 
and eyes, including replacements if required because of a 
change in the patient’s physical condition; 

(10)(A) pneumococcal vaccine and its administration and, 
subject to section 4071(b) of the Omnibus Budget Reconcili-
ation Act of 1987, influenza vaccine and its administration; 
and 

(B) hepatitis B vaccine and its administration, furnished to 
an individual who is at high or intermediate risk of contracting 
hepatitis B (as determined by the Secretary under regulations); 

(11) services of a certified registered nurse anesthetist (as 
defined in subsection (bb)); 

(12) subject to section 4072(e) of the Omnibus Budget Rec-
onciliation Act of 1987, extra-depth shoes with inserts or cus-
tom molded shoes with inserts for an individual with diabetes, 
if— 

(A) the physician who is managing the individual’s dia-
betic condition (i) documents that the individual has pe-
ripheral neuropathy with evidence of callus formation, a 
history of pre-ulcerative calluses, a history of previous ul-
ceration, foot deformity, or previous amputation, or poor 
circulation, and (ii) certifies that the individual needs such 
shoes under a comprehensive plan of care related to the in-
dividual’s diabetic condition; 

(B) the particular type of shoes are prescribed by a podi-
atrist or other qualified physician (as established by the 
Secretary); and 

(C) the shoes are fitted and furnished by a podiatrist or 
other qualified individual (such as a pedorthist or 
orthotist, as established by the Secretary) who is not the 
physician described in subparagraph (A) (unless the Sec-
retary finds that the physician is the only such qualified 
individual in the area); 

(13) screening mammography (as defined in subsection (jj)); 
(14) screening pap smear and screening pelvic exam; and 
(15) bone mass measurement (as defined in subsection (rr)). 

No diagnostic tests performed in any laboratory, including a labora-
tory that is part of a rural health clinic, or a hospital (which, for 
purposes of this sentence, means an institution considered a hos-
pital for purposes of section 1814(d)) shall be included within para-
graph (3) unless such laboratory— 

(16) if situated in any State in which State or applicable 
local law provides for licensing of establishments of this na-
ture, (A) is licensed pursuant to such law, or (B) is approved, 
by the agency of such State or locality responsible for licensing 
establishments of this nature, as meeting the standards estab-
lished for such licensing; and 

(17)(A) meets the certification requirements under section 
353 of the Public Health Service Act; and 

(B) meets such other conditions relating to the health and 
safety of individuals with respect to whom such tests are per-
formed as the Secretary may find necessary. 
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There shall be excluded from the diagnostic services specified in 
paragraph (2)(C) any item or service (except services referred to in 
paragraph (1)) which would not be included under subsection (b) if 
it were furnished to an inpatient of a hospital. None of the items 
and services referred to in the preceding paragraphs (other than 
paragraphs (1) and (2)(A)) of this subsection which are furnished 
to a patient of an institution which meets the definition of a hos-
pital for purposes of section 1814(d) shall be included unless such 
other conditions are met as the Secretary may find necessary relat-
ing to health and safety of individuals with respect to whom such 
items and services are furnished. 

Drugs and Biologicals 

(t)(1) The term ‘‘drugs’’ and the term ‘‘biologicals’’, except for pur-
poses of subsection (m)(5) and paragraph (2), include only such 
drugs (including contrast agents) and biologicals, respectively, as 
are included (or approved for inclusion) in the United States Phar-
macopoeia, the National Formulary, or the United States Homeo-
pathic Pharmacopoeia, or in New Drugs or Accepted Dental Rem-
edies (except for any drugs and biologicals unfavorably evaluated 
therein), or as are approved by the pharmacy and drug thera-
peutics committee (or equivalent committee) of the medical staff of 
the hospital furnishing such drugs and biologicals for use in such 
hospital. 

(2)(A) For purposes of paragraph (1), the term ‘‘drugs’’ also in-
cludes any drugs or biologicals used in an anticancer 
chemotherapeutic regimen for a medically accepted indication (as 
described in subparagraph (B)). 

(B) In subparagraph (A), the term ‘‘medically accepted indica-
tion’’, with respect to the use of a drug, includes any use which has 
been approved by the Food and Drug Administration for the drug, 
and includes another use of the drug if— 

(i) the drug has been approved by the Food and Drug Admin-
istration; and 

(ii)(I) such use is supported by one or more citations which 
are included (or approved for inclusion) in one or more of the 
following compendia: the American Hospital Formulary Serv-
ice-Drug Information, the American Medical Association Drug 
Evaluations, the United States Pharmacopoeia-Drug Informa-
tion (or its successor publications), and other authoritative 
compendia as identified by the Secretary, unless the Secretary 
has determined that the use is not medically appropriate or 
the use is identified as not indicated in one or more such com-
pendia, or 

(II) the carrier involved determines, based upon guidance 
provided by the Secretary to carriers for determining accepted 
uses of drugs, that such use is medically accepted based on 
supportive clinical evidence in peer reviewed medical literature 
appearing in publications which have been identified for pur-
poses of this subclause by the Secretary. 

The Secretary may revise the list of compendia in clause (ii)(I) as 
is appropriate for identifying medically accepted indications for 
drugs. On and after January 1, 2010, no compendia may be in-
cluded on the list of compendia under this subparagraph unless the 
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compendia has a publicly transparent process for evaluating thera-
pies and for identifying potential conflicts of interests. 

Provider of Services 

(u) The term ‘‘provider of services’’ means a hospital, critical ac-
cess hospital, skilled nursing facility, comprehensive outpatient re-
habilitation facility, home health agency, hospice program, or, for 
purposes of section 1814(g) and section 1835(e), a fund. 

Reasonable Cost 

(v)(1)(A) The reasonable cost of any services shall be the cost ac-
tually incurred, excluding therefrom any part of incurred cost 
found to be unnecessary in the efficient delivery of needed health 
services, and shall be determined in accordance with regulations 
establishing the method or methods to be used, and the items to 
be included, in determining such costs for various types or classes 
of institutions, agencies, and services; except that in any case to 
which paragraph (2) or (3) applies, the amount of the payment de-
termined under such paragraph with respect to the services in-
volved shall be considered the reasonable cost of such services. In 
prescribing the regulations referred to in the preceding sentence, 
the Secretary shall consider, among other things, the principles 
generally applied by national organizations or established prepay-
ment organizations (which have developed such principles) in com-
puting the amount of payment, to be made by persons other than 
the recipients of services, to providers of services on account of 
services furnished to such recipients by such providers. Such regu-
lations may provide for determination of the costs of services on a 
per diem, per unit, per capita, or other basis, may provide for using 
different methods in different circumstances, may provide for the 
use of estimates of costs of particular items or services, may pro-
vide for the establishment of limits on the direct or indirect overall 
incurred costs or incurred costs of specific items or services or 
groups of items or services to be recognized as reasonable based on 
estimates of the costs necessary in the efficient delivery of needed 
health services to individuals covered by the insurance programs 
established under this title, and may provide for the use of charges 
or a percentage of charges where this method reasonably reflects 
the costs. Such regulations shall (i) take into account both direct 
and indirect costs of providers of services (excluding therefrom any 
such costs, including standby costs, which are determined in ac-
cordance with regulations to be unnecessary in the efficient deliv-
ery of services covered by the insurance programs established 
under this title) in order that, under the methods of determining 
costs, the necessary costs of efficiently delivering covered services 
to individuals covered by the insurance programs established by 
this title will not be borne by individuals not so covered, and the 
costs with respect to individuals not so covered will not be borne 
by such insurance programs, and (ii) provide for the making of suit-
able retroactive corrective adjustments where, for a provider of 
services for any fiscal period, the aggregate reimbursement pro-
duced by the methods of determining costs proves to be either inad-
equate or excessive. 
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(B) In the case of extended care services, the regulations under 
subparagraph (A) shall not include provision for specific recognition 
of a return on equity capital. 

(C) Where a hospital has an arrangement with a medical school 
under which the faculty of such school provides services at such 
hospital, an amount not in excess of the reasonable cost of such 
services to the medical school shall be included in determining the 
reasonable cost to the hospital of furnishing services— 

(i) for which payment may be made under part A, but only 
if— 

(I) payment for such services as furnished under such 
arrangement would be made under part A to the hospital 
had such services been furnished by the hospital, and 

(II) such hospital pays to the medical school at least the 
reasonable cost of such services to the medical school, or 

(ii) for which payment may be made under part B, but only 
if such hospital pays to the medical school at least the reason-
able cost of such services to the medical school. 

(D) Where (i) physicians furnish services which are either inpa-
tient hospital services (including services in conjunction with the 
teaching programs of such hospital) by reason of paragraph (7) of 
subsection (b) or for which entitlement exists by reason of clause 
(II) of section 1832(a)(2)(B)(i), and (ii) such hospital (or medical 
school under arrangement with such hospital) incurs no actual cost 
in the furnishing of such services, the reasonable cost of such serv-
ices shall (under regulations of the Secretary) be deemed to be the 
cost such hospital or medical school would have incurred had it 
paid a salary to such physicians rendering such services approxi-
mately equivalent to the average salary paid to all physicians em-
ployed by such hospital (or if such employment does not exist, or 
is minimal in such hospital, by similar hospitals in a geographic 
area of sufficient size to assure reasonable inclusion of sufficient 
physicians in development of such average salary). 

(E) Such regulations may, in the case of skilled nursing facilities 
in any State, provide for the use of rates, developed by the State 
in which such facilities are located, for the payment of the cost of 
skilled nursing facility services furnished under the State’s plan 
approved under title XIX (and such rates may be increased by the 
Secretary on a class or size of institution or on a geographical basis 
by a percentage factor not in excess of 10 percent to take into ac-
count determinable items or services or other requirements under 
this title not otherwise included in the computation of such State 
rates), if the Secretary finds that such rates are reasonably related 
to (but not necessarily limited to) analyses undertaken by such 
State of costs of care in comparable facilities in such State. Not-
withstanding the previous sentence, such regulations with respect 
to skilled nursing facilities shall take into account (in a manner 
consistent with subparagraph (A) and based on patient-days of 
services furnished) the costs (including the costs of services re-
quired to attain or maintain the highest practicable physical, men-
tal, and psychosocial well-being of each resident eligible for benefits 
under this title) of such facilities complying with the requirements 
of subsections (b), (c), and (d) of section 1819 (including the costs 
of conducting nurse aide training and competency evaluation pro-
grams and competency evaluation programs). 
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(F) Such regulations shall require each provider of services (other 
than a fund) to make reports to the Secretary of information de-
scribed in section 1121(a) in accordance with the uniform reporting 
system (established under such section) for that type of provider. 

(G)(i) In any case in which a hospital provides inpatient services 
to an individual that would constitute post-hospital extended care 
services if provided by a skilled nursing facility and a quality im-
provement organization (or, in the absence of such a qualified orga-
nization, the Secretary or such agent as the Secretary may des-
ignate) determines that inpatient hospital services for the indi-
vidual are not medically necessary but post-hospital extended care 
services for the individual are medically necessary and such ex-
tended care services are not otherwise available to the individual 
(as determined in accordance with criteria established by the Sec-
retary) at the time of such determination, payment for such serv-
ices provided to the individual shall continue to be made under this 
title at the payment rate described in clause (ii) during the period 
in which— 

(I) such post-hospital extended care services for the indi-
vidual are medically necessary and not otherwise available to 
the individual (as so determined), 

(II) inpatient hospital services for the individual are not 
medically necessary, and 

(III) the individual is entitled to have payment made for 
post-hospital extended care services under this title, 

except that if the Secretary determines that there is not an excess 
of hospital beds in such hospital and (subject to clause (iv)) there 
is not an excess of hospital beds in the area of such hospital, such 
payment shall be made (during such period) on the basis of the 
amount otherwise payable under part A with respect to inpatient 
hospital services. 

(ii)(I) Except as provided in subclause (II), the payment rate re-
ferred to in clause (i) is a rate equal to the estimated adjusted 
State-wide average rate per patient-day paid for services provided 
in skilled nursing facilities under the State plan approved under 
title XIX for the State in which such hospital is located, or, if the 
State in which the hospital is located does not have a State plan 
approved under title XIX, the estimated adjusted State-wide aver-
age allowable costs per patient-day for extended care services 
under this title in that State. 

(II) If a hospital has a unit which is a skilled nursing facility, the 
payment rate referred to in clause (i) for the hospital is a rate 
equal to the lesser of the rate described in subclause (I) or the al-
lowable costs in effect under this title for extended care services 
provided to patients of such unit. 

(iii) Any day on which an individual receives inpatient services 
for which payment is made under this subparagraph shall, for pur-
poses of this Act (other than this subparagraph), be deemed to be 
a day on which the individual received inpatient hospital services. 

(iv) In determining under clause (i), in the case of a public hos-
pital, whether or not there is an excess of hospital beds in the area 
of such hospital, such determination shall be made on the basis of 
only the public hospitals (including the hospital) which are in the 
area of the hospital and which are under common ownership with 
that hospital. 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00219 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



214 

(H) In determining such reasonable cost with respect to home 
health agencies, the Secretary may not include— 

(i) any costs incurred in connection with bonding or estab-
lishing an escrow account by any such agency as a result of the 
surety bond requirement described in subsection (o)(7) and the 
financial security requirement described in subsection (o)(8); 

(ii) in the case of home health agencies to which the surety 
bond requirement described in subsection (o)(7) and the finan-
cial security requirement described in subsection (o)(8) apply, 
any costs attributed to interest charged such an agency in con-
nection with amounts borrowed by the agency to repay over-
payments made under this title to the agency, except that such 
costs may be included in reasonable cost if the Secretary deter-
mines that the agency was acting in good faith in borrowing 
the amounts; 

(iii) in the case of contracts entered into by a home health 
agency after the date of the enactment of this subparagraph 
for the purpose of having services furnished for or on behalf of 
such agency, any cost incurred by such agency pursuant to any 
such contract which is entered into for a period exceeding five 
years; and 

(iv) in the case of contracts entered into by a home health 
agency before the date of the enactment of this subparagraph 
for the purpose of having services furnished for or on behalf of 
such agency, any cost incurred by such agency pursuant to any 
such contract, which determines the amount payable by the 
home health agency on the basis of a percentage of the agen-
cy’s reimbursement or claim for reimbursement for services 
furnished by the agency, to the extent that such cost exceeds 
the reasonable value of the services furnished on behalf of such 
agency. 

(I) In determining such reasonable cost, the Secretary may not 
include any costs incurred by a provider with respect to any serv-
ices furnished in connection with matters for which payment may 
be made under this title and furnished pursuant to a contract be-
tween the provider and any of its subcontractors which is entered 
into after the date of the enactment of this subparagraph and the 
value or cost of which is $10,000 or more over a twelve-month pe-
riod unless the contract contains a clause to the effect that— 

(i) until the expiration of four years after the furnishing of 
such services pursuant to such contract, the subcontractor 
shall make available, upon written request by the Secretary, or 
upon request by the Comptroller General, or any of their duly 
authorized representatives, the contract, and books, documents 
and records of such subcontractor that are necessary to certify 
the nature and extent of such costs, and 

(ii) if the subcontractor carries out any of the duties of the 
contract through a subcontract, with a value or cost of $10,000 
or more over a twelve-month period, with a related organiza-
tion, such subcontract shall contain a clause to the effect that 
until the expiration of four years after the furnishing of such 
services pursuant to such subcontract, the related organization 
shall make available, upon written request by the Secretary, or 
upon request by the Comptroller General, or any of their duly 
authorized representatives, the subcontract, and books, docu-
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ments and records of such organization that are necessary to 
verify the nature and extent of such costs. 

The Secretary shall prescribe in regulation criteria and procedures 
which the Secretary shall use in obtaining access to books, docu-
ments, and records under clauses required in contracts and sub-
contracts under this subparagraph. 

(J) Such regulations may not provide for any inpatient routine 
salary cost differential as a reimbursable cost for hospitals and 
skilled nursing facilities. 

(K)(i) The Secretary shall issue regulations that provide, to the 
extent feasible, for the establishment of limitations on the amount 
of any costs or charges that shall be considered reasonable with re-
spect to services provided on an outpatient basis by hospitals (other 
than bona fide emergency services as defined in clause (ii)) or clin-
ics (other than rural health clinics), which are reimbursed on a cost 
basis or on the basis of cost related charges, and by physicians uti-
lizing such outpatient facilities. Such limitations shall be reason-
ably related to the charges in the same area for similar services 
provided in physicians’ offices. Such regulations shall provide for 
exceptions to such limitations in cases where similar services are 
not generally available in physicians’ offices in the area to individ-
uals entitled to benefits under this title. 

(ii) For purposes of clause (i), the term ‘‘bona fide emergency 
services’’ means services provided in a hospital emergency room 
after the sudden onset of a medical condition manifesting itself by 
acute symptoms of sufficient severity (including severe pain) such 
that the absence of immediate medical attention could reasonably 
be expected to result in— 

(I) placing the patient’s health in serious jeopardy; 
(II) serious impairment to bodily functions; or 
(III) serious dysfunction of any bodily organ or part. 

(L)(i) The Secretary, in determining the amount of the payments 
that may be made under this title with respect to services fur-
nished by home health agencies, may not recognize as reasonable 
(in the efficient delivery of such services) costs for the provision of 
such services by an agency to the extent these costs exceed (on the 
aggregate for the agency) for cost reporting periods beginning on or 
after— 

(I) July 1, 1985, and before July 1, 1986, 120 percent of the 
mean of the labor-related and nonlabor per visit costs for free-
standing home health agencies, 

(II) July 1, 1986, and before July 1, 1987, 115 percent of 
such mean, 

(III) July 1, 1987, and before October 1, 1997, 112 percent 
of such mean, 

(IV) October 1, 1997, and before October 1, 1998, 105 percent 
of the median of the labor-related and nonlabor per visit costs 
for freestanding home health agencies, or 

(V) October 1, 1998, 106 percent of such median. 
(ii) Effective for cost reporting periods beginning on or after July 

1, 1986, such limitations shall be applied on an aggregate basis for 
the agency, rather than on a discipline specific basis. The Secretary 
may provide for such exemptions and exceptions to such limitation 
as he deems appropriate. 
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(iii) Not later than July 1, 1991, and annually thereafter (but not 
for cost reporting periods beginning on or after July 1, 1994, and 
before July 1, 1996, or on or after July 1, 1997, and before October 
1, 1997), the Secretary shall establish limits under this subpara-
graph for cost reporting periods beginning on or after such date by 
utilizing the area wage index applicable under section 1886(d)(3)(E) 
and determined using the survey of the most recent available 
wages and wage-related costs of hospitals located in the geographic 
area in which the home health service is furnished (determined 
without regard to whether such hospitals have been reclassified to 
a new geographic area pursuant to section 1886(d)(8)(B), a decision 
of the Medicare Geographic Classification Review Board under sec-
tion 1886(d)(10), or a decision of the Secretary). 

(iv) In establishing limits under this subparagraph for cost re-
porting periods beginning after September 30, 1997, the Secretary 
shall not take into account any changes in the home health market 
basket, as determined by the Secretary, with respect to cost report-
ing periods which began on or after July 1, 1994, and before July 
1, 1996. 

(v) For services furnished by home health agencies for cost re-
porting periods beginning on or after October 1, 1997, subject to 
clause (viii)(I), the Secretary shall provide for an interim system of 
limits. Payment shall not exceed the costs determined under the 
preceding provisions of this subparagraph or, if lower, the product 
of— 

(I) an agency-specific per beneficiary annual limitation cal-
culated based 75 percent on 98 percent of the reasonable costs 
(including nonroutine medical supplies) for the agency’s 12- 
month cost reporting period ending during fiscal year 1994, 
and based 25 percent on 98 percent of the standardized re-
gional average of such costs for the agency’s census division, as 
applied to such agency, for cost reporting periods ending dur-
ing fiscal year 1994, such costs updated by the home health 
market basket index; and 

(II) the agency’s unduplicated census count of patients (enti-
tled to benefits under this title) for the cost reporting period 
subject to the limitation. 

(vi) For services furnished by home health agencies for cost re-
porting periods beginning on or after October 1, 1997, the following 
rules apply: 

(I) For new providers and those providers without a 12- 
month cost reporting period ending in fiscal year 1994 subject 
to clauses (viii)(II) and (viii)(III), the per beneficiary limitation 
shall be equal to the median of these limits (or the Secretary’s 
best estimates thereof) applied to other home health agencies 
as determined by the Secretary. A home health agency that 
has altered its corporate structure or name shall not be consid-
ered a new provider for this purpose. 

(II) For beneficiaries who use services furnished by more 
than one home health agency, the per beneficiary limitations 
shall be prorated among the agencies. 

(vii)(I) Not later than January 1, 1998, the Secretary shall estab-
lish per visit limits applicable for fiscal year 1998, and not later 
than April 1, 1998, the Secretary shall establish per beneficiary 
limits under clause (v)(I) for fiscal year 1998. 
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(II) Not later than August 1 of each year (beginning in 1998) the 
Secretary shall establish the limits applicable under this subpara-
graph for services furnished during the fiscal year beginning Octo-
ber 1 of the year. 

(viii)(I) In the case of a provider with a 12-month cost reporting 
period ending in fiscal year 1994, if the limit imposed under clause 
(v) (determined without regard to this subclause) for a cost report-
ing period beginning during or after fiscal year 1999 is less than 
the median described in clause (vi)(I) (but determined as if any ref-
erence in clause (v) to ‘‘98 percent’’ were a reference to ‘‘100 per-
cent’’), the limit otherwise imposed under clause (v) for such pro-
vider and period shall be increased by 1⁄3 of such difference. 

(II) Subject to subclause (IV), for new providers and those pro-
viders without a 12-month cost reporting period ending in fiscal 
year 1994, but for which the first cost reporting period begins be-
fore fiscal year 1999, for cost reporting periods beginning during or 
after fiscal year 1999, the per beneficiary limitation described in 
clause (vi)(I) shall be equal to the median described in such clause 
(determined as if any reference in clause (v) to ‘‘98 percent’’ were 
a reference to ‘‘100 percent’’). 

(III) Subject to subclause (IV), in the case of a new provider for 
which the first cost reporting period begins during or after fiscal 
year 1999, the limitation applied under clause (vi)(I) (but only with 
respect to such provider) shall be equal to 75 percent of the median 
described in clause (vi)(I). 

(IV) In the case of a new provider or a provider without a 12- 
month cost reporting period ending in fiscal year 1994, subclause 
(II) shall apply, instead of subclause (III), to a home health agency 
which filed an application for home health agency provider status 
under this title before September 15, 1998, or which was approved 
as a branch of its parent agency before such date and becomes a 
subunit of the parent agency or a separate agency on or after such 
date. 

(V) Each of the amounts specified in subclauses (I) through (III) 
are such amounts as adjusted under clause (iii) to reflect variations 
in wages among different areas. 

(ix) Notwithstanding the per beneficiary limit under clause (viii), 
if the limit imposed under clause (v) (determined without regard to 
this clause) for a cost reporting period beginning during or after fis-
cal year 2000 is less than the median described in clause (vi)(I) 
(but determined as if any reference in clause (v) to ‘‘98 percent’’ 
were a reference to ‘‘100 percent’’), the limit otherwise imposed 
under clause (v) for such provider and period shall be increased by 
2 percent. 

(x) Notwithstanding any other provision of this subparagraph, in 
updating any limit under this subparagraph by a home health mar-
ket basket index for cost reporting periods beginning during each 
of fiscal years 2000, 2002, and 2003, the update otherwise provided 
shall be reduced by 1.1 percentage points. With respect to cost re-
porting periods beginning during fiscal year 2001, the update to 
any limit under this subparagraph shall be the home health mar-
ket basket index. 

(M) Such regulations shall provide that costs respecting care pro-
vided by a provider of services, pursuant to an assurance under 
title VI or XVI of the Public Health Service Act that the provider 
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will make available a reasonable volume of services to persons un-
able to pay therefor, shall not be allowable as reasonable costs. 

(N) In determining such reasonable costs, costs incurred for ac-
tivities directly related to influencing employees respecting union-
ization may not be included. 

(O)(i) In establishing an appropriate allowance for depreciation 
and for interest on capital indebtedness with respect to an asset of 
a provider of services which has undergone a change of ownership, 
such regulations shall provide, except as provided in clause (iii), 
that the valuation of the asset after such change of ownership shall 
be the historical cost of the asset, as recognized under this title, 
less depreciation allowed, to the owner of record as of the date of 
enactment of the Balanced Budget Act of 1997 (or, in the case of 
an asset not in existence as of that date, the first owner of record 
of the asset after that date). 

(ii) Such regulations shall not recognize, as reasonable in the pro-
vision of health care services, costs (including legal fees, accounting 
and administrative costs, travel costs, and the costs of feasibility 
studies) attributable to the negotiation or settlement of the sale or 
purchase of any capital asset (by acquisition or merger) for which 
any payment has previously been made under this title. 

(iii) In the case of the transfer of a hospital from ownership by 
a State to ownership by a nonprofit corporation without monetary 
consideration, the basis for capital allowances to the new owner 
shall be the book value of the hospital to the State at the time of 
the transfer. 

(P) If such regulations provide for the payment for a return on 
equity capital (other than with respect to costs of inpatient hospital 
services), the rate of return to be recognized, for determining the 
reasonable cost of services furnished in a cost reporting period, 
shall be equal to the average of the rates of interest, for each of 
the months any part of which is included in the period, on obliga-
tions issued for purchase by the Federal Hospital Insurance Trust 
Fund. 

(Q) Except as otherwise explicitly authorized, the Secretary is 
not authorized to limit the rate of increase on allowable costs of ap-
proved medical educational activities. 

(R) In determining such reasonable cost, costs incurred by a pro-
vider of services representing a beneficiary in an unsuccessful ap-
peal of a determination described in section 1869(b) shall not be al-
lowable as reasonable costs. 

(S)(i) Such regulations shall not include provision for specific rec-
ognition of any return on equity capital with respect to hospital 
outpatient departments. 

(ii)(I) Such regulations shall provide that, in determining the 
amount of the payments that may be made under this title with 
respect to all the capital-related costs of outpatient hospital serv-
ices, the Secretary shall reduce the amounts of such payments oth-
erwise established under this title by 15 percent for payments at-
tributable to portions of cost reporting periods occurring during fis-
cal year 1990, by 15 percent for payments attributable to portions 
of cost reporting periods occurring during fiscal year 1991, and by 
10 percent for payments attributable to portions of cost reporting 
periods occurring during fiscal years 1992 through 1999 and until 
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the first date that the prospective payment system under section 
1833(t) is implemented. 

(II) The Secretary shall reduce the reasonable cost of outpatient 
hospital services (other than the capital-related costs of such serv-
ices) otherwise determined pursuant to section 1833(a)(2)(B)(i)(I) by 
5.8 percent for payments attributable to portions of cost reporting 
periods occurring during fiscal years 1991 through 1999 and until 
the first date that the prospective payment system under section 
1833(t) is implemented. 

(III) Subclauses (I) and (II) shall not apply to payments with re-
spect to the costs of hospital outpatient services provided by any 
hospital that is a sole community hospital (as defined in section 
1886(d)(5)(D)(iii)) or a critical access hospital (as defined in section 
1861(mm)(1)). 

(IV) In applying subclauses (I) and (II) to services for which pay-
ment is made on the basis of a blend amount under section 
1833(i)(3)(A)(ii) or 1833(n)(1)(A)(ii), the costs reflected in the 
amounts described in sections 1833(i)(3)(B)(i)(I) and 
1833(n)(1)(B)(i)(I), respectively, shall be reduced in accordance with 
such subclause. 

(T) In determining such reasonable costs for hospitals, no reduc-
tion in copayments under section 1833(t)(8)(B) shall be treated as 
a bad debt and the amount of bad debts otherwise treated as allow-
able costs which are attributable to the deductibles and coinsur-
ance amounts under this title shall be reduced— 

(i) for cost reporting periods beginning during fiscal year 
1998, by 25 percent of such amount otherwise allowable, 

(ii) for cost reporting periods beginning during fiscal year 
1999, by 40 percent of such amount otherwise allowable, 

(iii) for cost reporting periods beginning during fiscal year 
2000, by 45 percent of such amount otherwise allowable, 

(iv) for cost reporting periods beginning during fiscal years 
2001 through 2012, by 30 percent of such amount otherwise al-
lowable, and 

(v) for cost reporting periods beginning during fiscal year 
2013 or a subsequent fiscal year, by 35 percent of such amount 
otherwise allowable. 

(U) In determining the reasonable cost of ambulance services (as 
described in subsection (s)(7)) provided during fiscal year 1998, 
during fiscal year 1999, and during so much of fiscal year 2000 as 
precedes January 1, 2000, the Secretary shall not recognize the 
costs per trip in excess of costs recognized as reasonable for ambu-
lance services provided on a per trip basis during the previous fis-
cal year (after application of this subparagraph), increased by the 
percentage increase in the consumer price index for all urban con-
sumers (U.S. city average) as estimated by the Secretary for the 
12-month period ending with the midpoint of the fiscal year in-
volved reduced by 1.0 percentage point. For ambulance services 
provided after June 30, 1998, the Secretary may provide that 
claims for such services must include a code (or codes) under a uni-
form coding system specified by the Secretary that identifies the 
services furnished. 

(V) In determining such reasonable costs for skilled nursing fa-
cilities and (beginning with respect to cost reporting periods begin-
ning during fiscal year 2013) for covered skilled nursing services 
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described in section 1888(e)(2)(A) furnished by hospital providers of 
extended care services (as described in section 1883), the amount 
of bad debts otherwise treated as allowed costs which are attrib-
utable to the coinsurance amounts under this title for individuals 
who are entitled to benefits under part A and— 

(i) are not described in section 1935(c)(6)(A)(ii) shall be re-
duced by— 

(I) for cost reporting periods beginning on or after October 1, 
2005, but before fiscal year 2013, 30 percent of such amount 
otherwise allowable; and 

(II) for cost reporting periods beginning during fiscal year 
2013 or a subsequent fiscal year, by 35 percent of such amount 
otherwise allowable. 

(ii) are described in such section— 
(I) for cost reporting periods beginning on or after October 1, 

2005, but before fiscal year 2013, shall not be reduced; 
(II) for cost reporting periods beginning during fiscal year 

2013, shall be reduced by 12 percent of such amount otherwise 
allowable; 

(III) for cost reporting periods beginning during fiscal year 
2014, shall be reduced by 24 percent of such amount otherwise 
allowable; and 

(IV) for cost reporting periods beginning during a subsequent 
fiscal year, shall be reduced by 35 percent of such amount oth-
erwise allowable. 

(W)(i) In determining such reasonable costs for providers de-
scribed in clause (ii), the amount of bad debts otherwise treated as 
allowable costs which are attributable to deductibles and coinsur-
ance amounts under this title shall be reduced— 

(I) for cost reporting periods beginning during fiscal year 
2013, by 12 percent of such amount otherwise allowable; 

(II) for cost reporting periods beginning during fiscal year 
2014, by 24 percent of such amount otherwise allowable; and 

(III) for cost reporting periods beginning during a subsequent 
fiscal year, by 35 percent of such amount otherwise allowable. 

(ii) A provider described in this clause is a provider of services 
not described in subparagraph (T) or (V), a supplier, or any other 
type of entity that receives payment for bad debts under the au-
thority under subparagraph (A). 

(2)(A) If the bed and board furnished as part of inpatient hospital 
services (including inpatient tuberculosis hospital services and in-
patient psychiatric hospital services) or post-hospital extended care 
services is in accommodations more expensive than semi-private 
accommodations, the amount taken into account for purposes of 
payment under this title with respect to such services may not ex-
ceed the amount that would be taken into account with respect to 
such services if furnished in such semi-private accommodations un-
less the more expensive accommodations were required for medical 
reasons. 

(B) Where a provider of services which has an agreement in ef-
fect under this title furnishes to an individual items or services 
which are in excess of or more expensive than the items or services 
with respect to which payment may be made under part A or part 
B, as the case may be, the Secretary shall take into account for 
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purposes of payment to such provider of services only the items or 
services with respect to which such payment may be made. 

(3) If the bed and board furnished as part of inpatient hospital 
services (including inpatient tuberculosis hospital services and in-
patient psychiatric hospital services) or post-hospital extended care 
services is in accommodations other than, but not more expensive 
than, semi-private accommodations and the use of such other ac-
commodations rather than semi-private accommodations was nei-
ther at the request of the patient nor for a reason which the Sec-
retary determines is consistent with the purposes of this title, the 
amount of the payment with respect to such bed and board under 
part A shall be the amount otherwise payable under this title for 
such bed and board furnished in semi-private accommodations 
minus the difference between the charge customarily made by the 
hospital or skilled nursing facility for bed and board in semi-pri-
vate accommodations and the charge customarily made by it for 
bed and board in the accommodations furnished. 

(4) If a provider of services furnishes items or services to an indi-
vidual which are in excess of or more expensive than the items or 
services determined to be necessary in the efficient delivery of 
needed health services and charges are imposed for such more ex-
pensive items or services under the authority granted in section 
1866(a)(2)(B)(ii), the amount of payment with respect to such items 
or services otherwise due such provider in any fiscal period shall 
be reduced to the extent that such payment plus such charges ex-
ceed the cost actually incurred for such items or services in the fis-
cal period in which such charges are imposed. 

(5)(A) Where physical therapy services, occupational therapy 
services, speech therapy services, or other therapy services or serv-
ices of other health-related personnel (other than physicians) are 
furnished under an arrangement with a provider of services or 
other organization, specified in the first sentence of subsection (p) 
(including through the operation of subsection (g)) the amount in-
cluded in any payment to such provider or other organization 
under this title as the reasonable cost of such services (as fur-
nished under such arrangements) shall not exceed an amount 
equal to the salary which would reasonably have been paid for such 
services (together with any additional costs that would have been 
incurred by the provider or other organization) to the person per-
forming them if they had been performed in an employment rela-
tionship with such provider or other organization (rather than 
under such arrangement) plus the cost of such other expenses (in-
cluding a reasonable allowance for traveltime and other reasonable 
types of expense related to any differences in acceptable methods 
of organization for the provision of such therapy) incurred by such 
person, as the Secretary may in regulations determine to be appro-
priate. 

(B) Notwithstanding the provisions of subparagraph (A), if a pro-
vider of services or other organization specified in the first sentence 
of section 1861(p) requires the services of a therapist on a limited 
part-time basis, or only to perform intermittent services, the Sec-
retary may make payment on the basis of a reasonable rate per 
unit of service, even though such rate is greater per unit of time 
than salary related amounts, where he finds that such greater pay-
ment is, in the aggregate, less than the amount that would have 
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been paid if such organization had employed a therapist on a full- 
or part-time salary basis. 

(6) For purposes of this subsection, the term ‘‘semi-private accom-
modations’’ means two-bed, three-bed, or four-bed accommodations. 

(7)(A) For limitation on Federal participation for capital expendi-
tures which are out of conformity with a comprehensive plan of a 
State or areawide planning agency, see section 1122. 

(B) For further limitations on reasonable cost and determination 
of payment amounts for operating costs of inpatient hospital serv-
ices and waivers for certain States, see section 1886. 

(C) For provisions restricting payment for provider-based physi-
cians’ services and for payments under certain percentage arrange-
ments, see section 1887. 

(D) For further limitations on reasonable cost and determination 
of payment amounts for routine service costs of skilled nursing fa-
cilities, see subsections (a) through (c) of section 1888. 

(8) ITEMS UNRELATED TO PATIENT CARE.—Reasonable costs do not 
include costs for the following— 

(i) entertainment, including tickets to sporting and other en-
tertainment events; 

(ii) gifts or donations; 
(iii) personal use of motor vehicles; 
(iv) costs for fines and penalties resulting from violations of 

Federal, State, or local laws; and 
(v) education expenses for spouses or other dependents of 

providers of services, their employees or contractors. 

Arrangements for Certain Services 

(w)(1) The term ‘‘arrangements’’ is limited to arrangements 
under which receipt of payment by the hospital, critical access hos-
pital, skilled nursing facility, home health agency, or hospice pro-
gram (whether in its own right or as agent), with respect to serv-
ices for which an individual is entitled to have payment made 
under this title, discharges the liability of such individual or any 
other person to pay for the services. 

(2) Utilization review activities conducted, in accordance with the 
requirements of the program established under part B of title XI 
of the Social Security Act with respect to services furnished by a 
hospital or critical access hospital to patients insured under part 
A of this title or entitled to have payment made for such services 
under part B of this title or under a State plan approved under 
title XIX, by a quality improvement organization designated for the 
area in which such hospital or critical access hospital is located 
shall be deemed to have been conducted pursuant to arrangements 
between such hospital or critical access hospital and such organiza-
tion under which such hospital or critical access hospital is obli-
gated to pay to such organization, as a condition of receiving pay-
ment for hospital or critical access hospital services so furnished 
under this part or under such a State plan, such amount as is rea-
sonably incurred and requested (as determined under regulations 
of the Secretary) by such organization in conducting such review 
activities with respect to services furnished by such hospital or crit-
ical access hospital to such patients. 
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State and United States 

(x) The terms ‘‘State’’ and ‘‘United States’’ have the meaning 
given to them by subsections (h) and (i), respectively, of section 
210. 

Extended Care in Religious Nonmedical Health Care Institutions 

(y)(1) The term ‘‘skilled nursing facility’’ also includes a religious 
nonmedical health care institution (as defined in subsection (ss)(1)), 
but only (except for purposes of subsection (a)(2)) with respect to 
items and services ordinarily furnished by such an institution to in-
patients, and payment may be made with respect to services pro-
vided by or in such an institution only to such extent and under 
such conditions, limitations, and requirements (in addition to or in 
lieu of the conditions, limitations, and requirements otherwise ap-
plicable) as may be provided in regulations consistent with section 
1821. 

(2) Notwithstanding any other provision of this title, payment 
under part A may not be made for services furnished an individual 
in a skilled nursing facility to which paragraph (1) applies unless 
such individual elects, in accordance with regulations, for a spell of 
illness to have such services treated as post-hospital extended care 
services for purposes of such part; and payment under part A may 
not be made for post-hospital extended care services— 

(A) furnished an individual during such spell of illness in a 
skilled nursing facility to which paragraph (1) applies after— 

(i) such services have been furnished to him in such a 
facility for 30 days during such spell, or 

(ii) such services have been furnished to him during 
such spell in a skilled nursing facility to which such para-
graph does not apply; or 

(B) furnished an individual during such spell of illness in a 
skilled nursing facility to which paragraph (1) does not apply 
after such services have been furnished to him during such 
spell in a skilled nursing facility to which such paragraph ap-
plies. 

(3) The amount payable under part A for post-hospital extended 
care services furnished an individual during any spell of illness in 
a skilled nursing facility to which paragraph (1) applies shall be re-
duced by a coinsurance amount equal to one-eighth of the inpatient 
hospital deductible for each day before the 31st day on which he 
is furnished such services in such a facility during such spell (and 
the reduction under this paragraph shall be in lieu of any reduction 
under section 1813(a)(3)). 

(4) For purposes of subsection (i), the determination of whether 
services furnished by or in an institution described in paragraph 
(1) constitute post-hospital extended care services shall be made in 
accordance with and subject to such conditions, limitations, and re-
quirements as may be provided in regulations. 

Institutional Planning 

(z) An overall plan and budget of a hospital, skilled nursing facil-
ity, comprehensive outpatient rehabilitation facility, or home 
health agency shall be considered sufficient if it— 
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(1) provides for an annual operating budget which includes 
all anticipated income and expenses related to items which 
would, under generally accepted accounting principles, be con-
sidered income and expense items (except that nothing in this 
paragraph shall require that there be prepared, in connection 
with any budget, an item-by-item identification of the compo-
nents of each type of anticipated expenditure or income); 

(2)(A) provides for a capital expenditures plan for at least a 
3-year period (including the year to which the operating budget 
described in paragraph (1) is applicable) which includes and 
identifies in detail the anticipated sources of financing for, and 
the objectives of, each anticipated expenditure in excess of 
$600,000 (or such lesser amount as may be established by the 
State under section 1122(g)(1) in which the hospital is located) 
related to the acquisition of land, the improvement of land, 
buildings, and equipment, and the replacement, modernization, 
and expansion of the buildings and equipment which would, 
under generally accepted accounting principles, be considered 
capital items; 

(B) provides that such plan is submitted to the agency des-
ignated under section 1122(b), or if no such agency is des-
ignated, to the appropriate health planning agency in the State 
(but this subparagraph shall not apply in the case of a facility 
exempt from review under section 1122 by reason of section 
1122(j)); 

(3) provides for review and updating at least annually; and 
(4) is prepared, under the direction of the governing body of 

the institution or agency, by a committee consisting of rep-
resentatives of the governing body, the administrative staff, 
and the medical staff (if any) of the institution or agency. 

Rural Health Clinic Services and Federally Qualified Health 
Center Services 

(aa)(1) The term ‘‘rural health clinic services’’ means — 
(A) physicians’ services and such services and supplies as are 

covered under section 1861(s)(2)(A) if furnished as an incident 
to a physician’s professional service and items and services de-
scribed in section 1861(s)(10), 

(B) such services furnished by a physician assistant or a 
nurse practitioner (as defined in paragraph (5)), by a clinical 
psychologist (as defined by the Secretary) or by a clinical social 
worker (as defined in subsection (hh)(1)), and such services and 
supplies furnished as an incident to his service as would other-
wise be covered if furnished by a physician or as an incident 
to a physician’s service, and 

(C) in the case of a rural health clinic located in an area in 
which there exists a shortage of home health agencies, part- 
time or intermittent nursing care and related medical supplies 
(other than drugs and biologicals) furnished by a registered 
professional nurse or licensed practical nurse to a homebound 
individual under a written plan of treatment (i) established 
and periodically reviewed by a physician described in para-
graph (2)(B), or (ii) established by a nurse practitioner or phy-
sician assistant and periodically reviewed and approved by a 
physician described in paragraph (2)(B), 
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when furnished to an individual as an outpatient of a rural health 
clinic. 

(2) The term ‘‘rural health clinic’’ means a facility which — 
(A) is primarily engaged in furnishing to outpatients services 

described in subparagraphs (A) and (B) of paragraph (1); 
(B) in the case of a facility which is not a physician-directed 

clinic, has an arrangement (consistent with the provisions of 
State and local law relative to the practice, performance, and 
delivery of health services) with one or more physicians (as de-
fined in subsection (r)(1)) under which provision is made for 
the periodic review by such physicians of covered services fur-
nished by physician assistants and nurse practitioners, the su-
pervision and guidance by such physicians of physician assist-
ants and nurse practitioners, the preparation by such physi-
cians of such medical orders for care and treatment of clinic 
patients as may be necessary, and the availability of such phy-
sicians for such referral of and consultation for patients as is 
necessary and for advice and assistance in the management of 
medical emergencies; and, in the case of a physician-directed 
clinic, has one or more of its staff physicians perform the ac-
tivities accomplished through such an arrangement; 

(C) maintains clinical records on all patients; 
(D) has arrangements with one or more hospitals, having 

agreements in effect under section 1866, for the referral and 
admission of patients requiring inpatient services or such diag-
nostic or other specialized services as are not available at the 
clinic; 

(E) has written policies, which are developed with the advice 
of (and with provision for review of such policies from time to 
time by) a group of professional personnel, including one or 
more physicians and one or more physician assistants or nurse 
practitioners, to govern those services described in paragraph 
(1) which it furnishes; 

(F) has a physician, physician assistant, or nurse practi-
tioner responsible for the execution of policies described in sub-
paragraph (E) and relating to the provision of the clinic’s serv-
ices; 

(G) directly provides routine diagnostic services, including 
clinical laboratory services, as prescribed in regulations by the 
Secretary, and has prompt access to additional diagnostic serv-
ices from facilities meeting requirements under this title; 

(H) in compliance with State and Federal law, has available 
for administering to patients of the clinic at least such drugs 
and biologicals as are determined by the Secretary to be nec-
essary for the treatment of emergency cases (as defined in reg-
ulations) and has appropriate procedures or arrangements for 
storing, administering, and dispensing any drugs and 
biologicals; 

(I) has a quality assessment and performance improvement 
program, and appropriate procedures for review of utilization 
of clinic services, as the Secretary may specify; 

(J) has a nurse practitioner, a physician assistant, or a cer-
tified nurse-midwife (as defined in subsection (gg)) available to 
furnish patient care services not less than 50 percent of the 
time the clinic operates; and 
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(K) meets such other requirements as the Secretary may find 
necessary in the interest of the health and safety of the indi-
viduals who are furnished services by the clinic. 

For the purposes of this title, such term includes only a facility 
which (i) is located in an area that is not an urbanized area (as 
defined by the Bureau of the Census) and in which there are insuf-
ficient numbers of needed health care practitioners (as determined 
by the Secretary), and that, within the previous 4-year period, has 
been designated by the chief executive officer of the State and cer-
tified by the Secretary as an area with a shortage of personal 
health services or designated by the Secretary either (I) as an area 
with a shortage of personal health services under section 330(b)(3) 
or 1302(7) of the Public Health Service Act, (II) as a health profes-
sional shortage area described in section 332(a)(1)(A) of that Act 
because of its shortage of primary medical care manpower, (III) as 
a high impact area described in section 329(a)(5) of that Act, of (IV) 
as an area which includes a population group which the Secretary 
determines has a health manpower shortage under section 
332(a)(1)(B) of that Act, (ii) has filed an agreement with the Sec-
retary by which it agrees not to charge any individual or other per-
son for items or services for which such individual is entitled to 
have payment made under this title, except for the amount of any 
deductible or coinsurance amount imposed with respect to such 
items or services (not in excess of the amount customarily charged 
for such items and services by such clinic), pursuant to subsections 
(a) and (b) of section 1833, (iii) employs a physician assistant or 
nurse practitioner, and (iv) is not a rehabilitation agency or a facil-
ity which is primarily for the care and treatment of mental dis-
eases. A facility that is in operation and qualifies as a rural health 
clinic under this title or title XIX and that subsequently fails to 
satisfy the requirement of clause (i) shall be considered, for pur-
poses of this title and title XIX, as still satisfying the requirement 
of such clause if it is determined, in accordance with criteria estab-
lished by the Secretary in regulations, to be essential to the deliv-
ery of primary care services that would otherwise be unavailable 
in the geographic area served by the clinic. If a State agency has 
determined under section 1864(a) that a facility is a rural health 
clinic and the facility has applied to the Secretary for approval as 
such a clinic, the Secretary shall notify the facility of the Sec-
retary’s approval or disapproval not later than 60 days after the 
date of the State agency determination or the application (which-
ever is later). 

(3) The term ‘‘Federally qualified health center services’’ means— 
(A) services of the type described in subparagraphs (A) 

through (C) of paragraph (1) and preventive services (as de-
fined in section 1861(ddd)(3)); and 

(B) preventive primary health services that a center is re-
quired to provide under section 330 of the Public Health Serv-
ice Act, 

when furnished to an individual as an outpatient of a Federally 
qualified health center by the center or by a health care profes-
sional under contract with the center and, for this purpose, any ref-
erence to a rural health clinic or a physician described in para-
graph (2)(B) is deemed a reference to a Federally qualified health 
center or a physician at the center, respectively. 
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(4) The term ‘‘Federally qualified health center’’ means an entity 
which— 

(A)(i) is receiving a grant under section 330 of the Public 
Health Service Act, or 

(ii)(I) is receiving funding from such a grant under a contract 
with the recipient of such a grant, and (II) meets the require-
ments to receive a grant under section 330 of such Act; 

(B) based on the recommendation of the Health Resources 
and Services Administration within the Public Health Service, 
is determined by the Secretary to meet the requirements for 
receiving such a grant; 

(C) was treated by the Secretary, for purposes of part B, as 
a comprehensive Federally funded health center as of January 
1, 1990; or 

(D) is an outpatient health program or facility operated by 
a tribe or tribal organization under the Indian Self-Determina-
tion Act or by an urban Indian organization receiving funds 
under title V of the Indian Health Care Improvement Act. 

(5)(A) The term ‘‘physician assistant’’ and the term ‘‘nurse practi-
tioner’’ mean, for purposes of this title, a physician assistant or 
nurse practitioner who performs such services as such individual is 
legally authorized to perform (in the State in which the individual 
performs such services) in accordance with State law (or the State 
regulatory mechanism provided by State law), and who meets such 
training, education, and experience requirements (or any combina-
tion thereof) as the Secretary may prescribe in regulations. 

(B) The term ‘‘clinical nurse specialist’’ means, for purposes of 
this title, an individual who— 

(i) is a registered nurse and is licensed to practice nursing 
in the State in which the clinical nurse specialist services are 
performed; and 

(ii) holds a master’s degree in a defined clinical area of nurs-
ing from an accredited educational institution. 

(6) The term ‘‘collaboration’’ means a process in which a nurse 
practitioner works with a physician to deliver health care services 
within the scope of the practitioner’s professional expertise, with 
medical direction and appropriate supervision as provided for in 
jointly developed guidelines or other mechanisms as defined by the 
law of the State in which the services are performed. 

(7)(A) The Secretary shall waive for a 1-year period the require-
ments of paragraph (2) that a rural health clinic employ a physi-
cian assistant, nurse practitioner or certified nurse midwife or that 
such clinic require such providers to furnish services at least 50 
percent of the time that the clinic operates for any facility that re-
quests such waiver if the facility demonstrates that the facility has 
been unable, despite reasonable efforts, to hire a physician assist-
ant, nurse practitioner, or certified nurse-midwife in the previous 
90-day period. 

(B) The Secretary may not grant such a waiver under subpara-
graph (A) to a facility if the request for the waiver is made less 
than 6 months after the date of the expiration of any previous such 
waiver for the facility, or if the facility has not yet been determined 
to meet the requirements (including subparagraph (J) of the first 
sentence of paragraph (2)) of a rural health clinic. 
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(C) A waiver which is requested under this paragraph shall be 
deemed granted unless such request is denied by the Secretary 
within 60 days after the date such request is received. 

Services of a Certified Registered Nurse Anesthetist 

(bb)(1) The term ‘‘services of a certified registered nurse anes-
thetist’’ means anesthesia services and related care furnished by a 
certified registered nurse anesthetist (as defined in paragraph (2)) 
which the nurse anesthetist is legally authorized to perform as 
such by the State in which the services are furnished. 

(2) The term ‘‘certified registered nurse anesthetist’’ means a cer-
tified registered nurse anesthetist licensed by the State who meets 
such education, training, and other requirements relating to anes-
thesia services and related care as the Secretary may prescribe. In 
prescribing such requirements the Secretary may use the same re-
quirements as those established by a national organization for the 
certification of nurse anesthetists. Such term also includes, as pre-
scribed by the Secretary, an anesthesiologist assistant. 

Comprehensive Outpatient Rehabilitation Facility Services 

(cc)(1) The term ‘‘comprehensive outpatient rehabilitation facility 
services’’ means the following items and services furnished by a 
physician or other qualified professional personnel (as defined in 
regulations by the Secretary) to an individual who is an outpatient 
of a comprehensive outpatient rehabilitation facility under a plan 
(for furnishing such items and services to such individual) estab-
lished and periodically reviewed by a physician— 

(A) physicians’ services; 
(B) physical therapy, occupational therapy, speech-language 

pathology services, and respiratory therapy; 
(C) prosthetic and orthotic devices, including testing, fitting, 

or training in the use of prosthetic and orthotic devices; 
(D) social and psychological services; 
(E) nursing care provided by or under the supervision of a 

registered professional nurse; 
(F) drugs and biologicals which cannot, as determined in ac-

cordance with regulations, be self-administered; 
(G) supplies and durable medical equipment; and 
(H) such other items and services as are medically necessary 

for the rehabilitation of the patient and are ordinarily fur-
nished by comprehensive outpatient rehabilitation facilities, 

excluding, however, any item or service if it would not be included 
under subsection (b) if furnished to an inpatient of a hospital. In 
the case of physical therapy, occupational therapy, and speech pa-
thology services, there shall be no requirement that the item or 
service be furnished at any single fixed location if the item or serv-
ice is furnished pursuant to such plan and payments are not other-
wise made for the item or service under this title. 

(2) The term ‘‘comprehensive outpatient rehabilitation facility’’ 
means a facility which— 

(A) is primarily engaged in providing (by or under the super-
vision of physicians) diagnostic, therapeutic, and restorative 
services to outpatients for the rehabilitation of injured, dis-
abled, or sick persons; 
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(B) provides at least the following comprehensive outpatient 
rehabilitation services: (i) physicians’ services (rendered by 
physicians, as defined in section 1861(r)(1), who are available 
at the facility on a full- or part-time basis); (ii) physical ther-
apy; and (iii) social or psychological services; 

(C) maintains clinical records on all patients; 
(D) has policies established by a group of professional per-

sonnel (associated with the facility), including one or more phy-
sicians defined in subsection (r)(1) to govern the comprehensive 
outpatient rehabilitation services it furnishes, and provides for 
the carrying out of such policies by a full- or part-time physi-
cian referred to in subparagraph (B)(i); 

(E) has a requirement that every patient must be under the 
care of a physician; 

(F) in the case of a facility in any State in which State or 
applicable local law provides for the licensing of facilities of 
this nature (i) is licensed pursuant to such law, or (ii) is ap-
proved by the agency of such State or locality, responsible for 
licensing facilities of this nature, as meeting the standards es-
tablished for such licensing; 

(G) has in effect a utilization review plan in accordance with 
regulations prescribed by the Secretary; 

(H) has in effect an overall plan and budget that meets the 
requirements of subsection (z); 

(I) provides the Secretary on a continuing basis with a surety 
bond in a form specified by the Secretary and in an amount 
that is not less than $50,000; and 

(J) meets such other conditions of participation as the Sec-
retary may find necessary in the interest of the health and 
safety of individuals who are furnished services by such facil-
ity, including conditions concerning qualifications of personnel 
in these facilities. 

The Secretary may waive the requirement of a surety bond under 
subparagraph (I) in the case of a facility that provides a com-
parable surety bond under State law. 

Hospice Care; Hospice Program 

(dd)(1) The term ‘‘hospice care’’ means the following items and 
services provided to a terminally ill individual by, or by others 
under arrangements made by, a hospice program under a written 
plan (for providing such care to such individual) established and 
periodically reviewed by the individual’s attending physician and 
by the medical director (and by the interdisciplinary group de-
scribed in paragraph (2)(B)) of the program— 

(A) nursing care provided by or under the supervision of a 
registered professional nurse, 

(B) physical or occupational therapy, or speech-language pa-
thology services, 

(C) medical social services under the direction of a physician, 
(D)(i) services of a home health aide who has successfully 

completed a training program approved by the Secretary and 
(ii) homemaker services, 

(E) medical supplies (including drugs and biologicals) and 
the use of medical appliances, while under such a plan, 

(F) physicians’ services, 
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(G) short-term inpatient care (including both respite care 
and procedures necessary for pain control and acute and chron-
ic symptom management) in an inpatient facility meeting such 
conditions as the Secretary determines to be appropriate to 
provide such care, but such respite care may be provided only 
on an intermittent, nonroutine, and occasional basis and may 
not be provided consecutively over longer than five days, 

(H) counseling (including dietary counseling) with respect to 
care of the terminally ill individual and adjustment to his 
death, and 

(I) any other item or service which is specified in the plan 
and for which payment may otherwise be made under this 
title. 

The care and services described in subparagraphs (A) and (D) may 
be provided on a 24-hour, continuous basis only during periods of 
crisis (meeting criteria established by the Secretary) and only as 
necessary to maintain the terminally ill individual at home. 

(2) The term ‘‘hospice program’’ means a public agency or private 
organization (or a subdivision thereof) which— 

(A)(i) is primarily engaged in providing the care and services 
described in paragraph (1) and makes such services available 
(as needed) on a 24-hour basis and which also provides be-
reavement counseling for the immediate family of terminally ill 
individuals and services described in section 1812(a)(5), 

(ii) provides for such care and services in individuals’ homes, 
on an outpatient basis, and on a short-term inpatient basis, di-
rectly or under arrangements made by the agency or organiza-
tion, except that— 

(I) the agency or organization must routinely provide di-
rectly substantially all of each of the services described in 
subparagraphs (A), (C), and (H) of paragraph (1), except as 
otherwise provided in paragraph (5), and 

(II) in the case of other services described in paragraph 
(1) which are not provided directly by the agency or orga-
nization, the agency or organization must maintain profes-
sional management responsibility for all such services fur-
nished to an individual, regardless of the location or facil-
ity in which such services are furnished; and 

(iii) provides assurances satisfactory to the Secretary that 
the aggregate number of days of inpatient care described in 
paragraph (1)(G) provided in any 12-month period to individ-
uals who have an election in effect under section 1812(d) with 
respect to that agency or organization does not exceed 20 per-
cent of the aggregate number of days during that period on 
which such elections for such individuals are in effect; 

(B) has an interdisciplinary group of personnel which— 
(i) includes at least— 

(I) one physician (as defined in subsection (r)(1)), 
(II) one registered professional nurse, and 
(III) one social worker, 

employed by or, in the case of a physician described in sub-
clause (I), under contract with the agency or organization, and 
also includes at least one pastoral or other counselor, 

(ii) provides (or supervises the provision of) the care and 
services described in paragraph (1), and 
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(iii) establishes the policies governing the provision of 
such care and services; 

(C) maintains central clinical records on all patients; 
(D) does not discontinue the hospice care it provides with re-

spect to a patient because of the inability of the patient to pay 
for such care; 

(E)(i) utilizes volunteers in its provision of care and services 
in accordance with standards set by the Secretary, which 
standards shall ensure a continuing level of effort to utilize 
such volunteers, and (ii) maintains records on the use of these 
volunteers and the cost savings and expansion of care and 
services achieved through the use of these volunteers; 

(F) in the case of an agency or organization in any State in 
which State or applicable local law provides for the licensing 
of agencies or organizations of this nature, is licensed pursuant 
to such law; and 

(G) meets such other requirements as the Secretary may find 
necessary in the interest of the health and safety of the indi-
viduals who are provided care and services by such agency or 
organization. 

(3)(A) An individual is considered to be ‘‘terminally ill’’ if the in-
dividual has a medical prognosis that the individual’s life expect-
ancy is 6 months or less. 

(B) The term ‘‘attending physician’’ means, with respect to an in-
dividual, the physician (as defined in subsection (r)(1)) or nurse 
practitioner (as defined in subsection (aa)(5)), who may be em-
ployed by a hospice program, whom the individual identifies as 
having the most significant role in the determination and delivery 
of medical care to the individual at the time the individual makes 
an election to receive hospice care. 

(4)(A) An entity which is certified as a provider of services other 
than a hospice program shall be considered, for purposes of certifi-
cation as a hospice program, to have met any requirements under 
paragraph (2) which are also the same requirements for certifi-
cation as such other type of provider. The Secretary shall coordi-
nate surveys for determining certification under this title so as to 
provide, to the extent feasible, for simultaneous surveys of an enti-
ty which seeks to be certified as a hospice program and as a pro-
vider of services of another type. 

(B) Any entity which is certified as a hospice program and as a 
provider of another type shall have separate provider agreements 
under section 1866 and shall file separate cost reports with respect 
to costs incurred in providing hospice care and in providing other 
services and items under this title. 

(C) Any entity that is certified as a hospice program shall be sub-
ject to a standard survey by an appropriate State or local survey 
agency, or an approved accreditation agency, as determined by the 
Secretary, not less frequently than once every 36 months beginning 
6 months after the date of the enactment of this subparagraph and 
ending September 30, 2025. 

(5)(A) The Secretary may waive the requirements of paragraph 
(2)(A)(ii)(I) for an agency or organization with respect to all or part 
of the nursing care described in paragraph (1)(A) if such agency or 
organization— 
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(i) is located in an area which is not an urbanized area (as 
defined by the Bureau of the Census); 

(ii) was in operation on or before January 1, 1983; and 
(iii) has demonstrated a good faith effort (as determined by 

the Secretary) to hire a sufficient number of nurses to provide 
such nursing care directly. 

(B) Any waiver, which is in such form and containing such infor-
mation as the Secretary may require and which is requested by an 
agency or organization under subparagraph (A) or (C), shall be 
deemed to be granted unless such request is denied by the Sec-
retary within 60 days after the date such request is received by the 
Secretary. The granting of a waiver under subparagraph (A) or (C) 
shall not preclude the granting of any subsequent waiver request 
should such a waiver again become necessary. 

(C) The Secretary may waive the requirements of paragraph 
(2)(A)(i) and (2)(A)(ii) for an agency or organization with respect to 
the services described in paragraph (1)(B) and, with respect to die-
tary counseling, paragraph (1)(H), if such agency or organization— 

(i) is located in an area which is not an urbanized area (as 
defined by the Bureau of Census), and 

(ii) demonstrates to the satisfaction of the Secretary that the 
agency or organization has been unable, despite diligent ef-
forts, to recruit appropriate personnel. 

(D) In extraordinary, exigent, or other non-routine circumstances, 
such as unanticipated periods of high patient loads, staffing short-
ages due to illness or other events, or temporary travel of a patient 
outside a hospice program’s service area, a hospice program may 
enter into arrangements with another hospice program for the pro-
vision by that other program of services described in paragraph 
(2)(A)(ii)(I). The provisions of paragraph (2)(A)(ii)(II) shall apply 
with respect to the services provided under such arrangements. 

(E) A hospice program may provide services described in para-
graph (1)(A) other than directly by the program if the services are 
highly specialized services of a registered professional nurse and 
are provided non-routinely and so infrequently so that the provi-
sion of such services directly would be impracticable and prohibi-
tively expensive. 

Discharge Planning Process 

(ee)(1) A discharge planning process of a hospital shall be consid-
ered sufficient if it is applicable to services furnished by the hos-
pital to individuals entitled to benefits under this title and if it 
meets the guidelines and standards established by the Secretary 
under paragraph (2). 

(2) The Secretary shall develop guidelines and standards for the 
discharge planning process in order to ensure a timely and smooth 
transition to the most appropriate type of and setting for post-hos-
pital or rehabilitative care. The guidelines and standards shall in-
clude the following: 

(A) The hospital must identify, at an early stage of hos-
pitalization, those patients who are likely to suffer adverse 
health consequences upon discharge in the absence of adequate 
discharge planning. 

(B) Hospitals must provide a discharge planning evaluation 
for patients identified under subparagraph (A) and for other 
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patients upon the request of the patient, patient’s representa-
tive, or patient’s physician. 

(C) Any discharge planning evaluation must be made on a 
timely basis to ensure that appropriate arrangements for post- 
hospital care will be made before discharge and to avoid unnec-
essary delays in discharge. 

(D) A discharge planning evaluation must include an evalua-
tion of a patient’s likely need for appropriate post-hospital 
services, including hospice care and post-hospital extended care 
services, and the availability of those services, including the 
availability of home health services through individuals and 
entities that participate in the program under this title and 
that serve the area in which the patient resides and that re-
quest to be listed by the hospital as available and, in the case 
of individuals who are likely to need post-hospital extended 
care services, the availability of such services through facilities 
that participate in the program under this title and that serve 
the area in which the patient resides. 

(E) The discharge planning evaluation must be included in 
the patient’s medical record for use in establishing an appro-
priate discharge plan and the results of the evaluation must be 
discussed with the patient (or the patient’s representative). 

(F) Upon the request of a patient’s physician, the hospital 
must arrange for the development and initial implementation 
of a discharge plan for the patient. 

(G) Any discharge planning evaluation or discharge plan re-
quired under this paragraph must be developed by, or under 
the supervision of, a registered professional nurse, social work-
er, or other appropriately qualified personnel. 

(H) Consistent with section 1802, the discharge plan shall— 
(i) not specify or otherwise limit the qualified provider 

which may provide post-hospital home health services, and 
(ii) identify (in a form and manner specified by the Sec-

retary) any entity to whom the individual is referred in 
which the hospital has a disclosable financial interest (as 
specified by the Secretary consistent with section 
1866(a)(1)(S)) or which has such an interest in the hos-
pital. 

(3) With respect to a discharge plan for an individual who is en-
rolled with a Medicare+Choice organization under a 
Medicare+Choice plan and is furnished inpatient hospital services 
by a hospital under a contract with the organization— 

(A) the discharge planning evaluation under paragraph 
(2)(D) is not required to include information on the availability 
of home health services through individuals and entities which 
do not have a contract with the organization; and 

(B) notwithstanding subparagraph (H)(i), the plan may speci-
fy or limit the provider (or providers) of post-hospital home 
health services or other post-hospital services under the plan. 

Partial Hospitalization Services 

(ff)(1) The term ‘‘partial hospitalization services’’ means the items 
and services described in paragraph (2) prescribed by a physician 
and provided under a program described in paragraph (3) under 
the supervision of a physician pursuant to an individualized, writ-
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ten plan of treatment established and periodically reviewed by a 
physician (in consultation with appropriate staff participating in 
such program), which plan sets forth the physician’s diagnosis, the 
type, amount, frequency, and duration of the items and services 
provided under the plan, and the goals for treatment under the 
plan. 

(2) The items and services described in this paragraph are— 
(A) individual and group therapy with physicians or psy-

chologists (or other mental health professionals to the extent 
authorized under State law), 

(B) occupational therapy requiring the skills of a qualified 
occupational therapist, 

(C) services of social workers, trained psychiatric nurses, and 
other staff trained to work with psychiatric patients, 

(D) drugs and biologicals furnished for therapeutic purposes 
(which cannot, as determined in accordance with regulations, 
be self-administered), 

(E) individualized activity therapies that are not primarily 
recreational or diversionary, 

(F) family counseling (the primary purpose of which is treat-
ment of the individual’s condition), 

(G) patient training and education (to the extent that train-
ing and educational activities are closely and clearly related to 
individual’s care and treatment), 

(H) diagnostic services, and 
(I) such other items and services as the Secretary may pro-

vide (but in no event to include meals and transportation); 
that are reasonable and necessary for the diagnosis or active treat-
ment of the individual’s condition, reasonably expected to improve 
or maintain the individual’s condition and functional level and to 
prevent relapse or hospitalization, and furnished pursuant to such 
guidelines relating to frequency and duration of services as the Sec-
retary shall by regulation establish (taking into account accepted 
norms of medical practice and the reasonable expectation of patient 
improvement). 

(3)(A) A program described in this paragraph is a program which 
is furnished by a hospital to its outpatients or by a community 
mental health center (as defined in subparagraph (B)), and which 
is a distinct and organized intensive ambulatory treatment service 
offering less than 24-hour-daily care other than in an individual’s 
home or in an inpatient or residential setting. 

(B) For purposes of subparagraph (A), the term ‘‘community men-
tal health center’’ means an entity that— 

(i)(I) provides the mental health services described in section 
1913(c)(1) of the Public Health Service Act; or 

(II) in the case of an entity operating in a State that by law 
precludes the entity from providing itself the service described 
in subparagraph (E) of such section, provides for such service 
by contract with an approved organization or entity (as deter-
mined by the Secretary); 

(ii) meets applicable licensing or certification requirements 
for community mental health centers in the State in which it 
is located; 

(iii) provides at least 40 percent of its services to individuals 
who are not eligible for benefits under this title; and 
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(iv) meets such additional conditions as the Secretary shall 
specify to ensure (I) the health and safety of individuals being 
furnished such services, (II) the effective and efficient fur-
nishing of such services, and (III) the compliance of such entity 
with the criteria described in section 1931(c)(1) of the Public 
Health Service Act. 

Certified Nurse-Midwife Services 

(gg)(1) The term ‘‘certified nurse-midwife services’’ means such 
services furnished by a certified nurse-midwife (as defined in para-
graph (2)) and such services and supplies furnished as an incident 
to the nurse-midwife’s service which the certified nurse-midwife is 
legally authorized to perform under State law (or the State regu-
latory mechanism provided by State law) as would otherwise be 
covered if furnished by a physician or as an incident to a physi-
cians’ service. 

(2) The term ‘‘certified nurse-midwife’’ means a registered nurse 
who has successfully completed a program of study and clinical ex-
perience meeting guidelines prescribed by the Secretary, or has 
been certified by an organization recognized by the Secretary. 

Clinical Social Worker; Clinical Social Worker Services 

(hh)(1) The term ‘‘clinical social worker’’ means an individual 
who— 

(A) possesses a master’s or doctor’s degree in social work; 
(B) after obtaining such degree has performed at least 2 

years of supervised clinical social work; and 
(C)(i) is licensed or certified as a clinical social worker by the 

State in which the services are performed, or 
(ii) in the case of an individual in a State which does not pro-

vide for licensure or certification— 
(I) has completed at least 2 years or 3,000 hours of post- 

master’s degree supervised clinical social work practice 
under the supervision of a master’s level social worker in 
an appropriate setting (as determined by the Secretary), 
and 

(II) meets such other criteria as the Secretary estab-
lishes. 

(2) The term ‘‘clinical social worker services’’ means services per-
formed by a clinical social worker (as defined in paragraph (1)) for 
the diagnosis and treatment of mental illnesses (other than serv-
ices furnished to an inpatient of a hospital and other than services 
furnished to an inpatient of a skilled nursing facility which the fa-
cility is required to provide as a requirement for participation) 
which the clinical social worker is legally authorized to perform 
under State law (or the State regulatory mechanism provided by 
State law) of the State in which such services are performed as 
would otherwise be covered if furnished by a physician or as an in-
cident to a physician’s professional service. 

Qualified Psychologist Services 

(ii) The term ‘‘qualified psychologist services’’ means such serv-
ices and such services and supplies furnished as an incident to his 
service furnished by a clinical psychologist (as defined by the Sec-
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retary) which the psychologist is legally authorized to perform 
under State law (or the State regulatory mechanism provided by 
State law) as would otherwise be covered if furnished by a physi-
cian or as an incident to a physician’s service. 

Screening Mammography 

(jj) The term ‘‘screening mammography’’ means a radiologic pro-
cedure provided to a woman for the purpose of early detection of 
breast cancer and includes a physician’s interpretation of the re-
sults of the procedure. 

Covered Osteoporosis Drug 

(kk) The term ‘‘covered osteoporosis drug’’ means an injectable 
drug approved for the treatment of post-menopausal osteoporosis 
provided to an individual by a home health agency if, in accordance 
with regulations promulgated by the Secretary— 

(1) the individual’s attending physician certifies that the in-
dividual has suffered a bone fracture related to post-meno-
pausal osteoporosis and that the individual is unable to learn 
the skills needed to self-administer such drug or is otherwise 
physically or mentally incapable of self-administering such 
drug; and 

(2) the individual is confined to the individual’s home (except 
when receiving items and services referred to in subsection 
(m)(7)). 

Speech-Language Pathology Services; Audiology Services 

(ll)(1) The term ‘‘speech-language pathology services’’ means such 
speech, language, and related function assessment and rehabilita-
tion services furnished by a qualified speech-language pathologist 
as the speech-language pathologist is legally authorized to perform 
under State law (or the State regulatory mechanism provided by 
State law) as would otherwise be covered if furnished by a physi-
cian. 

(2) The term ‘‘outpatient speech-language pathology services’’ has 
the meaning given the term ‘‘outpatient physical therapy services’’ 
in subsection (p), except that in applying such subsection— 

(A) ‘‘speech-language pathology’’ shall be substituted for 
‘‘physical therapy’’ each place it appears; and 

(B) ‘‘speech-language pathologist’’ shall be substituted for 
‘‘physical therapist’’ each place it appears. 

(3) The term ‘‘audiology services’’ means such hearing and bal-
ance assessment services furnished by a qualified audiologist as 
the audiologist is legally authorized to perform under State law (or 
the State regulatory mechanism provided by State law), as would 
otherwise be covered if furnished by a physician. 

(4) In this subsection: 
(A) The term ‘‘qualified speech-language pathologist’’ means 

an individual with a master’s or doctoral degree in speech-lan-
guage pathology who— 

(i) is licensed as a speech-language pathologist by the 
State in which the individual furnishes such services, or 

(ii) in the case of an individual who furnishes services in 
a State which does not license speech-language patholo-
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gists, has successfully completed 350 clock hours of super-
vised clinical practicum (or is in the process of accumu-
lating such supervised clinical experience), performed not 
less than 9 months of supervised full-time speech-language 
pathology services after obtaining a master’s or doctoral 
degree in speech-language pathology or a related field, and 
successfully completed a national examination in speech- 
language pathology approved by the Secretary. 

(B) The term ‘‘qualified audiologist’’ means an individual 
with a master’s or doctoral degree in audiology who— 

(i) is licensed as an audiologist by the State in which the 
individual furnishes such services, or 

(ii) in the case of an individual who furnishes services in 
a State which does not license audiologists, has success-
fully completed 350 clock hours of supervised clinical 
practicum (or is in the process of accumulating such super-
vised clinical experience), performed not less than 9 
months of supervised full-time audiology services after ob-
taining a master’s or doctoral degree in audiology or a re-
lated field, and successfully completed a national examina-
tion in audiology approved by the Secretary. 

Critical Access Hospital; Critical Access Hospital Services 

(mm)(1) The term ‘‘critical access hospital’’ means a facility cer-
tified by the Secretary as a critical access hospital under section 
1820(e). 

(2) The term ‘‘inpatient critical access hospital services’’ means 
items and services, furnished to an inpatient of a critical access 
hospital by such facility, that would be inpatient hospital services 
if furnished to an inpatient of a hospital by a hospital. 

(3) The term ‘‘outpatient critical access hospital services’’ means 
medical and other health services furnished by a critical access 
hospital on an outpatient basis. 

Screening Pap Smear; Screening Pelvic Exam 

(nn)(1) The term ‘‘screening pap smear’’ means a diagnostic lab-
oratory test consisting of a routine exfoliative cytology test (Papani-
colaou test) provided to a woman for the purpose of early detection 
of cervical or vaginal cancer and includes a physician’s interpreta-
tion of the results of the test, if the individual involved has not had 
such a test during the preceding 2 years, or during the preceding 
year in the case of a woman described in paragraph (3). 

(2) The term ‘‘screening pelvic exam’’ means a pelvic examination 
provided to a woman if the woman involved has not had such an 
examination during the preceding 2 years, or during the preceding 
year in the case of a woman described in paragraph (3), and in-
cludes a clinical breast examination. 

(3) A woman described in this paragraph is a woman who— 
(A) is of childbearing age and has had a test described in 

this subsection during any of the preceding 3 years that indi-
cated the presence of cervical or vaginal cancer or other abnor-
mality; or 

(B) is at high risk of developing cervical or vaginal cancer (as 
determined pursuant to factors identified by the Secretary). 
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Prostate Cancer Screening Tests 

(oo)(1) The term ‘‘prostate cancer screening test’’ means a test 
that consists of any (or all) of the procedures described in para-
graph (2) provided for the purpose of early detection of prostate 
cancer to a man over 50 years of age who has not had such a test 
during the preceding year. 

(2) The procedures described in this paragraph are as follows: 
(A) A digital rectal examination. 
(B) A prostate-specific antigen blood test. 
(C) For years beginning after 2002, such other procedures as 

the Secretary finds appropriate for the purpose of early detec-
tion of prostate cancer, taking into account changes in tech-
nology and standards of medical practice, availability, effective-
ness, costs, and such other factors as the Secretary considers 
appropriate. 

Colorectal Cancer Screening Tests 

(pp)(1) The term ‘‘colorectal cancer screening test’’ means any of 
the following procedures furnished to an individual for the purpose 
of early detection of colorectal cancer: 

(A) Screening fecal-occult blood test. 
(B) Screening flexible sigmoidoscopy. 
(C) Screening colonoscopy. 
(D) Such other tests or procedures, and modifications to tests 

and procedures under this subsection, with such frequency and 
payment limits, as the Secretary determines appropriate, in 
consultation with appropriate organizations. 

(2) An ‘‘individual at high risk for colorectal cancer’’ is an indi-
vidual who, because of family history, prior experience of cancer or 
precursor neoplastic polyps, a history of chronic digestive disease 
condition (including inflammatory bowel disease, Crohn’s Disease, 
or ulcerative colitis), the presence of any appropriate recognized 
gene markers for colorectal cancer, or other predisposing factors, 
faces a high risk for colorectal cancer. 

Diabetes Outpatient Self-Management Training Services 

(qq)(1) The term ‘‘diabetes outpatient self-management training 
services’’ means educational and training services furnished (at 
such times as the Secretary determines appropriate) to an indi-
vidual with diabetes by a certified provider (as described in para-
graph (2)(A)) in an outpatient setting by an individual or entity 
who meets the quality standards described in paragraph (2)(B), but 
only if the physician who is managing the individual’s diabetic con-
dition certifies that such services are needed under a comprehen-
sive plan of care related to the individual’s diabetic condition to en-
sure therapy compliance or to provide the individual with nec-
essary skills and knowledge (including skills related to the self-ad-
ministration of injectable drugs) to participate in the management 
of the individual’s condition. 

(2) In paragraph (1)— 
(A) a ‘‘certified provider’’ is a physician, or other individual 

or entity designated by the Secretary, that, in addition to pro-
viding diabetes outpatient self-management training services, 
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provides other items or services for which payment may be 
made under this title; and 

(B) a physician, or such other individual or entity, meets the 
quality standards described in this paragraph if the physician, 
or individual or entity, meets quality standards established by 
the Secretary, except that the physician or other individual or 
entity shall be deemed to have met such standards if the phy-
sician or other individual or entity meets applicable standards 
originally established by the National Diabetes Advisory Board 
and subsequently revised by organizations who participated in 
the establishment of standards by such Board, or is recognized 
by an organization that represents individuals (including indi-
viduals under this title) with diabetes as meeting standards for 
furnishing the services. 

Bone Mass Measurement 

(rr)(1) The term ‘‘bone mass measurement’’ means a radiologic or 
radioisotopic procedure or other procedure approved by the Food 
and Drug Administration performed on a qualified individual (as 
defined in paragraph (2)) for the purpose of identifying bone mass 
or detecting bone loss or determining bone quality, and includes a 
physician’s interpretation of the results of the procedure. 

(2) For purposes of this subsection, the term ‘‘qualified indi-
vidual’’ means an individual who is (in accordance with regulations 
prescribed by the Secretary)— 

(A) an estrogen-deficient woman at clinical risk for 
osteoporosis; 

(B) an individual with vertebral abnormalities; 
(C) an individual receiving long-term glucocorticoid steroid 

therapy; 
(D) an individual with primary hyperparathyroidism; or 
(E) an individual being monitored to assess the response to 

or efficacy of an approved osteoporosis drug therapy. 
(3) The Secretary shall establish such standards regarding the 

frequency with which a qualified individual shall be eligible to be 
provided benefits for bone mass measurement under this title. 

Religious Nonmedical Health Care Institution 

(ss)(1) The term ‘‘religious nonmedical health care institution’’ 
means an institution that— 

(A) is described in subsection (c)(3) of section 501 of the 
Internal Revenue Code of 1986 and is exempt from taxes 
under subsection (a) of such section; 

(B) is lawfully operated under all applicable Federal, 
State, and local laws and regulations; 

(C) provides only nonmedical nursing items and services 
exclusively to patients who choose to rely solely upon a re-
ligious method of healing and for whom the acceptance of 
medical health services would be inconsistent with their 
religious beliefs; 

(D) provides such nonmedical items and services exclu-
sively through nonmedical nursing personnel who are ex-
perienced in caring for the physical needs of such patients; 
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(E) provides such nonmedical items and services to inpa-
tients on a 24-hour basis; 

(F) on the basis of its religious beliefs, does not provide 
through its personnel or otherwise medical items and serv-
ices (including any medical screening, examination, diag-
nosis, prognosis, treatment, or the administration of drugs) 
for its patients; 

(G)(i) is not owned by, under common ownership with, or 
has an ownership interest in, a provider of medical treat-
ment or services; 

(ii) is not affiliated with— 
(I) a provider of medical treatment or services, or 
(II) an individual who has an ownership interest in 

a provider of medical treatment or services; 
(H) has in effect a utilization review plan which— 

(i) provides for the review of admissions to the insti-
tution, of the duration of stays therein, of cases of con-
tinuous extended duration, and of the items and serv-
ices furnished by the institution, 

(ii) requires that such reviews be made by an appro-
priate committee of the institution that includes the 
individuals responsible for overall administration and 
for supervision of nursing personnel at the institution, 

(iii) provides that records be maintained of the meet-
ings, decisions, and actions of such committee, and 

(iv) meets such other requirements as the Secretary 
finds necessary to establish an effective utilization re-
view plan; 

(I) provides the Secretary with such information as the 
Secretary may require to implement section 1821, includ-
ing information relating to quality of care and coverage de-
terminations; and 

(J) meets such other requirements as the Secretary finds 
necessary in the interest of the health and safety of indi-
viduals who are furnished services in the institution. 

(2) To the extent that the Secretary finds that the accreditation 
of an institution by a State, regional, or national agency or associa-
tion provides reasonable assurances that any or all of the require-
ments of paragraph (1) are met or exceeded, the Secretary may 
treat such institution as meeting the condition or conditions with 
respect to which the Secretary made such finding. 

(3)(A)(i) In administering this subsection and section 1821, the 
Secretary shall not require any patient of a religious nonmedical 
health care institution to undergo medical screening, examination, 
diagnosis, prognosis, or treatment or to accept any other medical 
health care service, if such patient (or legal representative of the 
patient) objects thereto on religious grounds. 

(ii) Clause (i) shall not be construed as preventing the Secretary 
from requiring under section 1821(a)(2) the provision of sufficient 
information regarding an individual’s condition as a condition for 
receipt of benefits under part A for services provided in such an in-
stitution. 

(B)(i) In administering this subsection and section 1821, the Sec-
retary shall not subject a religious nonmedical health care institu-
tion or its personnel to any medical supervision, regulation, or con-

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00246 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



241 

trol, insofar as such supervision, regulation, or control would be 
contrary to the religious beliefs observed by the institution or such 
personnel. 

(ii) Clause (i) shall not be construed as preventing the Secretary 
from reviewing items and services billed by the institution to the 
extent the Secretary determines such review to be necessary to de-
termine whether such items and services were not covered under 
part A, are excessive, or are fraudulent. 

(4)(A) For purposes of paragraph (1)(G)(i), an ownership interest 
of less than 5 percent shall not be taken into account. 

(B) For purposes of paragraph (1)(G)(ii), none of the following 
shall be considered to create an affiliation: 

(i) An individual serving as an uncompensated director, 
trustee, officer, or other member of the governing body of a re-
ligious nonmedical health care institution. 

(ii) An individual who is a director, trustee, officer, employee, 
or staff member of a religious nonmedical health care institu-
tion having a family relationship with an individual who is af-
filiated with (or has an ownership interest in) a provider of 
medical treatment or services. 

(iii) An individual or entity furnishing goods or services as 
a vendor to both providers of medical treatment or services and 
religious nonmedical health care institutions. 

Post-Institutional Home Health Services; Home Health Spell of 
Illness 

(tt)(1) The term ‘‘post-institutional home health services’’ means 
home health services furnished to an individual— 

(A) after discharge from a hospital or critical access hospital 
in which the individual was an inpatient for not less than 3 
consecutive days before such discharge if such home health 
services were initiated within 14 days after the date of such 
discharge; or 

(B) after discharge from a skilled nursing facility in which 
the individual was provided post-hospital extended care serv-
ices if such home health services were initiated within 14 days 
after the date of such discharge. 

(2) The term ‘‘home health spell of illness’’ with respect to any 
individual means a period of consecutive days— 

(A) beginning with the first day (not included in a previous 
home health spell of illness) (i) on which such individual is fur-
nished post-institutional home health services, and (ii) which 
occurs in a month for which the individual is entitled to bene-
fits under part A, and 

(B) ending with the close of the first period of 60 consecutive 
days thereafter on each of which the individual is neither an 
inpatient of a hospital or critical access hospital nor an inpa-
tient of a facility described in section 1819(a)(1) or subsection 
(y)(1) nor provided home health services. 

Screening for Glaucoma 

(uu) The term ‘‘screening for glaucoma’’ means a dilated eye ex-
amination with an intraocular pressure measurement, and a direct 
ophthalmoscopy or a slit-lamp biomicroscopic examination for the 
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early detection of glaucoma which is furnished by or under the di-
rect supervision of an optometrist or ophthalmologist who is legally 
authorized to furnish such services under State law (or the State 
regulatory mechanism provided by State law) of the State in which 
the services are furnished, as would otherwise be covered if fur-
nished by a physician or as an incident to a physician’s professional 
service, if the individual involved has not had such an examination 
in the preceding year. 

Medical Nutrition Therapy Services; Registered Dietitian or 
Nutrition Professional 

(vv)(1) The term ‘‘medical nutrition therapy services’’ means nu-
tritional diagnostic, therapy, and counseling services for the pur-
pose of disease management which are furnished by a registered 
dietitian or nutrition professional (as defined in paragraph (2)) pur-
suant to a referral by a physician (as defined in subsection (r)(1)). 

(2) Subject to paragraph (3), the term ‘‘registered dietitian or nu-
trition professional’’ means an individual who— 

(A) holds a baccalaureate or higher degree granted by a re-
gionally accredited college or university in the United States 
(or an equivalent foreign degree) with completion of the aca-
demic requirements of a program in nutrition or dietetics, as 
accredited by an appropriate national accreditation organiza-
tion recognized by the Secretary for this purpose; 

(B) has completed at least 900 hours of supervised dietetics 
practice under the supervision of a registered dietitian or nu-
trition professional; and 

(C)(i) is licensed or certified as a dietitian or nutrition profes-
sional by the State in which the services are performed; or 

(ii) in the case of an individual in a State that does not pro-
vide for such licensure or certification, meets such other cri-
teria as the Secretary establishes. 

(3) Subparagraphs (A) and (B) of paragraph (2) shall not apply 
in the case of an individual who, as of the date of the enactment 
of this subsection, is licensed or certified as a dietitian or nutrition 
professional by the State in which medical nutrition therapy serv-
ices are performed. 

Initial Preventive Physical Examination 

(ww)(1) The term ‘‘initial preventive physical examination’’ 
means physicians’ services consisting of a physical examination (in-
cluding measurement of height, weight body mass index,, and blood 
pressure) with the goal of health promotion and disease detection 
and includes education, counseling, and referral with respect to 
screening and other preventive services described in paragraph (2) 
and end-of-life planning (as defined in paragraph (3)) upon the 
agreement with the individual, but does not include clinical labora-
tory tests. 

(2) The screening and other preventive services described in this 
paragraph include the following: 

(A) Pneumococcal, influenza, and hepatitis B vaccine and ad-
ministration under subsection (s)(10). 

(B) Screening mammography as defined in subsection (jj). 
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(C) Screening pap smear and screening pelvic exam as de-
fined in subsection (nn). 

(D) Prostate cancer screening tests as defined in subsection 
(oo). 

(E) Colorectal cancer screening tests as defined in subsection 
(pp). 

(F) Diabetes outpatient self-management training services as 
defined in subsection (qq)(1). 

(G) Bone mass measurement as defined in subsection (rr). 
(H) Screening for glaucoma as defined in subsection (uu). 
(I) Medical nutrition therapy services as defined in sub-

section (vv). 
(J) Cardiovascular screening blood tests as defined in sub-

section (xx)(1). 
(K) Diabetes screening tests as defined in subsection (yy). 
(L) Ultrasound screening for abdominal aortic aneurysm as 

defined in section 1861(bbb). 
(M) An electrocardiogram. 
(N) Additional preventive services (as defined in subsection 

(ddd)(1)). 
(3) For purposes of paragraph (1), the term ‘‘end-of-life planning’’ 

means verbal or written information regarding— 
(A) an individual’s ability to prepare an advance directive in 

the case that an injury or illness causes the individual to be 
unable to make health care decisions; and 

(B) whether or not the physician is willing to follow the indi-
vidual’s wishes as expressed in an advance directive. 

Cardiovascular Screening Blood Test 

(xx)(1) The term ‘‘cardiovascular screening blood test’’ means a 
blood test for the early detection of cardiovascular disease (or ab-
normalities associated with an elevated risk of cardiovascular dis-
ease) that tests for the following: 

(A) Cholesterol levels and other lipid or triglyceride levels. 
(B) Such other indications associated with the presence of, or 

an elevated risk for, cardiovascular disease as the Secretary 
may approve for all individuals (or for some individuals deter-
mined by the Secretary to be at risk for cardiovascular dis-
ease), including indications measured by noninvasive testing. 

The Secretary may not approve an indication under subparagraph 
(B) for any individual unless a blood test for such is recommended 
by the United States Preventive Services Task Force. 

(2) The Secretary shall establish standards, in consultation with 
appropriate organizations, regarding the frequency for each type of 
cardiovascular screening blood tests, except that such frequency 
may not be more often than once every 2 years. 

Diabetes Screening Tests 

(yy)(1) The term ‘‘diabetes screening tests’’ means testing fur-
nished to an individual at risk for diabetes (as defined in para-
graph (2)) for the purpose of early detection of diabetes, including— 

(A) a fasting plasma glucose test; and 
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(B) such other tests, and modifications to tests, as the Sec-
retary determines appropriate, in consultation with appro-
priate organizations. 

(2) For purposes of paragraph (1), the term ‘‘individual at risk for 
diabetes’’ means an individual who has any of the following risk 
factors for diabetes: 

(A) Hypertension. 
(B) Dyslipidemia. 
(C) Obesity, defined as a body mass index greater than or 

equal to 30 kg/m2. 
(D) Previous identification of an elevated impaired fasting 

glucose. 
(E) Previous identification of impaired glucose tolerance. 
(F) A risk factor consisting of at least 2 of the following char-

acteristics: 
(i) Overweight, defined as a body mass index greater 

than 25, but less than 30, kg/m2. 
(ii) A family history of diabetes. 
(iii) A history of gestational diabetes mellitus or delivery 

of a baby weighing greater than 9 pounds. 
(iv) 65 years of age or older. 

(3) The Secretary shall establish standards, in consultation with 
appropriate organizations, regarding the frequency of diabetes 
screening tests, except that such frequency may not be more often 
than twice within the 12-month period following the date of the 
most recent diabetes screening test of that individual. 

Intravenous Immune Globulin 

(zz) The term ‘‘intravenous immune globulin’’ means an approved 
pooled plasma derivative for the treatment in the patient’s home of 
a patient with a diagnosed primary immune deficiency disease, but 
not including items or services related to the administration of the 
derivative, if a physician determines administration of the deriva-
tive in the patient’s home is medically appropriate. 

Extended Care in Religious Nonmedical Health Care Institutions 

(aaa)(1) The term ‘‘home health agency’’ also includes a religious 
nonmedical health care institution (as defined in subsection (ss)(1)), 
but only with respect to items and services ordinarily furnished by 
such an institution to individuals in their homes, and that are com-
parable to items and services furnished to individuals by a home 
health agency that is not religious nonmedical health care institu-
tion. 

(2)(A) Subject to subparagraphs (B), payment may be made with 
respect to services provided by such an institution only to such ex-
tent and under such conditions, limitations, and requirements (in 
addition to or in lieu of the conditions, limitations, and require-
ments otherwise applicable) as may be provided in regulations con-
sistent with section 1821. 

(B) Notwithstanding any other provision of this title, payment 
may not be made under subparagraph (A)— 

(i) in a year insofar as such payments exceed $700,000; and 
(ii) after December 31, 2006. 
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Ultrasound Screening for Abdominal Aortic Aneurysm 

(bbb) The term ‘‘ultrasound screening for abdominal aortic aneu-
rysm’’ means— 

(1) a procedure using sound waves (or such other procedures 
using alternative technologies, of commensurate accuracy and 
cost, that the Secretary may specify) provided for the early de-
tection of abdominal aortic aneurysm; and 

(2) includes a physician’s interpretation of the results of the 
procedure. 

Long-Term Care Hospital 

(ccc) The term ‘‘long-term care hospital’’ means a hospital 
which— 

(1) is primarily engaged in providing inpatient services, by or 
under the supervision of a physician, to Medicare beneficiaries 
whose medically complex conditions require a long hospital 
stay and programs of care provided by a long-term care hos-
pital; 

(2) has an average inpatient length of stay (as determined by 
the Secretary) of greater than 25 days, or meets the require-
ments of clause (II) of section 1886(d)(1)(B)(iv); 

(3) satisfies the requirements of subsection (e); and 
(4) meets the following facility criteria: 

(A) the institution has a patient review process, docu-
mented in the patient medical record, that screens pa-
tients prior to admission for appropriateness of admission 
to a long-term care hospital, validates within 48 hours of 
admission that patients meet admission criteria for long- 
term care hospitals, regularly evaluates patients through-
out their stay for continuation of care in a long-term care 
hospital, and assesses the available discharge options 
when patients no longer meet such continued stay criteria; 

(B) the institution has active physician involvement with 
patients during their treatment through an organized 
medical staff, physician-directed treatment with physician 
on-site availability on a daily basis to review patient 
progress, and consulting physicians on call and capable of 
being at the patient’s side within a moderate period of 
time, as determined by the Secretary; and 

(C) the institution has interdisciplinary team treatment 
for patients, requiring interdisciplinary teams of health 
care professionals, including physicians, to prepare and 
carry out an individualized treatment plan for each pa-
tient. 

Additional Preventive Services; Preventive Services 

(ddd)(1) The term ‘‘additional preventive services’’ means services 
not described in subparagraph (A) or (C) of paragraph (3) that 
identify medical conditions or risk factors and that the Secretary 
determines are— 

(A) reasonable and necessary for the prevention or early de-
tection of an illness or disability; 

(B) recommended with a grade of A or B by the United 
States Preventive Services Task Force; and 
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(C) appropriate for individuals entitled to benefits under part 
A or enrolled under part B. 

(2) In making determinations under paragraph (1) regarding the 
coverage of a new service, the Secretary shall use the process for 
making national coverage determinations (as defined in section 
1869(f)(1)(B)) under this title. As part of the use of such process, 
the Secretary may conduct an assessment of the relation between 
predicted outcomes and the expenditures for such service and may 
take into account the results of such assessment in making such 
determination. 

(3) The term ‘‘preventive services’’ means the following: 
(A) The screening and preventive services described in sub-

section (ww)(2) (other than the service described in subpara-
graph (M) of such subsection). 

(B) An initial preventive physical examination (as defined in 
subsection (ww)). 

(C) Personalized prevention plan services (as defined in sub-
section (hhh)(1)). 

Cardiac Rehabilitation Program; Intensive Cardiac Rehabilitation 
Program 

(eee)(1) The term ‘‘cardiac rehabilitation program’’ means a phy-
sician-supervised program (as described in paragraph (2)) that fur-
nishes the items and services described in paragraph (3). 

(2) A program described in this paragraph is a program under 
which— 

(A) items and services under the program are delivered— 
(i) in a physician’s office; 
(ii) in a hospital on an outpatient basis; or 
(iii) in other settings determined appropriate by the Sec-

retary. 
(B) a physician is immediately available and accessible for 

medical consultation and medical emergencies at all times 
items and services are being furnished under the program, ex-
cept that, in the case of items and services furnished under 
such a program in a hospital, such availability shall be pre-
sumed; and 

(C) individualized treatment is furnished under a written 
plan established, reviewed, and signed by a physician every 30 
days that describes— 

(i) the individual’s diagnosis; 
(ii) the type, amount, frequency, and duration of the 

items and services furnished under the plan; and 
(iii) the goals set for the individual under the plan. 

(3) The items and services described in this paragraph are— 
(A) physician-prescribed exercise; 
(B) cardiac risk factor modification, including education, 

counseling, and behavioral intervention (to the extent such 
education, counseling, and behavioral intervention is closely re-
lated to the individual’s care and treatment and is tailored to 
the individual’s needs); 

(C) psychosocial assessment; 
(D) outcomes assessment; and 
(E) such other items and services as the Secretary may de-

termine, but only if such items and services are— 
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(i) reasonable and necessary for the diagnosis or active 
treatment of the individual’s condition; 

(ii) reasonably expected to improve or maintain the indi-
vidual’s condition and functional level; and 

(iii) furnished under such guidelines relating to the fre-
quency and duration of such items and services as the Sec-
retary shall establish, taking into account accepted norms 
of medical practice and the reasonable expectation of im-
provement of the individual. 

(4)(A) The term ‘‘intensive cardiac rehabilitation program’’ means 
a physician-supervised program (as described in paragraph (2)) 
that furnishes the items and services described in paragraph (3) 
and has shown, in peer-reviewed published research, that it accom-
plished— 

(i) one or more of the following: 
(I) positively affected the progression of coronary heart 

disease; or 
(II) reduced the need for coronary bypass surgery; or 
(III) reduced the need for percutaneous coronary inter-

ventions; and 
(ii) a statistically significant reduction in 5 or more of the fol-

lowing measures from their level before receipt of cardiac reha-
bilitation services to their level after receipt of such services: 

(I) low density lipoprotein; 
(II) triglycerides; 
(III) body mass index; 
(IV) systolic blood pressure; 
(V) diastolic blood pressure; or 
(VI) the need for cholesterol, blood pressure, and diabe-

tes medications. 
(B) To be eligible for an intensive cardiac rehabilitation program, 

an individual must have— 
(i) had an acute myocardial infarction within the preceding 

12 months; 
(ii) had coronary bypass surgery; 
(iii) stable angina pectoris; 
(iv) had heart valve repair or replacement; 
(v) had percutaneous transluminal coronary angioplasty 

(PTCA) or coronary stenting; or 
(vi) had a heart or heart-lung transplant. 

(C) An intensive cardiac rehabilitation program may be provided 
in a series of 72 one-hour sessions (as defined in section 
1848(b)(5)), up to 6 sessions per day, over a period of up to 18 
weeks. 

(5) The Secretary shall establish standards to ensure that a phy-
sician with expertise in the management of individuals with car-
diac pathophysiology who is licensed to practice medicine in the 
State in which a cardiac rehabilitation program (or the intensive 
cardiac rehabilitation program, as the case may be) is offered— 

(A) is responsible for such program; and 
(B) in consultation with appropriate staff, is involved sub-

stantially in directing the progress of individual in the pro-
gram. 
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Pulmonary Rehabilitation Program 

(fff)(1) The term ‘‘pulmonary rehabilitation program’’ means a 
physician-supervised program (as described in subsection (eee)(2) 
with respect to a program under this subsection) that furnishes the 
items and services described in paragraph (2). 

(2) The items and services described in this paragraph are— 
(A) physician-prescribed exercise; 
(B) education or training (to the extent the education or 

training is closely and clearly related to the individual’s care 
and treatment and is tailored to such individual’s needs); 

(C) psychosocial assessment; 
(D) outcomes assessment; and 
(E) such other items and services as the Secretary may de-

termine, but only if such items and services are— 
(i) reasonable and necessary for the diagnosis or active 

treatment of the individual’s condition; 
(ii) reasonably expected to improve or maintain the indi-

vidual’s condition and functional level; and 
(iii) furnished under such guidelines relating to the fre-

quency and duration of such items and services as the Sec-
retary shall establish, taking into account accepted norms 
of medical practice and the reasonable expectation of im-
provement of the individual. 

(3) The Secretary shall establish standards to ensure that a phy-
sician with expertise in the management of individuals with res-
piratory pathophysiology who is licensed to practice medicine in the 
State in which a pulmonary rehabilitation program is offered— 

(A) is responsible for such program; and 
(B) in consultation with appropriate staff, is involved sub-

stantially in directing the progress of individual in the pro-
gram. 

Kidney Disease Education Services 

(ggg)(1) The term ‘‘kidney disease education services’’ means edu-
cational services that are— 

(A) furnished to an individual with stage IV chronic kidney 
disease who, according to accepted clinical guidelines identified 
by the Secretary, will require dialysis or a kidney transplant; 

(B) furnished, upon the referral of the physician managing 
the individual’s kidney condition, by a qualified person (as de-
fined in paragraph (2)); and 

(C) designed— 
(i) to provide comprehensive information (consistent with 

the standards set under paragraph (3)) regarding— 
(I) the management of comorbidities, including for 

purposes of delaying the need for dialysis; 
(II) the prevention of uremic complications; and 
(III) each option for renal replacement therapy (in-

cluding hemodialysis and peritoneal dialysis at home 
and in-center as well as vascular access options and 
transplantation); 

(ii) to ensure that the individual has the opportunity to 
actively participate in the choice of therapy; and 
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(iii) to be tailored to meet the needs of the individual in-
volved. 

(2)(A) The term ‘‘qualified person’’ means— 
(i) a physician (as defined in section 1861(r)(1)) or a physi-

cian assistant, nurse practitioner, or clinical nurse specialist 
(as defined in section 1861(aa)(5)), who furnishes services for 
which payment may be made under the fee schedule estab-
lished under section 1848; and 

(ii) a provider of services located in a rural area (as defined 
in section 1886(d)(2)(D)). 

(B) Such term does not include a provider of services (other than 
a provider of services described in subparagraph (A)(ii)) or a renal 
dialysis facility. 

(3) The Secretary shall set standards for the content of such in-
formation to be provided under paragraph (1)(C)(i) after consulting 
with physicians, other health professionals, health educators, pro-
fessional organizations, accrediting organizations, kidney patient 
organizations, dialysis facilities, transplant centers, network orga-
nizations described in section 1881(c)(2), and other knowledgeable 
persons. To the extent possible the Secretary shall consult with 
persons or entities described in the previous sentence, other than 
a dialysis facility, that has not received industry funding from a 
drug or biological manufacturer or dialysis facility. 

(4) No individual shall be furnished more than 6 sessions of kid-
ney disease education services under this title. 

Annual Wellness Visit 

(hhh)(1) The term ‘‘personalized prevention plan services’’ means 
the creation of a plan for an individual— 

(A) that includes a health risk assessment (that meets the 
guidelines established by the Secretary under paragraph 
(4)(A)) of the individual that is completed prior to or as part 
of the same visit with a health professional described in para-
graph (3); and 

(B) that— 
(i) takes into account the results of the health risk as-

sessment; and 
(ii) may contain the elements described in paragraph (2). 

(2) Subject to paragraph (4)(H), the elements described in this 
paragraph are the following: 

(A) The establishment of, or an update to, the individual’s 
medical and family history. 

(B) A list of current providers and suppliers that are regu-
larly involved in providing medical care to the individual (in-
cluding a list of all prescribed medications). 

(C) A measurement of height, weight, body mass index (or 
waist circumference, if appropriate), blood pressure, and other 
routine measurements. 

(D) Detection of any cognitive impairment. 
(E) The establishment of, or an update to, the following: 

(i) A screening schedule for the next 5 to 10 years, as ap-
propriate, based on recommendations of the United States 
Preventive Services Task Force and the Advisory Com-
mittee on Immunization Practices, and the individual’s 
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health status, screening history, and age-appropriate pre-
ventive services covered under this title. 

(ii) A list of risk factors and conditions for which pri-
mary, secondary, or tertiary prevention interventions are 
recommended or are underway, including any mental 
health conditions or any such risk factors or conditions 
that have been identified through an initial preventive 
physical examination (as described under subsection 
(ww)(1)), and a list of treatment options and their associ-
ated risks and benefits. 

(F) The furnishing of personalized health advice and a refer-
ral, as appropriate, to health education or preventive coun-
seling services or programs aimed at reducing identified risk 
factors and improving self-management, or community-based 
lifestyle interventions to reduce health risks and promote self- 
management and wellness, including weight loss, physical ac-
tivity, smoking cessation, fall prevention, and nutrition. 

(G) Any other element determined appropriate by the Sec-
retary. 

(3) A health professional described in this paragraph is— 
(A) a physician; 
(B) a practitioner described in clause (i) of section 

1842(b)(18)(C); or 
(C) a medical professional (including a health educator, reg-

istered dietitian, or nutrition professional) or a team of medical 
professionals, as determined appropriate by the Secretary, 
under the supervision of a physician. 

(4)(A) For purposes of paragraph (1)(A), the Secretary, not later 
than 1 year after the date of enactment of this subsection, shall es-
tablish publicly available guidelines for health risk assessments. 
Such guidelines shall be developed in consultation with relevant 
groups and entities and shall provide that a health risk assess-
ment— 

(i) identify chronic diseases, injury risks, modifiable risk fac-
tors, and urgent health needs of the individual; and 

(ii) may be furnished— 
(I) through an interactive telephonic or web-based pro-

gram that meets the standards established under subpara-
graph (B); 

(II) during an encounter with a health care professional; 
(III) through community-based prevention programs; or 
(IV) through any other means the Secretary determines 

appropriate to maximize accessibility and ease of use by 
beneficiaries, while ensuring the privacy of such bene-
ficiaries. 

(B) Not later than 1 year after the date of enactment of this sub-
section, the Secretary shall establish standards for interactive tele-
phonic or web-based programs used to furnish health risk assess-
ments under subparagraph (A)(ii)(I). The Secretary may utilize any 
health risk assessment developed under section 4004(f) of the Pa-
tient Protection and Affordable Care Act as part of the requirement 
to develop a personalized prevention plan to comply with this sub-
paragraph. 

(C)(i) Not later than 18 months after the date of enactment of 
this subsection, the Secretary shall develop and make available to 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00256 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



251 

the public a health risk assessment model. Such model shall meet 
the guidelines under subparagraph (A) and may be used to meet 
the requirement under paragraph (1)(A). 

(ii) Any health risk assessment that meets the guidelines under 
subparagraph (A) and is approved by the Secretary may be used 
to meet the requirement under paragraph (1)(A). 

(D) The Secretary may coordinate with community-based entities 
(including State Health Insurance Programs, Area Agencies on 
Aging, Aging and Disability Resource Centers, and the Administra-
tion on Aging) to— 

(i) ensure that health risk assessments are accessible to 
beneficiaries; and 

(ii) provide appropriate support for the completion of health 
risk assessments by beneficiaries. 

(E) The Secretary shall establish procedures to make bene-
ficiaries and providers aware of the requirement that a beneficiary 
complete a health risk assessment prior to or at the same time as 
receiving personalized prevention plan services. 

(F) To the extent practicable, the Secretary shall encourage the 
use of, integration with, and coordination of health information 
technology (including use of technology that is compatible with 
electronic medical records and personal health records) and may 
experiment with the use of personalized technology to aid in the 
development of self-management skills and management of and ad-
herence to provider recommendations in order to improve the 
health status of beneficiaries. 

(G) A beneficiary shall be eligible to receive only an initial pre-
ventive physical examination (as defined under subsection (ww)(1)) 
during the 12-month period after the date that the beneficiary’s 
coverage begins under part B and shall be eligible to receive per-
sonalized prevention plan services under this subsection each year 
thereafter provided that the beneficiary has not received either an 
initial preventive physical examination or personalized prevention 
plan services within the preceding 12-month period. 

(H) The Secretary shall issue guidance that— 
(i) identifies elements under paragraph (2) that are required 

to be provided to a beneficiary as part of their first visit for 
personalized prevention plan services; and 

(ii) establishes a yearly schedule for appropriate provision of 
such elements thereafter. 

EXCLUSIONS FROM COVERAGE AND MEDICARE AS SECONDARY PAYER 

SEC. 1862. (a) Notwithstanding any other provision of this title, 
no payment may be made under part A or part B for any expenses 
incurred for items or services— 

(1)(A) which, except for items and services described in a 
succeeding subparagraph or additional preventive services (as 
described in section 1861(ddd)(1)), are not reasonable and nec-
essary for the diagnosis or treatment of illness or injury or to 
improve the functioning of a malformed body member, 

(B) in the case of items and services described in section 
1861(s)(10), which are not reasonable and necessary for the 
prevention of illness, 

(C) in the case of hospice care, which are not reasonable and 
necessary for the palliation or management of terminal illness, 
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(D) in the case of clinical care items and services provided 
with the concurrence of the Secretary and with respect to re-
search and experimentation conducted by, or under contract 
with, the Medicare Payment Advisory Commission or the Sec-
retary, which are not reasonable and necessary to carry out the 
purposes of section 1886(e)(6), 

(E) in the case of research conducted pursuant to section 
1142, which is not reasonable and necessary to carry out the 
purposes of that section, 

(F) in the case of screening mammography, which is per-
formed more frequently than is covered under section 
1834(c)(2) or which is not conducted by a facility described in 
section 1834(c)(1)(B), in the case of screening pap smear and 
screening pelvic exam, which is performed more frequently 
than is provided under section 1861(nn), and, in the case of 
screening for glaucoma, which is performed more frequently 
than is provided under section 1861(uu), 

(G) in the case of prostate cancer screening tests (as defined 
in section 1861(oo)), which are performed more frequently than 
is covered under such section, 

(H) in the case of colorectal cancer screening tests, which are 
performed more frequently than is covered under section 
1834(d), 

(I) the frequency and duration of home health services which 
are in excess of normative guidelines that the Secretary shall 
establish by regulation, 

(J) in the case of a drug or biological specified in section 
1847A(c)(6)(C) for which payment is made under part B that 
is furnished in a competitive area under section 1847B, that is 
not furnished by an entity under a contract under such section, 

(K) in the case of an initial preventive physical examination, 
which is performed more than 1 year after the date the indi-
vidual’s first coverage period begins under part B, 

(L) in the case of cardiovascular screening blood tests (as de-
fined in section 1861(xx)(1)), which are performed more fre-
quently than is covered under section 1861(xx)(2), 

(M) in the case of a diabetes screening test (as defined in sec-
tion 1861(yy)(1)), which is performed more frequently than is 
covered under section 1861(yy)(3), 

(N) in the case of ultrasound screening for abdominal aortic 
aneurysm which is performed more frequently than is provided 
for under section 1861(s)(2)(AA), 

(O) in the case of kidney disease education services (as de-
fined in paragraph (1) of section 1861(ggg)), which are fur-
nished in excess of the number of sessions covered under para-
graph (4) of such section, and 

(P) in the case of personalized prevention plan services (as 
defined in section 1861(hhh)(1)), which are performed more fre-
quently than is covered under such section; 

(2) for which the individual furnished such items or services 
has no legal obligation to pay, and which no other person (by 
reason of such individual’s membership in a prepayment plan 
or otherwise) has a legal obligation to provide or pay for, ex-
cept in the case of Federally qualified health center services; 
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(3) which are paid for directly or indirectly by a govern-
mental entity (other than under this Act and other than under 
a health benefits or insurance plan established for employees 
of such an entity), except in the case of rural health clinic serv-
ices, as defined in section 1861(aa)(1), in the case of Federally 
qualified health center services, as defined in section 
1861(aa)(3), in the case of services for which payment may be 
made under section 1880(e), and in such other cases as the 
Secretary may specify; 

(4) which are not provided within the United States (except 
for inpatient hospital services furnished outside the United 
States under the conditions described in section 1814(f) and, 
subject to such conditions, limitations, and requirements as are 
provided under or pursuant to this title, physicians’ services 
and ambulance services furnished an individual in conjunction 
with such inpatient hospital services but only for the period 
during which such inpatient hospital services were furnished); 

(5) which are required as a result of war, or of an act of war, 
occurring after the effective date of such individual’s current 
coverage under such part; 

(6) which constitute personal comfort items (except, in the 
case of hospice care, as is otherwise permitted under para-
graph (1)(C)); 

(7) where such expenses are for routine physical checkups, 
eyeglasses (other than eyewear described in section 1861(s)(8)) 
or eye examinations for the purpose of prescribing, fitting, or 
changing eyeglasses, procedures performed (during the course 
of any eye examination) to determine the refractive state of the 
eyes, hearing aids or examinations therefor, or immunizations 
(except as otherwise allowed under section 1861(s)(10) and sub-
paragraph (B), (F), (G), (H), (K), or (P) of paragraph (1)); 

(8) where such expenses are for orthopedic shoes or other 
supportive devices for the feet, other than shoes furnished pur-
suant to section 1861(s)(12); 

(9) where such expenses are for custodial care (except, in the 
case of hospice care, as is otherwise permitted under para-
graph (1)(C)); 

(10) where such expenses are for cosmetic surgery or are in-
curred in connection therewith, except as required for the 
prompt repair of accidental injury or for improvement of the 
functioning of a malformed body member; 

(11) where such expenses constitute charges imposed by im-
mediate relatives of such individual or members of his house-
hold; 

(12) where such expenses are for services in connection with 
the care, treatment, filling, removal, or replacement of teeth or 
structures directly supporting teeth, except that payment may 
be made under part A in the case of inpatient hospital services 
in connection with the provision of such dental services if the 
individual, because of his underlying medical condition and 
clinical status or because of the severity of the dental proce-
dure, requires hospitalization in connection with the provision 
of such services; 

(13) where such expenses are for— 
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(A) the treatment of flat foot conditions and the prescrip-
tion of supportive devices therefor, 

(B) the treatment of subluxations of the foot, or 
(C) routine foot care (including the cutting or removal of 

corns or calluses, the trimming of nails, and other routine 
hygienic care); 

(14) which are other than physicians’ services (as defined in 
regulations promulgated specifically for purposes of this para-
graph), services described by section 1861(s)(2)(K), certified 
nurse-midwife services, qualified psychologist services, and 
services of a certified registered nurse anesthetist, and which 
are furnished to an individual who is a patient of a hospital 
or critical access hospital by an entity other than the hospital 
or critical access hospital, unless the services are furnished 
under arrangements (as defined in section 1861(w)(1)) with the 
entity made by the hospital or critical access hospital; 

(15)(A) which are for services of an assistant at surgery in 
a cataract operation (including subsequent insertion of an 
intraocular lens) unless, before the surgery is performed, the 
appropriate quality improvement organization (under part B of 
title XI) or a carrier under section 1842 has approved of the 
use of such an assistant in the surgical procedure based on the 
existence of a complicating medical condition, or 

(B) which are for services of an assistant at surgery to which 
section 1848(i)(2)(B) applies; 

(16) in the case in which funds may not be used for such 
items and services under the Assisted Suicide Funding Restric-
tion Act of 1997; 

(17) where the expenses are for an item or service furnished 
in a competitive acquisition area (as established by the Sec-
retary under section 1847(a)) by an entity other than an entity 
with which the Secretary has entered into a contract under 
section 1847(b) for the furnishing of such an item or service in 
that area, unless the Secretary finds that the expenses were 
incurred in a case of urgent need, or in other circumstances 
specified by the Secretary; 

(18) which are covered skilled nursing facility services de-
scribed in section 1888(e)(2)(A)(i) and which are furnished to 
an individual who is a resident of a skilled nursing facility dur-
ing a period in which the resident is provided covered post-hos-
pital extended care services (or, for services described in sec-
tion 1861(s)(2)(D), which are furnished to such an individual 
without regard to such period), by an entity other than the 
skilled nursing facility, unless the services are furnished under 
arrangements (as defined in section 1861(w)(1)) with the entity 
made by the skilled nursing facility; 

(19) which are for items or services which are furnished pur-
suant to a private contract described in section 1802(b); 

(20) in the case of outpatient physical therapy services, out-
patient speech-language pathology services, or outpatient occu-
pational therapy services furnished as an incident to a physi-
cian’s professional services (as described in section 
1861(s)(2)(A)), that do not meet the standards and conditions 
(other than any licensing requirement specified by the Sec-
retary) under the second sentence of section 1861(p) (or under 
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such sentence through the operation of subsection (g) or (ll)(2) 
of section 1861) as such standards and conditions would apply 
to such therapy services if furnished by a therapist; 

(21) where such expenses are for home health services (in-
cluding medical supplies described in section 1861(m)(5), but 
excluding durable medical equipment to the extent provided for 
in such section) furnished to an individual who is under a plan 
of care of the home health agency if the claim for payment for 
such services is not submitted by the agency; 

(22) subject to subsection (h), for which a claim is submitted 
other than in an electronic form specified by the Secretary; 

(23) which are the technical component of advanced diag-
nostic imaging services described in section 1834(e)(1)(B) for 
which payment is made under the fee schedule established 
under section 1848(b) and that are furnished by a supplier (as 
defined in section 1861(d)), if such supplier is not accredited by 
an accreditation organization designated by the Secretary 
under section 1834(e)(2)(B); 

(24) where such expenses are for renal dialysis services (as 
defined in subparagraph (B) of section 1881(b)(14)) for which 
payment is made under such section unless such payment is 
made under such section to a provider of services or a renal di-
alysis facility for such services; or 

(25) not later than January 1, 2014, for which the payment 
is other than by electronic funds transfer (EFT) or an elec-
tronic remittance in a form as specified in ASC X12 835 Health 
Care Payment and Remittance Advice or subsequent standard. 

Paragraph (7) shall not apply to Federally qualified health center 
services described in section 1861(aa)(3)(B). In making a national 
coverage determination (as defined in paragraph (1)(B) of section 
1869(f)) the Secretary shall ensure consistent with subsection (l) 
that the public is afforded notice and opportunity to comment prior 
to implementation by the Secretary of the determination; meetings 
of advisory committees with respect to the determination are made 
on the record; in making the determination, the Secretary has con-
sidered applicable information (including clinical experience and 
medical, technical, and scientific evidence) with respect to the sub-
ject matter of the determination; and in the determination, provide 
a clear statement of the basis for the determination (including re-
sponses to comments received from the public), the assumptions 
underlying that basis, and make available to the public the data 
(other than proprietary data) considered in making the determina-
tion. 

(b) MEDICARE AS SECONDARY PAYER.— 
(1) REQUIREMENTS OF GROUP HEALTH PLANS.— 

(A) WORKING AGED UNDER GROUP HEALTH PLANS.— 
(i) IN GENERAL.—A group health plan— 

(I) may not take into account that an individual 
(or the individual’s spouse) who is covered under 
the plan by virtue of the individual’s current em-
ployment status with an employer is entitled to 
benefits under this title under section 226(a), and 

(II) shall provide that any individual age 65 or 
older (and the spouse age 65 or older of any indi-
vidual) who has current employment status with 
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an employer shall be entitled to the same benefits 
under the plan under the same conditions as any 
such individual (or spouse) under age 65. 

(ii) EXCLUSION OF GROUP HEALTH PLAN OF A SMALL 
EMPLOYER.—Clause (i) shall not apply to a group 
health plan unless the plan is a plan of, or contributed 
to by, an employer that has 20 or more employees for 
each working day in each of 20 or more calendar 
weeks in the current calendar year or the preceding 
calendar year. 

(iii) EXCEPTION FOR SMALL EMPLOYERS IN MULTIEM-
PLOYER OR MULTIPLE EMPLOYER GROUP HEALTH 
PLANS.—Clause (i) also shall not apply with respect to 
individuals enrolled in a multiemployer or multiple 
employer group health plan if the coverage of the indi-
viduals under the plan is by virtue of current employ-
ment status with an employer that does not have 20 
or more individuals in current employment status for 
each working day in each of 20 or more calendar 
weeks in the current calendar year and the preceding 
calendar year; except that the exception provided in 
this clause shall only apply if the plan elects treat-
ment under this clause. 

(iv) EXCEPTION FOR INDIVIDUALS WITH END STAGE 
RENAL DISEASE.—Subparagraph (C) shall apply instead 
of clause (i) to an item or service furnished in a month 
to an individual if for the month the individual is, or 
(without regard to entitlement under section 226) 
would upon application be, entitled to benefits under 
section 226A. 

(v) GROUP HEALTH PLAN DEFINED.—In this subpara-
graph, and subparagraph (C), the term ‘‘group health 
plan’’ has the meaning given such term in section 
5000(b)(1) of the Internal Revenue Code of 1986, with-
out regard to section 5000(d) of such Code 

(B) DISABLED INDIVIDUALS IN LARGE GROUP HEALTH 
PLANS.— 

(i) IN GENERAL.—A large group health plan (as de-
fined in clause (iii)) may not take into account that an 
individual (or a member of the individual’s family) 
who is covered under the plan by virtue of the individ-
ual’s current employment status with an employer is 
entitled to benefits under this title under section 
226(b). 

(ii) EXCEPTION FOR INDIVIDUALS WITH END STAGE 
RENAL DISEASE.—Subparagraph (C) shall apply instead 
of clause (i) to an item or service furnished in a month 
to an individual if for the month the individual is, or 
(without regard to entitlement under section 226) 
would upon application be, entitled to benefits under 
section 226A. 

(iii) LARGE GROUP HEALTH PLAN DEFINED.—In this 
subparagraph, the term ‘‘large group health plan’’ has 
the meaning given such term in section 5000(b)(2) of 
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the Internal Revenue Code of 1986, without regard to 
section 5000(d) of such Code. 

(C) INDIVIDUALS WITH END STAGE RENAL DISEASE.—A 
group health plan (as defined in subparagraph (A)(v))— 

(i) may not take into account that an individual is 
entitled to or eligible for benefits under this title 
under section 226A during the 12-month period which 
begins with the first month in which the individual be-
comes entitled to benefits under part A under the pro-
visions of section 226A, or, if earlier, the first month 
in which the individual would have been entitled to 
benefits under such part under the provisions of sec-
tion 226A if the individual had filed an application for 
such benefits; and 

(ii) may not differentiate in the benefits it provides 
between individuals having end stage renal disease 
and other individuals covered by such plan on the 
basis of the existence of end stage renal disease, the 
need for renal dialysis, or in any other manner; 

except that clause (ii) shall not prohibit a plan from paying 
benefits secondary to this title when an individual is enti-
tled to or eligible for benefits under this title under section 
226A after the end of the 12-month period described in 
clause (i). Effective for items and services furnished on or 
after February 1, 1991, and before the date of enactment 
of the Balanced Budget Act of 1997 (with respect to peri-
ods beginning on or after February 1, 1990), this subpara-
graph shall be applied by substituting ‘‘18- month’’ for ‘‘12- 
month’’ each place it appears. Effective for items and serv-
ices furnished on or after the date of enactment of the Bal-
anced Budget Act of 1997, (with respect to periods begin-
ning on or after the date that is 18 months prior to such 
date), clauses (i) and (ii) shall be applied by substituting 
‘‘30-month’’ for ‘‘12-month’’ each place it appears. 

(D) TREATMENT OF CERTAIN MEMBERS OF RELIGIOUS OR-
DERS.—In this subsection, an individual shall not be con-
sidered to be employed, or an employee, with respect to the 
performance of services as a member of a religious order 
which are considered employment only by virtue of an elec-
tion made by the religious order under section 3121(r) of 
the Internal Revenue Code of 1986. 

(E) GENERAL PROVISIONS.—For purposes of this sub-
section: 

(i) AGGREGATION RULES.— 
(I) All employers treated as a single employer 

under subsection (a) or (b) of section 52 of the In-
ternal Revenue Code of 1986 shall be treated as a 
single employer. 

(II) All employees of the members of an affili-
ated service group (as defined in section 414(m) of 
such Code) shall be treated as employed by a sin-
gle employer. 

(III) Leased employees (as defined in section 
414(n)(2) of such Code) shall be treated as employ-
ees of the person for whom they perform services 
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to the extent they are so treated under section 
414(n) of such Code. 

In applying sections of the Internal Revenue Code of 
1986 under this clause, the Secretary shall rely upon 
regulations and decisions of the Secretary of the 
Treasury respecting such sections. 

(ii) CURRENT EMPLOYMENT STATUS DEFINED.—An in-
dividual has ‘‘current employment status’’ with an em-
ployer if the individual is an employee, is the em-
ployer, or is associated with the employer in a busi-
ness relationship. 

(iii) TREATMENT OF SELF-EMPLOYED PERSONS AS EM-
PLOYERS.—The term ‘‘employer’’ includes a self-em-
ployed person. 

(F) LIMITATION ON BENEFICIARY LIABILITY.—An indi-
vidual who is entitled to benefits under this title and is 
furnished an item or service for which such benefits are in-
correctly paid is not liable for repayment of such benefits 
under this paragraph unless payment of such benefits was 
made to the individual. 

(2) MEDICARE SECONDARY PAYER.— 
(A) IN GENERAL.—Payment under this title may not be 

made, except as provided in subparagraph (B), with re-
spect to any item or service to the extent that— 

(i) payment has been made, or can reasonably be ex-
pected to be made, with respect to the item or service 
as required under paragraph (1), or 

(ii) payment has been made or can reasonably be ex-
pected to be made under a workmen’s compensation 
law or plan of the United States or a State or under 
an automobile or liability insurance policy or plan (in-
cluding a self-insured plan) or under no fault insur-
ance. 

In the subsection, the term ‘‘primary plan’’ means a group 
health plan or large group health plan, to the extent that 
clause (i) applies, and a workmen’s compensation law or 
plan, an automobile or liability insurance policy or plan 
(including a self-insured plan) or no fault insurance, to the 
extent that clause (ii) applies. An entity that engages in a 
business, trade, or profession shall be deemed to have a 
self-insured plan if it carries its own risk (whether by a 
failure to obtain insurance, or otherwise) in whole or in 
part. 

(B) CONDITIONAL PAYMENT.— 
(i) AUTHORITY TO MAKE CONDITIONAL PAYMENT.— 

The Secretary may make payment under this title 
with respect to an item or service if a primary plan de-
scribed in subparagraph (A)(ii) has not made or cannot 
reasonably be expected to make payment with respect 
to such item or service promptly (as determined in ac-
cordance with regulations). Any such payment by the 
Secretary shall be conditioned on reimbursement to 
the appropriate Trust Fund in accordance with the 
succeeding provisions of this subsection. 
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(ii) REPAYMENT REQUIRED.—Subject to paragraph 
(9), a primary plan, and an entity that receives pay-
ment from a primary plan, shall reimburse the appro-
priate Trust Fund for any payment made by the Sec-
retary under this title with respect to an item or serv-
ice if it is demonstrated that such primary plan has or 
had a responsibility to make payment with respect to 
such item or service. A primary plan’s responsibility 
for such payment may be demonstrated by a judg-
ment, a payment conditioned upon the recipient’s com-
promise, waiver, or release (whether or not there is a 
determination or admission of liability) of payment for 
items or services included in a claim against the pri-
mary plan or the primary plan’s insured, or by other 
means. If reimbursement is not made to the appro-
priate Trust Fund before the expiration of the 60-day 
period that begins on the date notice of, or information 
related to, a primary plan’s responsibility for such 
payment or other information is received, the Sec-
retary may charge interest (beginning with the date 
on which the notice or other information is received) 
on the amount of the reimbursement until reimburse-
ment is made (at a rate determined by the Secretary 
in accordance with regulations of the Secretary of the 
Treasury applicable to charges for late payments). 

(iii) ACTION BY UNITED STATES.—In order to recover 
payment made under this title for an item or service, 
the United States may bring an action against any or 
all entities that are or were required or responsible 
(directly, as an insurer or self-insurer, as a third-party 
administrator, as an employer that sponsors or con-
tributes to a group health plan, or large group health 
plan, or otherwise) to make payment with respect to 
the same item or service (or any portion thereof) under 
a primary plan. The United States may, in accordance 
with paragraph (3)(A) collect double damages against 
any such entity. In addition, the United States may 
recover under this clause from any entity that has re-
ceived payment from a primary plan or from the pro-
ceeds of a primary plan’s payment to any entity. The 
United States may not recover from a third-party ad-
ministrator under this clause in cases where the third- 
party administrator would not be able to recover the 
amount at issue from the employer or group health 
plan and is not employed by or under contract with 
the employer or group health plan at the time the ac-
tion for recovery is initiated by the United States or 
for whom it provides administrative services due to 
the insolvency or bankruptcy of the employer or plan. 
An action may not be brought by the United States 
under this clause with respect to payment owed unless 
the complaint is filed not later than 3 years after the 
date of the receipt of notice of a settlement, judgment, 
award, or other payment made pursuant to paragraph 
(8) relating to such payment owed. 
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(iv) SUBROGATION RIGHTS.—The United States shall 
be subrogated (to the extent of payment made under 
this title for such an item or service) to any right 
under this subsection of an individual or any other en-
tity to payment with respect to such item or service 
under a primary plan. 

(v) WAIVER OF RIGHTS.—The Secretary may waive 
(in whole or in part) the provisions of this subpara-
graph in the case of an individual claim if the Sec-
retary determines that the waiver is in the best inter-
ests of the program established under this title. 

(vi) CLAIMS-FILING PERIOD.—Notwithstanding any 
other time limits that may exist for filing a claim 
under an employer group health plan, the United 
States may seek to recover conditional payments in ac-
cordance with this subparagraph where the request 
for payment is submitted to the entity required or re-
sponsible under this subsection to pay with respect to 
the item or service (or any portion thereof) under a 
primary plan within the 3-year period beginning on 
the date on which the item or service was furnished. 

(vii) USE OF WEBSITE TO DETERMINE FINAL CONDI-
TIONAL REIMBURSEMENT AMOUNT.— 

(I) NOTICE TO SECRETARY OF EXPECTED DATE OF 
A SETTLEMENT, JUDGMENT, ETC.—In the case of a 
payment made by the Secretary pursuant to 
clause (i) for items and services provided to the 
claimant, the claimant or applicable plan (as de-
fined in paragraph (8)(F)) may at any time begin-
ning 120 days before the reasonably expected date 
of a settlement, judgment, award, or other pay-
ment, notify the Secretary that a payment is rea-
sonably expected and the expected date of such 
payment. 

(II) SECRETARIAL PROVIDING ACCESS TO CLAIMS 
INFORMATION THROUGH A WEBSITE.—The Secretary 
shall maintain and make available to individuals 
to whom items and services are furnished under 
this title (and to authorized family or other rep-
resentatives recognized under regulations and to 
an applicable plan which has obtained the consent 
of the individual) access to information on the 
claims for such items and services (including pay-
ment amounts for such claims), including those 
claims that relate to a potential settlement, judg-
ment, award, or other payment. Such access shall 
be provided to an individual, representative, or 
plan through a website that requires a password 
to gain access to the information. The Secretary 
shall update the information on claims and pay-
ments on such website in as timely a manner as 
possible but not later than 15 days after the date 
that payment is made. Information related to 
claims and payments subject to the notice under 
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subclause (I) shall be maintained and made avail-
able consistent with the following: 

(aa) The information shall be as complete as 
possible and shall include provider or supplier 
name, diagnosis codes (if any), dates of serv-
ice, and conditional payment amounts. 

(bb) The information accurately identifies 
those claims and payments that are related to 
a potential settlement, judgment, award, or 
other payment to which the provisions of this 
subsection apply. 

(cc) The website provides a method for the 
receipt of secure electronic communications 
with the individual, representative, or plan 
involved. 

(dd) The website provides that information 
is transmitted from the website in a form that 
includes an official time and date that the in-
formation is transmitted. 

(ee) The website shall permit the individual, 
representative, or plan to download a state-
ment of reimbursement amounts (in this 
clause referred to as a ‘‘statement of reim-
bursement amount’’) on payments for claims 
under this title relating to a potential settle-
ment, judgment, award, or other payment. 

(III) USE OF TIMELY WEB DOWNLOAD AS BASIS 
FOR FINAL CONDITIONAL AMOUNT.—If an individual 
(or other claimant or applicable plan with the con-
sent of the individual) obtains a statement of re-
imbursement amount from the website during the 
protected period as defined in subclause (V) and 
the related settlement, judgment, award or other 
payment is made during such period, then the last 
statement of reimbursement amount that is 
downloaded during such period and within 3 busi-
ness days before the date of the settlement, judg-
ment, award, or other payment shall constitute 
the final conditional amount subject to recovery 
under clause (ii) related to such settlement, judg-
ment, award, or other payment. 

(IV) RESOLUTION OF DISCREPANCIES.—If the in-
dividual (or authorized representative) believes 
there is a discrepancy with the statement of reim-
bursement amount, the Secretary shall provide a 
timely process to resolve the discrepancy. Under 
such process the individual (or representative) 
must provide documentation explaining the dis-
crepancy and a proposal to resolve such discrep-
ancy. Within 11 business days after the date of re-
ceipt of such documentation, the Secretary shall 
determine whether there is a reasonable basis to 
include or remove claims on the statement of re-
imbursement. If the Secretary does not make such 
determination within the 11 business-day period, 
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then the proposal to resolve the discrepancy shall 
be accepted. If the Secretary determines within 
such period that there is not a reasonable basis to 
include or remove claims on the statement of re-
imbursement, the proposal shall be rejected. If the 
Secretary determines within such period that 
there is a reasonable basis to conclude there is a 
discrepancy, the Secretary must respond in a 
timely manner by agreeing to the proposal to re-
solve the discrepancy or by providing documenta-
tion showing with good cause why the Secretary is 
not agreeing to such proposal and establishing an 
alternate discrepancy resolution. In no case shall 
the process under this subclause be treated as an 
appeals process or as establishing a right of ap-
peal for a statement of reimbursement amount 
and there shall be no administrative or judicial re-
view of the Secretary’s determinations under this 
subclause. 

(V) PROTECTED PERIOD.—In subclause (III), the 
term ‘‘protected period’’ means, with respect to a 
settlement, judgment, award or other payment re-
lating to an injury or incident, the portion (if any) 
of the period beginning on the date of notice under 
subclause (I) with respect to such settlement, 
judgment, award, or other payment that is after 
the end of a Secretarial response period beginning 
on the date of such notice to the Secretary. Such 
Secretarial response period shall be a period of 65 
days, except that such period may be extended by 
the Secretary for a period of an additional 30 days 
if the Secretary determines that additional time is 
required to address claims for which payment has 
been made. Such Secretarial response period shall 
be extended and shall not include any days for 
any part of which the Secretary determines (in ac-
cordance with regulations) that there was a fail-
ure in the claims and payment posting system and 
the failure was justified due to exceptional cir-
cumstances (as defined in such regulations). Such 
regulations shall define exceptional circumstances 
in a manner so that not more than 1 percent of 
the repayment obligations under this subclause 
would qualify as exceptional circumstances. 

(VI) EFFECTIVE DATE.—The Secretary shall pro-
mulgate final regulations to carry out this clause 
not later than 9 months after the date of the en-
actment of this clause. 

(VII) WEBSITE INCLUDING SUCCESSOR TECH-
NOLOGY.—In this clause, the term ‘‘website’’ in-
cludes any successor technology. 

(viii) RIGHT OF APPEAL FOR SECONDARY PAYER DE-
TERMINATIONS RELATING TO LIABILITY INSURANCE (IN-
CLUDING SELF-INSURANCE), NO FAULT INSURANCE, AND 
WORKERS’ COMPENSATION LAWS AND PLANS.—The Sec-
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retary shall promulgate regulations establishing a 
right of appeal and appeals process, with respect to 
any determination under this subsection for a pay-
ment made under this title for an item or service for 
which the Secretary is seeking to recover conditional 
payments from an applicable plan (as defined in para-
graph (8)(F)) that is a primary plan under subsection 
(A)(ii), under which the applicable plan involved, or an 
attorney, agent, or third party administrator on behalf 
of such plan, may appeal such determination. The in-
dividual furnished such an item or service shall be no-
tified of the plan’s intent to appeal such determination 

(C) TREATMENT OF QUESTIONNAIRES.—The Secretary 
may not fail to make payment under subparagraph (A) 
solely on the ground that an individual failed to complete 
a questionnaire concerning the existence of a primary 
plan. 

(3) ENFORCEMENT.— 
(A) PRIVATE CAUSE OF ACTION.—There is established a 

private cause of action for damages (which shall be in an 
amount double the amount otherwise provided) in the case 
of a primary plan which fails to provide for primary pay-
ment (or appropriate reimbursement) in accordance with 
paragraphs (1) and (2)(A). 

(B) REFERENCE TO EXCISE TAX WITH RESPECT TO NON-
CONFORMING GROUP HEALTH PLANS.—For provision impos-
ing an excise tax with respect to nonconforming group 
health plans, see section 5000 of the Internal Revenue 
Code of 1986. 

(C) PROHIBITION OF FINANCIAL INCENTIVES NOT TO EN-
ROLL IN A GROUP HEALTH PLAN OR A LARGE GROUP HEALTH 
PLAN.—It is unlawful for an employer or other entity to 
offer any financial or other incentive for an individual enti-
tled to benefits under this title not to enroll (or to termi-
nate enrollment) under a group health plan or a large 
group health plan which would (in the case of such enroll-
ment) be a primary plan (as defined in paragraph (2)(A)). 
Any entity that violates the previous sentence is subject to 
a civil money penalty of not to exceed $5,000 for each such 
violation. The provisions of section 1128A (other than sub-
sections (a) and (b)) shall apply to a civil money penalty 
under the previous sentence in the same manner as such 
provisions apply to a penalty or proceeding under section 
1128A(a). 

(4) COORDINATION OF BENEFITS.—Where payment for an item 
or service by a primary plan is less than the amount of the 
charge for such item or service and is not payment in full, pay-
ment may be made under this title (without regard to 
deductibles and coinsurance under this title) for the remainder 
of such charge, but— 

(A) payment under this title may not exceed an amount 
which would be payable under this title for such item or 
service if paragraph (2)(A) did not apply; and 

(B) payment under this title, when combined with the 
amount payable under the primary plan, may not exceed— 
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(i) in the case of an item or service payment for 
which is determined under this title on the basis of 
reasonable cost (or other cost-related basis) or under 
section 1886, the amount which would be payable 
under this title on such basis, and 

(ii) in the case of an item or service for which pay-
ment is authorized under this title on another basis— 

(I) the amount which would be payable under 
the primary plan (without regard to deductibles 
and coinsurance under such plan), or 

(II) the reasonable charge or other amount 
which would be payable under this title (without 
regard to deductibles and coinsurance under this 
title), 

whichever is greater. 
(5) IDENTIFICATION OF SECONDARY PAYER SITUATIONS.— 

(A) REQUESTING MATCHING INFORMATION.— 
(i) COMMISSIONER OF SOCIAL SECURITY.—The Com-

missioner of Social Security shall, not less often that 
annually, transmit to the Secretary of the Treasury a 
list of the names and TINs of medicare beneficiaries 
(as defined in section 6103(l)(12) of the Internal Rev-
enue Code of 1986) and request that the Secretary dis-
close to the Commissioner the information described in 
subparagraph (A) of such section. 

(ii) ADMINISTRATOR.—The Administrator of the Cen-
ters for Medicare & Medicaid Services shall request, 
not less often than annually, the Commissioner of the 
Social Security Administration to disclose to the Ad-
ministrator the information described in subparagraph 
(B) of section 6103(l)(12) of the Internal Revenue Code 
of 1986. 

(B) DISCLOSURE TO FISCAL INTERMEDIARIES AND CAR-
RIERS.—In addition to any other information provided 
under this title to fiscal intermediaries and carriers, the 
Administrator shall disclose to such intermediaries and 
carriers (or to such a single intermediary or carrier as the 
Secretary may designate) the information received under 
subparagraph (A) for purposes of carrying out this sub-
section. 

(C) CONTACTING EMPLOYERS.— 
(i) IN GENERAL.—With respect to each individual (in 

this subparagraph referred to as an ‘‘employee’’) who 
was furnished a written statement under section 6051 
of the Internal Revenue Code of 1986 by a qualified 
employer (as defined in section 6103(l)(12)(E)(iii) of 
such Code), as disclosed under subparagraph (B), the 
appropriate fiscal intermediary or carrier shall contact 
the employer in order to determine during what period 
the employee or employee’s spouse may be (or have 
been) covered under a group health plan of the em-
ployer and the nature of the coverage that is or was 
provided under the plan (including the name, address, 
and identifying number of the plan). 
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(ii) EMPLOYER RESPONSE.—Within 30 days of the 
date of receipt of the inquiry, the employer shall notify 
the intermediary or carrier making the inquiry as to 
the determinations described in clause (i). An em-
ployer (other than a Federal or other governmental en-
tity) who willfully or repeatedly fails to provide timely 
and accurate notice in accordance with the previous 
sentence shall be subject to a civil money penalty of 
not to exceed $1,000 for each individual with respect 
to which such an inquiry is made. The provision of 
section 1128A (other than subsections (a) and (b)) 
shall apply to a civil money penalty under the pre-
vious sentence in the same manner as such provisions 
apply to a penalty or proceeding under section 
1128A(a). 

(D) OBTAINING INFORMATION FROM BENEFICIARIES.—Be-
fore an individual applies for benefits under part A or en-
rolls under part B, the Administrator shall mail the indi-
vidual a questionnaire to obtain information on whether 
the individual is covered under a primary plan and the na-
ture of the coverage provided under the plan, including the 
name, address, and identifying number of the plan. 

(E) END DATE.—The provisions of this paragraph shall 
not apply to information required to be provided on or after 
July 1, 2016. 

(6) SCREENING REQUIREMENTS FOR PROVIDERS AND SUP-
PLIERS.— 

(A) IN GENERAL.—Notwithstanding any other provision 
of this title, no payment may be made for any item or serv-
ice furnished under part B unless the entity furnishing 
such item or service completes (to the best of its knowledge 
and on the basis of information obtained from the indi-
vidual to whom the item or service is furnished) the por-
tion of the claim form relating to the availability of other 
health benefit plans. 

(B) PENALTIES.—An entity that knowingly, willfully, and 
repeatedly fails to complete a claim form in accordance 
with subparagraph (A) or provides inaccurate information 
relating to the availability of other health benefit plans on 
a claim form under such subparagraph shall be subject to 
a civil money penalty of not to exceed $2,000 for each such 
incident. The provisions of section 1128A (other than sub-
sections (a) and (b)) shall apply to a civil money penalty 
under the previous sentence in the same manner as such 
provisions apply to a penalty or proceeding under section 
1128A(a). 

(7) REQUIRED SUBMISSION OF INFORMATION BY GROUP HEALTH 
PLANS.— 

(A) REQUIREMENT.—On and after the first day of the 
first calendar quarter beginning after the date that is 1 
year after the date of the enactment of this paragraph, an 
entity serving as an insurer or third party administrator 
for a group health plan, as defined in paragraph (1)(A)(v), 
and, in the case of a group health plan that is self-insured 
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and self-administered, a plan administrator or fiduciary, 
shall— 

(i) secure from the plan sponsor and plan partici-
pants such information as the Secretary shall specify 
for the purpose of identifying situations where the 
group health plan is or has been a primary plan to the 
program under this title; and 

(ii) submit such information to the Secretary in a 
form and manner (including frequency) specified by 
the Secretary. 

(B) ENFORCEMENT.— 
(i) IN GENERAL.—An entity, a plan administrator, or 

a fiduciary described in subparagraph (A) that fails to 
comply with the requirements under such subpara-
graph shall be subject to a civil money penalty of 
$1,000 for each day of noncompliance for each indi-
vidual for which the information under such subpara-
graph should have been submitted. The provisions of 
subsections (e) and (k) of section 1128A shall apply to 
a civil money penalty under the previous sentence in 
the same manner as such provisions apply to a pen-
alty or proceeding under section 1128A(a). A civil 
money penalty under this clause shall be in addition 
to any other penalties prescribed by law and in addi-
tion to any Medicare secondary payer claim under this 
title with respect to an individual. 

(ii) DEPOSIT OF AMOUNTS COLLECTED.—Any amounts 
collected pursuant to clause (i) shall be deposited in 
the Federal Hospital Insurance Trust Fund under sec-
tion 1817. 

(C) SHARING OF INFORMATION.—Notwithstanding any 
other provision of law, under terms and conditions estab-
lished by the Secretary, the Secretary— 

(i) shall share information on entitlement under 
Part A and enrollment under Part B under this title 
with entities, plan administrators, and fiduciaries de-
scribed in subparagraph (A); 

(ii) may share the entitlement and enrollment infor-
mation described in clause (i) with entities and per-
sons not described in such clause; and 

(iii) may share information collected under this 
paragraph as necessary for purposes of the proper co-
ordination of benefits. 

(D) IMPLEMENTATION.—Notwithstanding any other provi-
sion of law, the Secretary may implement this paragraph 
by program instruction or otherwise. 

(8) REQUIRED SUBMISSION OF INFORMATION BY OR ON BEHALF 
OF LIABILITY INSURANCE (INCLUDING SELF-INSURANCE), NO 
FAULT INSURANCE, AND WORKERS’ COMPENSATION LAWS AND 
PLANS.— 

(A) REQUIREMENT.—On and after the first day of the 
first calendar quarter beginning after the date that is 18 
months after the date of the enactment of this paragraph, 
an applicable plan shall— 
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(i) determine whether a claimant (including an indi-
vidual whose claim is unresolved) is entitled to bene-
fits under the program under this title on any basis; 
and 

(ii) if the claimant is determined to be so entitled, 
submit the information described in subparagraph (B) 
with respect to the claimant to the Secretary in a form 
and manner (including frequency) specified by the Sec-
retary. 

(B) REQUIRED INFORMATION.—The information described 
in this subparagraph is— 

(i) the identity of the claimant for which the deter-
mination under subparagraph (A) was made; and 

(ii) such other information as the Secretary shall 
specify in order to enable the Secretary to make an ap-
propriate determination concerning coordination of 
benefits, including any applicable recovery claim. 

Not later than 18 months after the date of enactment of 
this sentence, the Secretary shall modify the reporting re-
quirements under this paragraph so that an applicable 
plan in complying with such requirements is permitted but 
not required to access or report to the Secretary bene-
ficiary social security account numbers or health identifica-
tion claim numbers, except that the deadline for such 
modification shall be extended by one or more periods 
(specified by the Secretary) of up to 1 year each if the Sec-
retary notifies the committees of jurisdiction of the House 
of Representatives and of the Senate that the prior dead-
line for such modification, without such extension, threat-
ens patient privacy or the integrity of the secondary payer 
program under this subsection. Any such deadline exten-
sion notice shall include information on the progress being 
made in implementing such modification and the antici-
pated implementation date for such modification. 

(C) TIMING.—Information shall be submitted under sub-
paragraph (A)(ii) within a time specified by the Secretary 
after the claim is resolved through a settlement, judgment, 
award, or other payment (regardless of whether or not 
there is a determination or admission of liability). 

(D) CLAIMANT.—For purposes of subparagraph (A), the 
term ‘‘claimant’’ includes— 

(i) an individual filing a claim directly against the 
applicable plan; and 

(ii) an individual filing a claim against an individual 
or entity insured or covered by the applicable plan. 

(E) ENFORCEMENT.— 
(i) IN GENERAL.—An applicable plan that fails to 

comply with the requirements under subparagraph (A) 
with respect to any claimant may be subject to a civil 
money penalty of up to $1,000 for each day of non-
compliance with respect to each claimant. The provi-
sions of subsections (e) and (k) of section 1128A shall 
apply to a civil money penalty under the previous sen-
tence in the same manner as such provisions apply to 
a penalty or proceeding under section 1128A(a). A civil 
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money penalty under this clause shall be in addition 
to any other penalties prescribed by law and in addi-
tion to any Medicare secondary payer claim under this 
title with respect to an individual. 

(ii) DEPOSIT OF AMOUNTS COLLECTED.—Any amounts 
collected pursuant to clause (i) shall be deposited in 
the Federal Hospital Insurance Trust Fund. 

(F) APPLICABLE PLAN.—In this paragraph, the term ‘‘ap-
plicable plan’’ means the following laws, plans, or other ar-
rangements, including the fiduciary or administrator for 
such law, plan, or arrangement: 

(i) Liability insurance (including self-insurance). 
(ii) No fault insurance. 
(iii) Workers’ compensation laws or plans. 

(G) SHARING OF INFORMATION.—The Secretary may 
share information collected under this paragraph as nec-
essary for purposes of the proper coordination of benefits. 

(H) IMPLEMENTATION.—Notwithstanding any other pro-
vision of law, the Secretary may implement this paragraph 
by program instruction or otherwise. 

(I) REGULATIONS.—Not later than 60 days after the date 
of the enactment of this subparagraph, the Secretary shall 
publish a notice in the Federal Register soliciting pro-
posals, which will be accepted during a 60-day period, for 
the specification of practices for which sanctions will and 
will not be imposed under subparagraph (E), including not 
imposing sanctions for good faith efforts to identify a bene-
ficiary pursuant to this paragraph under an applicable en-
tity responsible for reporting information. After consid-
ering the proposals so submitted, the Secretary, in con-
sultation with the Attorney General, shall publish in the 
Federal Register, including a 60-day period for comment, 
proposed specified practices for which such sanctions will 
and will not be imposed. After considering any public com-
ments received during such period, the Secretary shall 
issue final rules specifying such practices. 

(9) EXCEPTION.— 
(A) IN GENERAL.—Clause (ii) of paragraph (2)(B) and any 

reporting required by paragraph (8) shall not apply with 
respect to any settlement, judgment, award, or other pay-
ment by an applicable plan arising from liability insurance 
(including self-insurance) and from alleged physical trau-
ma-based incidents (excluding alleged ingestion, implanta-
tion, or exposure cases) constituting a total payment obli-
gation to a claimant of not more than the single threshold 
amount calculated by the Secretary under subparagraph 
(B) for the year involved. 

(B) ANNUAL COMPUTATION OF THRESHOLD.— 
(i) IN GENERAL.—Not later than November 15 before 

each year, the Secretary shall calculate and publish a 
single threshold amount for settlements, judgments, 
awards, or other payments for obligations arising from 
liability insurance (including self-insurance) and for 
alleged physical trauma-based incidents (excluding al-
leged ingestion, implantation, or exposure cases) sub-
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ject to this section for that year. The annual single 
threshold amount for a year shall be set such that the 
estimated average amount to be credited to the Medi-
care trust funds of collections of conditional payments 
from such settlements, judgments, awards, or other 
payments arising from liability insurance (including 
self-insurance) and for such alleged incidents subject 
to this section shall equal the estimated cost of collec-
tion incurred by the United States (including pay-
ments made to contractors) for a conditional payment 
arising from liability insurance (including self-insur-
ance) and for such alleged incidents subject to this sec-
tion for the year. At the time of calculating, but before 
publishing, the single threshold amount for 2014, the 
Secretary shall inform, and seek review of, the Comp-
troller General of the United States with regard to 
such amount. 

(ii) PUBLICATION.—The Secretary shall include, as 
part of such publication for a year— 

(I) the estimated cost of collection incurred by 
the United States (including payments made to 
contractors) for a conditional payment arising 
from liability insurance (including self-insurance) 
and for such alleged incidents; and 

(II) a summary of the methodology and data 
used by the Secretary in computing such thresh-
old amount and such cost of collection. 

(C) EXCLUSION OF ONGOING EXPENSES.—For purposes of 
this paragraph and with respect to a settlement, judgment, 
award, or other payment not otherwise addressed in clause 
(ii) of paragraph (2)(B) that includes ongoing responsibility 
for medical payments (excluding settlements, judgments, 
awards, or other payments made by a workers’ compensa-
tion law or plan or no fault insurance), the amount utilized 
for calculation of the threshold described in subparagraph 
(A) shall include only the cumulative value of the medical 
payments made under this title. 

(D) REPORT TO CONGRESS.—Not later than November 15 
before each year, the Secretary shall submit to the Con-
gress a report on the single threshold amount for settle-
ments, judgments, awards, or other payments for condi-
tional payment obligations arising from liability insurance 
(including self-insurance) and alleged incidents described 
in subparagraph (A) for that year and on the establish-
ment and application of similar thresholds for such pay-
ments for conditional payment obligations arising from 
worker compensation cases and from no fault insurance 
cases subject to this section for the year. For each such re-
port, the Secretary shall— 

(i) calculate the threshold amount by using the 
methodology applicable to certain liability claims de-
scribed in subparagraph (B); and 

(ii) include a summary of the methodology and data 
used in calculating each threshold amount and the 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00275 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



270 

amount of estimated savings under this title achieved 
by the Secretary implementing each such threshold. 

(c) No payment may be made under part B for any expenses in-
curred for— 

(1) a drug product— 
(A) which is described in section 107(c)(3) of the Drug 

Amendments of 1962, 
(B) which may be dispensed only upon prescription, 
(C) for which the Secretary has issued a notice of an op-

portunity for a hearing under subsection (e) of section 505 
of the Federal Food, Drug, and Cosmetic Act on a proposed 
order of the Secretary to withdraw approval of an applica-
tion for such drug product under such section because the 
Secretary has determined that the drug is less than effec-
tive for all conditions of use prescribed, recommended, or 
suggested in its labeling, and 

(D) for which the Secretary has not determined there is 
a compelling justification for its medical need; and 

(2) any other drug product— 
(A) which is identical, related, or similar (as determined 

in accordance with section 310.6 of title 21 of the Code of 
Federal Regulations) to a drug product described in para-
graph (1), and 

(B) for which the Secretary has not determined there is 
a compelling justification for its medical need, 

until such time as the Secretary withdraws such proposed order. 
(d) For purposes of subsection (a)(1)(A), in the case of any item 

or service that is required to be provided pursuant to section 1867 
to an individual who is entitled to benefits under this title, deter-
minations as to whether the item or service is reasonable and nec-
essary shall be made on the basis of the information available to 
the treating physician or practitioner (including the patient’s pre-
senting symptoms or complaint) at the time the item or service was 
ordered or furnished by the physician or practitioner (and not on 
the patient’s principal diagnosis). When making such determina-
tions with respect to such an item or service, the Secretary shall 
not consider the frequency with which the item or service was pro-
vided to the patient before or after the time of the admission or 
visit. 

(e)(1) No payment may be made under this title with respect to 
any item or service (other than an emergency item or service, not 
including items or services furnished in an emergency room of a 
hospital) furnished— 

(A) by an individual or entity during the period when such 
individual or entity is excluded pursuant to section 1128, 
1128A, 1156 or 1842(j)(2) from participation in the program 
under this title; or 

(B) at the medical direction or on the prescription of a physi-
cian during the period when he is excluded pursuant to section 
1128, 1128A, 1156 or 1842(j)(2) from participation in the pro-
gram under this title and when the person furnishing such 
item or service knew or had reason to know of the exclusion 
(after a reasonable time period after reasonable notice has 
been furnished to the person). 
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(2) Where an individual eligible for benefits under this title sub-
mits a claim for payment for items or services furnished by an indi-
vidual or entity excluded from participation in the programs under 
this title, pursuant to section 1128, 1128A, 1156, 1160 (as in effect 
on September 2, 1982), 1842(j)(2), 1862(d) (as in effect on the date 
of the enactment of the Medicare and Medicaid Patient and Pro-
gram Protection Act of 1987), or l866, and such beneficiary did not 
know or have reason to know that such individual or entity was so 
excluded, then, to the extent permitted by this title, and notwith-
standing such exclusion, payment shall be made for such items or 
services. In each such case the Secretary shall notify the bene-
ficiary of the exclusion of the individual or entity furnishing the 
items or services. Payment shall not be made for items or services 
furnished by an excluded individual or entity to a beneficiary after 
a reasonable time (as determined by the Secretary in regulations) 
after the Secretary has notified the beneficiary of the exclusion of 
that individual or entity. 

(f) The Secretary shall establish utilization guidelines for the de-
termination of whether or not payment may be made, consistent 
with paragraph (1)(A) of subsection (a), under part A or part B for 
expenses incurred with respect to the provision of home health 
services, and shall provide for the implementation of such guide-
lines through a process of selective postpayment coverage review by 
intermediaries or otherwise. 

(g) The Secretary shall, in making the determinations under 
paragraphs (1) and (9) of subsection (a), and for the purposes of 
promoting the effective, efficient, and economical delivery of health 
care services, and of promoting the quality of services of the type 
for which payment may be made under this title, enter into con-
tracts with quality improvement organizations pursuant to part B 
of title XI of this Act. 

(h)(1) The Secretary— 
(A) shall waive the application of subsection (a)(22) in cases 

in which— 
(i) there is no method available for the submission of 

claims in an electronic form; or 
(ii) the entity submitting the claim is a small provider 

of services or supplier; and 
(B) may waive the application of such subsection in such un-

usual cases as the Secretary finds appropriate. 
(2) For purposes of this subsection, the term ‘‘small provider of 

services or supplier’’ means— 
(A) a provider of services with fewer than 25 full-time equiv-

alent employees; or 
(B) a physician, practitioner, facility, or supplier (other than 

provider of services) with fewer than 10 full-time equivalent 
employees. 

(i) In order to supplement the activities of the Medicare Payment 
Advisory Commission under section 1886(e) in assessing the safety, 
efficacy, and cost-effectiveness of new and existing medical proce-
dures, the Secretary may carry out, or award grants or contracts 
for, original research and experimentation of the type described in 
clause (ii) of section 1886(e)(6)(E) with respect to such a procedure 
if the Secretary finds that— 
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(1) such procedure is not of sufficient commercial value to 
justify research and experimentation by a commercial organi-
zation; 

(2) research and experimentation with respect to such proce-
dure is not of a type that may appropriately be carried out by 
an institute, division, or bureau of the National Institutes of 
Health; and 

(3) such procedure has the potential to be more cost-effective 
in the treatment of a condition than procedures currently in 
use with respect to such condition. 

(j)(1) Any advisory committee appointed to advise the Secretary 
on matters relating to the interpretation, application, or implemen-
tation of subsection (a)(1) shall assure the full participation of a 
nonvoting member in the deliberations of the advisory committee, 
and shall provide such nonvoting member access to all information 
and data made available to voting members of the advisory com-
mittee, other than information that— 

(A) is exempt from disclosure pursuant to subsection (a) of 
section 552 of title 5, United States Code, by reason of sub-
section (b)(4) of such section (relating to trade secrets); or 

(B) the Secretary determines would present a conflict of in-
terest relating to such nonvoting member. 

(2) If an advisory committee described in paragraph (1) organizes 
into panels of experts according to types of items or services consid-
ered by the advisory committee, any such panel of experts may re-
port any recommendation with respect to such items or services di-
rectly to the Secretary without the prior approval of the advisory 
committee or an executive committee thereof. 

(k)(1) Subject to paragraph (2), a group health plan (as defined 
in subsection (a)(1)(A)(v)) providing supplemental or secondary cov-
erage to individuals also entitled to services under this title shall 
not require a medicare claims determination under this title for 
dental benefits specifically excluded under subsection (a)(12) as a 
condition of making a claims determination for such benefits under 
the group health plan. 

(2) A group health plan may require a claims determination 
under this title in cases involving or appearing to involve inpatient 
dental hospital services or dental services expressly covered under 
this title pursuant to actions taken by the Secretary. 

(l) NATIONAL AND LOCAL COVERAGE DETERMINATION PROCESS.— 
(1) FACTORS AND EVIDENCE USED IN MAKING NATIONAL COV-

ERAGE DETERMINATIONS.—The Secretary shall make available 
to the public the factors considered in making national cov-
erage determinations of whether an item or service is reason-
able and necessary. The Secretary shall develop guidance docu-
ments to carry out this paragraph in a manner similar to the 
development of guidance documents under section 701(h) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 371(h)). 

(2) TIMEFRAME FOR DECISIONS ON REQUESTS FOR NATIONAL 
COVERAGE DETERMINATIONS.—In the case of a request for a na-
tional coverage determination that— 

(A) does not require a technology assessment from an 
outside entity or deliberation from the Medicare Coverage 
Advisory Committee, the decision on the request shall be 
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made not later than 6 months after the date of the re-
quest; or 

(B) requires such an assessment or deliberation and in 
which a clinical trial is not requested, the decision on the 
request shall be made not later than 9 months after the 
date of the request. 

(3) PROCESS FOR PUBLIC COMMENT IN NATIONAL COVERAGE 
DETERMINATIONS.— 

(A) PERIOD FOR PROPOSED DECISION.—Not later than the 
end of the 6-month period (or 9-month period for requests 
described in paragraph (2)(B)) that begins on the date a re-
quest for a national coverage determination is made, the 
Secretary shall make a draft of proposed decision on the 
request available to the public through the Internet 
website of the Centers for Medicare & Medicaid Services 
or other appropriate means. 

(B) 30-DAY PERIOD FOR PUBLIC COMMENT.—Beginning on 
the date the Secretary makes a draft of the proposed deci-
sion available under subparagraph (A), the Secretary shall 
provide a 30-day period for public comment on such draft. 

(C) 60-DAY PERIOD FOR FINAL DECISION.—Not later than 
60 days after the conclusion of the 30-day period referred 
to under subparagraph (B), the Secretary shall— 

(i) make a final decision on the request; 
(ii) include in such final decision summaries of the 

public comments received and responses to such com-
ments; 

(iii) make available to the public the clinical evi-
dence and other data used in making such a decision 
when the decision differs from the recommendations of 
the Medicare Coverage Advisory Committee; and 

(iv) in the case of a final decision under clause (i) to 
grant the request for the national coverage determina-
tion, the Secretary shall assign a temporary or perma-
nent code (whether existing or unclassified) and imple-
ment the coding change. 

(4) CONSULTATION WITH OUTSIDE EXPERTS IN CERTAIN NA-
TIONAL COVERAGE DETERMINATIONS.—With respect to a request 
for a national coverage determination for which there is not a 
review by the Medicare Coverage Advisory Committee, the Sec-
retary shall consult with appropriate outside clinical experts. 

(5) LOCAL COVERAGE DETERMINATION PROCESS.— 
(A) PLAN TO PROMOTE CONSISTENCY OF COVERAGE DETER-

MINATIONS.—The Secretary shall develop a plan to evalu-
ate new local coverage determinations to determine which 
determinations should be adopted nationally and to what 
extent greater consistency can be achieved among local 
coverage determinations. 

(B) CONSULTATION.—The Secretary shall require the fis-
cal intermediaries or carriers providing services within the 
same area to consult on all new local coverage determina-
tions within the area. 

(C) DISSEMINATION OF INFORMATION.—The Secretary 
should serve as a center to disseminate information on 
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local coverage determinations among fiscal intermediaries 
and carriers to reduce duplication of effort. 

(6) NATIONAL AND LOCAL COVERAGE DETERMINATION DE-
FINED.—For purposes of this subsection— 

(A) NATIONAL COVERAGE DETERMINATION.—The term 
‘‘national coverage determination’’ means a determination 
by the Secretary with respect to whether or not a par-
ticular item or service is covered nationally under this 
title. 

(B) LOCAL COVERAGE DETERMINATION.—The term ‘‘local 
coverage determination’’ has the meaning given that in 
section 1869(f)(2)(B). 

(m) COVERAGE OF ROUTINE COSTS ASSOCIATED WITH CERTAIN 
CLINICAL TRIALS OF CATEGORY A DEVICES.— 

(1) IN GENERAL.—In the case of an individual entitled to ben-
efits under part A, or enrolled under part B, or both who par-
ticipates in a category A clinical trial, the Secretary shall not 
exclude under subsection (a)(1) payment for coverage of routine 
costs of care (as defined by the Secretary) furnished to such in-
dividual in the trial. 

(2) CATEGORY A CLINICAL TRIAL.—For purposes of paragraph 
(1), a ‘‘category A clinical trial’’ means a trial of a medical de-
vice if— 

(A) the trial is of an experimental/investigational (cat-
egory A) medical device (as defined in regulations under 
section 405.201(b) of title 42, Code of Federal Regulations 
(as in effect as of September 1, 2003)); 

(B) the trial meets criteria established by the Secretary 
to ensure that the trial conforms to appropriate scientific 
and ethical standards; and 

(C) in the case of a trial initiated before January 1, 
2010, the device involved in the trial has been determined 
by the Secretary to be intended for use in the diagnosis, 
monitoring, or treatment of an immediately life-threat-
ening disease or condition. 

(n) REQUIREMENT OF A SURETY BOND FOR CERTAIN PROVIDERS OF 
SERVICES AND SUPPLIERS.— 

(1) IN GENERAL.—The Secretary may require a provider of 
services or supplier described in paragraph (2) to provide the 
Secretary on a continuing basis with a surety bond in a form 
specified by the Secretary in an amount (not less than $50,000) 
that the Secretary determines is commensurate with the vol-
ume of the billing of the provider of services or supplier. The 
Secretary may waive the requirement of a bond under the pre-
ceding sentence in the case of a provider of services or supplier 
that provides a comparable surety bond under State law. 

(2) PROVIDER OF SERVICES OR SUPPLIER DESCRIBED.—A pro-
vider of services or supplier described in this paragraph is a 
provider of services or supplier the Secretary determines ap-
propriate based on the level of risk involved with respect to the 
provider of services or supplier, and consistent with the surety 
bond requirements under sections 1834(a)(16)(B) and 
1861(o)(7)(C). 

(o) SUSPENSION OF PAYMENTS PENDING INVESTIGATION OF CRED-
IBLE ALLEGATIONS OF FRAUD.— 
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(1) IN GENERAL.—The Secretary may suspend payments to a 
provider of services or supplier under this title pending an in-
vestigation of a credible allegation of fraud against the pro-
vider of services or supplier, unless the Secretary determines 
there is good cause not to suspend such payments. 

(2) CONSULTATION.—The Secretary shall consult with the In-
spector General of the Department of Health and Human Serv-
ices in determining whether there is a credible allegation of 
fraud against a provider of services or supplier. 

(3) PROMULGATION OF REGULATIONS.—The Secretary shall 
promulgate regulations to carry out this subsection and section 
1903(i)(2)(C). 

* * * * * * * 

ADMINISTRATION 

SEC. 1874. (a) Except as otherwise provided in this title and in 
the Railroad Retirement Act of 1974, the insurance programs es-
tablished by this title shall be administered by the Secretary. The 
Secretary may perform any of his functions under this title di-
rectly, or by contract providing for payment in advance or by way 
of reimbursement, and in such installments, as the Secretary may 
deem necessary. 

(b) The Secretary may contract with any person, agency, or insti-
tution to secure on a reimbursable basis such special data, actu-
arial information, and other information as may be necessary in 
the carrying out of his functions under this title. 

(c) In the course of any hearing, investigation, or other pro-
ceeding that he is authorized to conduct under this title, the Sec-
retary may administer oaths and affirmations. 

(d) INCLUSION OF MEDICARE PROVIDER AND SUPPLIER PAYMENTS 
IN FEDERAL PAYMENT LEVY PROGRAM.— 

(1) IN GENERAL.—The Centers for Medicare & Medicaid Serv-
ices shall take all necessary steps to participate in the Federal 
Payment Levy Program under section 6331(h) of the Internal 
Revenue Code of 1986 as soon as possible and shall ensure 
that— 

(A) at least 50 percent of all payments under parts A 
and B are processed through such program beginning 
within 1 year after the date of the enactment of this sec-
tion; 

(B) at least 75 percent of all payments under parts A 
and B are processed through such program beginning 
within 2 years after such date; and 

(C) all payments under parts A and B are processed 
through such program beginning not later than September 
30, 2011. 

(2) ASSISTANCE.—The Financial Management Service and 
the Internal Revenue Service shall provide assistance to the 
Centers for Medicare & Medicaid Services to ensure that all 
payments described in paragraph (1) are included in the Fed-
eral Payment Levy Program by the deadlines specified in that 
subsection. 

(e) AVAILABILITY OF MEDICARE DATA.— 
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(1) IN GENERAL.—Subject to paragraph (4), the Secretary 
shall make available to qualified entities (as defined in para-
graph (2)) data described in paragraph (3) for the evaluation 
of the performance of providers of services and suppliers. 

(2) QUALIFIED ENTITIES.—For purposes of this subsection, the 
term ‘‘qualified entity’’ means a public or private entity that— 

(A) is qualified (as determined by the Secretary) to use 
claims data to evaluate the performance of providers of 
services and suppliers on measures of quality, efficiency, 
effectiveness, and resource use; and 

(B) agrees to meet the requirements described in para-
graph (4) and meets such other requirements as the Sec-
retary may specify, such as ensuring security of data. 

(3) DATA DESCRIBED.—The data described in this paragraph 
are standardized extracts (as determined by the Secretary) of 
claims data under parts A, B, and D for items and services fur-
nished under such parts for one or more specified geographic 
areas and time periods requested by a qualified entity. The 
Secretary shall take such actions as the Secretary deems nec-
essary to protect the identity of individuals entitled to or en-
rolled for benefits under such parts. 

(4) REQUIREMENTS.— 
(A) FEE.—Data described in paragraph (3) shall be made 

available to a qualified entity under this subsection at a 
fee equal to the cost of making such data available. Any 
fee collected pursuant to the preceding sentence shall be 
deposited into the Federal Supplementary Medical Insur-
ance Trust Fund under section 1841. 

(B) SPECIFICATION OF USES AND METHODOLOGIES.—A 
qualified entity requesting data under this subsection 
shall— 

(i) submit to the Secretary a description of the meth-
odologies that such qualified entity will use to evalu-
ate the performance of providers of services and sup-
pliers using such data; 

(ii)(I) except as provided in subclause (II), if avail-
able, use standard measures, such as measures en-
dorsed by the entity with a contract under section 
1890(a) and measures developed pursuant to section 
931 of the Public Health Service Act; or 

(II) use alternative measures if the Secretary, in 
consultation with appropriate stakeholders, deter-
mines that use of such alternative measures would be 
more valid, reliable, responsive to consumer pref-
erences, cost-effective, or relevant to dimensions of 
quality and resource use not addressed by such stand-
ard measures; 

(iii) include data made available under this sub-
section with claims data from sources other than 
claims data under this title in the evaluation of per-
formance of providers of services and suppliers; 

(iv) only include information on the evaluation of 
performance of providers and suppliers in reports de-
scribed in subparagraph (C); 
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(v) make available to providers of services and sup-
pliers, upon their request, data made available under 
this subsection; and 

(vi) prior to their release, submit to the Secretary 
the format of reports under subparagraph (C). 

(C) REPORTS.—Any report by a qualified entity evalu-
ating the performance of providers of services and sup-
pliers using data made available under this subsection 
shall— 

(i) include an understandable description of the 
measures, which shall include quality measures and 
the rationale for use of other measures described in 
subparagraph (B)(ii)(II), risk adjustment methods, 
physician attribution methods, other applicable meth-
ods, data specifications and limitations, and the spon-
sors, so that consumers, providers of services and sup-
pliers, health plans, researchers, and other stake-
holders can assess such reports; 

(ii) be made available confidentially, to any provider 
of services or supplier to be identified in such report, 
prior to the public release of such report, and provide 
an opportunity to appeal and correct errors; 

(iii) only include information on a provider of serv-
ices or supplier in an aggregate form as determined 
appropriate by the Secretary; and 

(iv) except as described in clause (ii), be made avail-
able to the public. 

(D) APPROVAL AND LIMITATION OF USES.—The Secretary 
shall not make data described in paragraph (3) available 
to a qualified entity unless the qualified entity agrees to 
release the information on the evaluation of performance 
of providers of services and suppliers. Such entity shall 
only use such data, and information derived from such 
evaluation, for the reports under subparagraph (C). Data 
released to a qualified entity under this subsection shall 
not be subject to discovery or admission as evidence in ju-
dicial or administrative proceedings without consent of the 
applicable provider of services or supplier. 

(f) REQUIREMENT FOR THE SECRETARY TO ESTABLISH POLICIES 
AND CLAIMS EDITS RELATING TO INCARCERATED INDIVIDUALS, INDI-
VIDUALS NOT LAWFULLY PRESENT, AND DECEASED INDIVIDUALS.— 
The Secretary shall establish and maintain procedures, including 
procedures for using claims processing edits, updating eligibility in-
formation to improve provider accessibility, and conducting 
recoupment activities such as through recovery audit contractors, in 
order to ensure that payment is not made under this title for items 
and services furnished to an individual who is one of the following: 

(1) An individual who is incarcerated. 
(2) An individual who is not lawfully present in the United 

States and who is not eligible for coverage under this title. 
(3) A deceased individual. 

CONTRACTS WITH MEDICARE ADMINISTRATIVE CONTRACTORS 

SEC. 1874A. (a) AUTHORITY.— 
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(1) AUTHORITY TO ENTER INTO CONTRACTS.—The Secretary 
may enter into contracts with any eligible entity to serve as a 
medicare administrative contractor with respect to the per-
formance of any or all of the functions described in paragraph 
(4) or parts of those functions (or, to the extent provided in a 
contract, to secure performance thereof by other entities). 

(2) ELIGIBILITY OF ENTITIES.—An entity is eligible to enter 
into a contract with respect to the performance of a particular 
function described in paragraph (4) only if— 

(A) the entity has demonstrated capability to carry out 
such function; 

(B) the entity complies with such conflict of interest 
standards as are generally applicable to Federal acquisi-
tion and procurement; 

(C) the entity has sufficient assets to financially support 
the performance of such function; and 

(D) the entity meets such other requirements as the Sec-
retary may impose. 

(3) MEDICARE ADMINISTRATIVE CONTRACTOR DEFINED.—For 
purposes of this title and title XI— 

(A) IN GENERAL.—The term ‘‘medicare administrative 
contractor’’ means an agency, organization, or other person 
with a contract under this section. 

(B) APPROPRIATE MEDICARE ADMINISTRATIVE CON-
TRACTOR.—With respect to the performance of a particular 
function in relation to an individual entitled to benefits 
under part A or enrolled under part B, or both, a specific 
provider of services or supplier (or class of such providers 
of services or suppliers), the ‘‘appropriate’’ medicare ad-
ministrative contractor is the medicare administrative con-
tractor that has a contract under this section with respect 
to the performance of that function in relation to that indi-
vidual, provider of services or supplier or class of provider 
of services or supplier. 

(4) FUNCTIONS DESCRIBED.—The functions referred to in 
paragraphs (1) and (2) are payment functions (including the 
function of developing local coverage determinations, as de-
fined in section 1869(f)(2)(B)), provider services functions, and 
functions relating to services furnished to individuals entitled 
to benefits under part A or enrolled under part B, or both, as 
follows: 

(A) DETERMINATION OF PAYMENT AMOUNTS.—Deter-
mining (subject to the provisions of section 1878 and to 
such review by the Secretary as may be provided for by 
the contracts) the amount of the payments required pursu-
ant to this title to be made to providers of services, sup-
pliers and individuals. 

(B) MAKING PAYMENTS.—Making payments described in 
subparagraph (A) (including receipt, disbursement, and ac-
counting for funds in making such payments). 

(C) BENEFICIARY EDUCATION AND ASSISTANCE.—Pro-
viding education and outreach to individuals entitled to 
benefits under part A or enrolled under part B, or both, 
and providing assistance to those individuals with specific 
issues, concerns, or problems. 
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(D) PROVIDER CONSULTATIVE SERVICES.—Providing con-
sultative services to institutions, agencies, and other per-
sons to enable them to establish and maintain fiscal 
records necessary for purposes of this title and otherwise 
to qualify as providers of services or suppliers. 

(E) COMMUNICATION WITH PROVIDERS.—Communicating 
to providers of services and suppliers any information or 
instructions furnished to the medicare administrative con-
tractor by the Secretary, and facilitating communication 
between such providers and suppliers and the Secretary. 

(F) PROVIDER EDUCATION AND TECHNICAL ASSISTANCE.— 
Performing the functions relating to provider education, 
training, and technical assistance. 

(G) IMPROPER PAYMENT OUTREACH AND EDUCATION PRO-
GRAM.—Having in place an improper payment outreach 
and education program described in subsection (h). 

ø(G)¿ (H) ADDITIONAL FUNCTIONS.—Performing such 
other functions, including (subject to paragraph (5)) func-
tions under the Medicare Integrity Program under section 
1893, as are necessary to carry out the purposes of this 
title. 

(5) RELATIONSHIP TO MIP CONTRACTS.— 
(A) NONDUPLICATION OF DUTIES.—In entering into con-

tracts under this section, the Secretary shall assure that 
functions of medicare administrative contractors in car-
rying out activities under parts A and B do not duplicate 
activities carried out under a contract entered into under 
the Medicare Integrity Program under section 1893. The 
previous sentence shall not apply with respect to the activ-
ity described in section 1893(b)(5) (relating to prior author-
ization of certain items of durable medical equipment 
under section 1834(a)(15)). 

(B) CONSTRUCTION.—An entity shall not be treated as a 
medicare administrative contractor merely by reason of 
having entered into a contract with the Secretary under 
section 1893. 

(6) APPLICATION OF FEDERAL ACQUISITION REGULATION.—Ex-
cept to the extent inconsistent with a specific requirement of 
this section, the Federal Acquisition Regulation applies to con-
tracts under this section. 

(b) CONTRACTING REQUIREMENTS.— 
(1) USE OF COMPETITIVE PROCEDURES.— 

(A) IN GENERAL.—Except as provided in laws with gen-
eral applicability to Federal acquisition and procurement 
or in subparagraph (B), the Secretary shall use competitive 
procedures when entering into contracts with medicare ad-
ministrative contractors under this section, taking into ac-
count performance quality as well as price and other fac-
tors. 

(B) RENEWAL OF CONTRACTS.—The Secretary may renew 
a contract with a medicare administrative contractor 
under this section from term to term without regard to 
section 5 of title 41, United States Code, or any other pro-
vision of law requiring competition, if the medicare admin-
istrative contractor has met or exceeded the performance 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00285 Fmt 6659 Sfmt 6601 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



280 

requirements applicable with respect to the contract and 
contractor, except that the Secretary shall provide for the 
application of competitive procedures under such a con-
tract not less frequently than once every ø5 years¿ 10 
years. 

(C) TRANSFER OF FUNCTIONS.—The Secretary may trans-
fer functions among medicare administrative contractors 
consistent with the provisions of this paragraph. The Sec-
retary shall ensure that performance quality is considered 
in such transfers. The Secretary shall provide public notice 
(whether in the Federal Register or otherwise) of any such 
transfer (including a description of the functions so trans-
ferred, a description of the providers of services and sup-
pliers affected by such transfer, and contact information 
for the contractors involved). 

(D) INCENTIVES FOR QUALITY.—The Secretary shall pro-
vide incentives for medicare administrative contractors to 
provide quality service and to promote efficiency. 

(2) COMPLIANCE WITH REQUIREMENTS.—No contract under 
this section shall be entered into with any medicare adminis-
trative contractor unless the Secretary finds that such medi-
care administrative contractor will perform its obligations 
under the contract efficiently and effectively and will meet 
such requirements as to financial responsibility, legal author-
ity, quality of services provided, and other matters as the Sec-
retary finds pertinent. 

(3) PERFORMANCE REQUIREMENTS.— 
(A) DEVELOPMENT OF SPECIFIC PERFORMANCE REQUIRE-

MENTS.— 
(i) IN GENERAL.—The Secretary shall develop con-

tract performance requirements to carry out the spe-
cific requirements applicable under this title to a func-
tion described in subsection (a)(4) and shall develop 
standards for measuring the extent to which a con-
tractor has met such requirements. Such requirements 
shall include specific performance duties expected of a 
medical director of a medicare administrative con-
tractor, including requirements relating to professional 
relations and the availability of such director to con-
duct medical determination activities within the juris-
diction of such a contractor. 

(ii) CONSULTATION.—In developing such performance 
requirements and standards for measurement, the 
Secretary shall consult with providers of services, or-
ganizations representative of beneficiaries under this 
title, and organizations and agencies performing func-
tions necessary to carry out the purposes of this sec-
tion with respect to such performance requirements. 

(iii) PUBLICATION OF STANDARDS.—The Secretary 
shall make such performance requirements and meas-
urement standards available to the public. 

(iv) CONTRACTOR PERFORMANCE TRANSPARENCY.—To 
the extent possible without compromising the process 
for entering into and renewing contracts with medicare 
administrative contractors under this section, the Sec-
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retary shall make available to the public the perform-
ance of each medicare administrative contractor with 
respect to such performance requirements and measure-
ment standards. 

(B) CONSIDERATIONS.—The Secretary shall include, as 
one of the standards developed under subparagraph (A), 
provider and beneficiary satisfaction levels. 

(C) INCLUSION IN CONTRACTS.—All contractor perform-
ance requirements shall be set forth in the contract be-
tween the Secretary and the appropriate medicare admin-
istrative contractor. Such performance requirements— 

(i) shall reflect the performance requirements pub-
lished under subparagraph (A), but may include addi-
tional performance requirements; 

(ii) shall be used for evaluating contractor perform-
ance under the contract; and 

(iii) shall be consistent with the written statement of 
work provided under the contract. 

(4) INFORMATION REQUIREMENTS.—The Secretary shall not 
enter into a contract with a medicare administrative contractor 
under this section unless the contractor agrees— 

(A) to furnish to the Secretary such timely information 
and reports as the Secretary may find necessary in per-
forming his functions under this title; and 

(B) to maintain such records and afford such access 
thereto as the Secretary finds necessary to assure the cor-
rectness and verification of the information and reports 
under subparagraph (A) and otherwise to carry out the 
purposes of this title. 

(5) SURETY BOND.—A contract with a medicare administra-
tive contractor under this section may require the medicare ad-
ministrative contractor, and any of its officers or employees 
certifying payments or disbursing funds pursuant to the con-
tract, or otherwise participating in carrying out the contract, to 
give surety bond to the United States in such amount as the 
Secretary may deem appropriate. 

(c) TERMS AND CONDITIONS.— 
(1) IN GENERAL.—A contract with any medicare administra-

tive contractor under this section may contain such terms and 
conditions as the Secretary finds necessary or appropriate and 
may provide for advances of funds to the medicare administra-
tive contractor for the making of payments by it under sub-
section (a)(4)(B). 

(2) PROHIBITION ON MANDATES FOR CERTAIN DATA COLLEC-
TION.—The Secretary may not require, as a condition of enter-
ing into, or renewing, a contract under this section, that the 
medicare administrative contractor match data obtained other 
than in its activities under this title with data used in the ad-
ministration of this title for purposes of identifying situations 
in which the provisions of section 1862(b) may apply. 

(d) LIMITATION ON LIABILITY OF MEDICARE ADMINISTRATIVE CON-
TRACTORS AND CERTAIN OFFICERS.— 

(1) CERTIFYING OFFICER.—No individual designated pursuant 
to a contract under this section as a certifying officer shall, in 
the absence of the reckless disregard of the individual’s obliga-
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tions or the intent by that individual to defraud the United 
States, be liable with respect to any payments certified by the 
individual under this section. 

(2) DISBURSING OFFICER.—No disbursing officer shall, in the 
absence of the reckless disregard of the officer’s obligations or 
the intent by that officer to defraud the United States, be lia-
ble with respect to any payment by such officer under this sec-
tion if it was based upon an authorization (which meets the ap-
plicable requirements for such internal controls established by 
the Comptroller General of the United States) of a certifying 
officer designated as provided in paragraph (1) of this sub-
section. 

(3) LIABILITY OF MEDICARE ADMINISTRATIVE CONTRACTOR.— 
(A) IN GENERAL.—No medicare administrative contractor 

shall be liable to the United States for a payment by a cer-
tifying or disbursing officer unless, in connection with such 
payment, the medicare administrative contractor acted 
with reckless disregard of its obligations under its medi-
care administrative contract or with intent to defraud the 
United States. 

(B) RELATIONSHIP TO FALSE CLAIMS ACT.—Nothing in 
this subsection shall be construed to limit liability for con-
duct that would constitute a violation of sections 3729 
through 3731 of title 31, United States Code. 

(4) INDEMNIFICATION BY SECRETARY.— 
(A) IN GENERAL.—Subject to subparagraphs (B) and (D), 

in the case of a medicare administrative contractor (or a 
person who is a director, officer, or employee of such a con-
tractor or who is engaged by the contractor to participate 
directly in the claims administration process) who is made 
a party to any judicial or administrative proceeding arising 
from or relating directly to the claims administration proc-
ess under this title, the Secretary may, to the extent the 
Secretary determines to be appropriate and as specified in 
the contract with the contractor, indemnify the contractor 
and such persons. 

(B) CONDITIONS.—The Secretary may not provide indem-
nification under subparagraph (A) insofar as the liability 
for such costs arises directly from conduct that is deter-
mined by the judicial proceeding or by the Secretary to be 
criminal in nature, fraudulent, or grossly negligent. If in-
demnification is provided by the Secretary with respect to 
a contractor before a determination that such costs arose 
directly from such conduct, the contractor shall reimburse 
the Secretary for costs of indemnification. 

(C) SCOPE OF INDEMNIFICATION.—Indemnification by the 
Secretary under subparagraph (A) may include payment of 
judgments, settlements (subject to subparagraph (D)), 
awards, and costs (including reasonable legal expenses). 

(D) WRITTEN APPROVAL FOR SETTLEMENTS OR COM-
PROMISES.—A contractor or other person described in sub-
paragraph (A) may not propose to negotiate a settlement 
or compromise of a proceeding described in such subpara-
graph without the prior written approval of the Secretary 
to negotiate such settlement or compromise. Any indem-
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nification under subparagraph (A) with respect to amounts 
paid under a settlement or compromise of a proceeding de-
scribed in such subparagraph are conditioned upon prior 
written approval by the Secretary of the final settlement 
or compromise. 

(E) CONSTRUCTION.—Nothing in this paragraph shall be 
construed— 

(i) to change any common law immunity that may 
be available to a medicare administrative contractor or 
person described in subparagraph (A); or 

(ii) to permit the payment of costs not otherwise al-
lowable, reasonable, or allocable under the Federal Ac-
quisition Regulation. 

(e) REQUIREMENTS FOR INFORMATION SECURITY.— 
(1) DEVELOPMENT OF INFORMATION SECURITY PROGRAM.—A 

medicare administrative contractor that performs the functions 
referred to in subparagraphs (A) and (B) of subsection (a)(4) 
(relating to determining and making payments) shall imple-
ment a contractor-wide information security program to pro-
vide information security for the operation and assets of the 
contractor with respect to such functions under this title. An 
information security program under this paragraph shall meet 
the requirements for information security programs imposed 
on Federal agencies under paragraphs (1) through (8) of sec-
tion 3544(b) of title 44, United States Code (other than the re-
quirements under paragraphs (2)(D)(i), (5)(A), and (5)(B) of 
such section). 

(2) INDEPENDENT AUDITS.— 
(A) PERFORMANCE OF ANNUAL EVALUATIONS.—Each year 

a medicare administrative contractor that performs the 
functions referred to in subparagraphs (A) and (B) of sub-
section (a)(4) (relating to determining and making pay-
ments) shall undergo an evaluation of the information se-
curity of the contractor with respect to such functions 
under this title. The evaluation shall— 

(i) be performed by an entity that meets such re-
quirements for independence as the Inspector General 
of the Department of Health and Human Services may 
establish; and 

(ii) test the effectiveness of information security con-
trol techniques of an appropriate subset of the contrac-
tor’s information systems (as defined in section 
3502(8) of title 44, United States Code) relating to 
such functions under this title and an assessment of 
compliance with the requirements of this subsection 
and related information security policies, procedures, 
standards and guidelines, including policies and proce-
dures as may be prescribed by the Director of the Of-
fice of Management and Budget and applicable infor-
mation security standards promulgated under section 
11331 of title 40, United States Code. 

(B) DEADLINE FOR INITIAL EVALUATION.— 
(i) NEW CONTRACTORS.—In the case of a medicare 

administrative contractor covered by this subsection 
that has not previously performed the functions re-
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ferred to in subparagraphs (A) and (B) of subsection 
(a)(4) (relating to determining and making payments) 
as a fiscal intermediary or carrier under section 1816 
or 1842, the first independent evaluation conducted 
pursuant to subparagraph (A) shall be completed prior 
to commencing such functions. 

(ii) OTHER CONTRACTORS.—In the case of a medicare 
administrative contractor covered by this subsection 
that is not described in clause (i), the first inde-
pendent evaluation conducted pursuant to subpara-
graph (A) shall be completed within 1 year after the 
date the contractor commences functions referred to in 
clause (i) under this section. 

(C) REPORTS ON EVALUATIONS.— 
(i) TO THE DEPARTMENT OF HEALTH AND HUMAN 

SERVICES.—The results of independent evaluations 
under subparagraph (A) shall be submitted promptly 
to the Inspector General of the Department of Health 
and Human Services and to the Secretary. 

(ii) TO CONGRESS.—The Inspector General of the De-
partment of Health and Human Services shall submit 
to Congress annual reports on the results of such eval-
uations, including assessments of the scope and suffi-
ciency of such evaluations. 

(iii) AGENCY REPORTING.—The Secretary shall ad-
dress the results of such evaluations in reports re-
quired under section 3544(c) of title 44, United States 
Code. 

(f) INCENTIVES TO IMPROVE CONTRACTOR PERFORMANCE IN PRO-
VIDER EDUCATION AND OUTREACH.—The Secretary shall use specific 
claims payment error rates or similar methodology of medicare ad-
ministrative contractors in the processing or reviewing of medicare 
claims in order to give such contractors an incentive to implement 
effective education and outreach programs for providers of services 
and suppliers. 

(g) COMMUNICATIONS WITH BENEFICIARIES, PROVIDERS OF SERV-
ICES AND SUPPLIERS.— 

(1) COMMUNICATION STRATEGY.—The Secretary shall develop 
a strategy for communications with individuals entitled to ben-
efits under part A or enrolled under part B, or both, and with 
providers of services and suppliers under this title. 

(2) RESPONSE TO WRITTEN INQUIRIES.—Each medicare admin-
istrative contractor shall, for those providers of services and 
suppliers which submit claims to the contractor for claims 
processing and for those individuals entitled to benefits under 
part A or enrolled under part B, or both, with respect to whom 
claims are submitted for claims processing, provide general 
written responses (which may be through electronic trans-
mission) in a clear, concise, and accurate manner to inquiries 
of providers of services, suppliers, and individuals entitled to 
benefits under part A or enrolled under part B, or both, con-
cerning the programs under this title within 45 business days 
of the date of receipt of such inquiries. 

(3) RESPONSE TO TOLL-FREE LINES.—The Secretary shall en-
sure that each medicare administrative contractor shall pro-
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vide, for those providers of services and suppliers which submit 
claims to the contractor for claims processing and for those in-
dividuals entitled to benefits under part A or enrolled under 
part B, or both, with respect to whom claims are submitted for 
claims processing, a toll-free telephone number at which such 
individuals, providers of services, and suppliers may obtain in-
formation regarding billing, coding, claims, coverage, and other 
appropriate information under this title. 

(4) MONITORING OF CONTRACTOR RESPONSES.— 
(A) IN GENERAL.—Each medicare administrative con-

tractor shall, consistent with standards developed by the 
Secretary under subparagraph (B)— 

(i) maintain a system for identifying who provides 
the information referred to in paragraphs (2) and (3); 
and 

(ii) monitor the accuracy, consistency, and timeliness 
of the information so provided. 

(B) DEVELOPMENT OF STANDARDS.— 
(i) IN GENERAL.—The Secretary shall establish and 

make public standards to monitor the accuracy, con-
sistency, and timeliness of the information provided in 
response to written and telephone inquiries under this 
subsection. Such standards shall be consistent with 
the performance requirements established under sub-
section (b)(3). 

(ii) EVALUATION.—In conducting evaluations of indi-
vidual medicare administrative contractors, the Sec-
retary shall take into account the results of the moni-
toring conducted under subparagraph (A) taking into 
account as performance requirements the standards 
established under clause (i). The Secretary shall, in 
consultation with organizations representing providers 
of services, suppliers, and individuals entitled to bene-
fits under part A or enrolled under part B, or both, es-
tablish standards relating to the accuracy, consistency, 
and timeliness of the information so provided. 

(C) DIRECT MONITORING.—Nothing in this paragraph 
shall be construed as preventing the Secretary from di-
rectly monitoring the accuracy, consistency, and timeliness 
of the information so provided. 

(5) AUTHORIZATION OF APPROPRIATIONS.—There are author-
ized to be appropriated such sums as are necessary to carry 
out this subsection. 

(h) IMPROPER PAYMENT OUTREACH AND EDUCATION PROGRAM.— 
(1) IN GENERAL.—In order to reduce improper payments 

under this title, each medicare administrative contractor shall 
establish and have in place an improper payment outreach and 
education program under which the contractor, through out-
reach, education, training, and technical assistance or other ac-
tivities, shall provide providers of services and suppliers located 
in the region covered by the contract under this section with the 
information described in paragraph (2). The activities described 
in the preceding sentence shall be conducted on a regular basis. 

(2) INFORMATION TO BE PROVIDED THROUGH ACTIVITIES.—The 
information to be provided under such payment outreach and 
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education program shall include information the Secretary de-
termines to be appropriate which may include the following in-
formation: 

(A) A list of the providers’ or suppliers’ most frequent and 
expensive payment errors over the last quarter. 

(B) Specific instructions regarding how to correct or 
avoid such errors in the future. 

(C) A notice of new topics that have been approved by the 
Secretary for audits conducted by recovery audit contrac-
tors under section 1893(h). 

(D) Specific instructions to prevent future issues related 
to such new audits. 

(E) Other information determined appropriate by the Sec-
retary. 

(3) PRIORITY.—A medicare administrative contractor shall 
give priority to activities under such program that will reduce 
improper payments that are one or more of the following: 

(A) Are for items and services that have the highest rate 
of improper payment. 

(B) Are for items and service that have the greatest total 
dollar amount of improper payments. 

(C) Are due to clear misapplication or misinterpretation 
of Medicare policies. 

(D) Are clearly due to common and inadvertent clerical 
or administrative errors. 

(E) Are due to other types of errors that the Secretary de-
termines could be prevented through activities under the 
program. 

(4) INFORMATION ON IMPROPER PAYMENTS FROM RECOVERY 
AUDIT CONTRACTORS.— 

(A) IN GENERAL.—In order to assist medicare administra-
tive contractors in carrying out improper payment outreach 
and education programs, the Secretary shall provide each 
contractor with a complete list of the types of improper pay-
ments identified by recovery audit contractors under section 
1893(h) with respect to providers of services and suppliers 
located in the region covered by the contract under this sec-
tion. Such information shall be provided on a time frame 
the Secretary determines appropriate which may be on a 
quarterly basis. 

(B) INFORMATION.—The information described in sub-
paragraph (A) shall include information such as the fol-
lowing: 

(i) Providers of services and suppliers that have the 
highest rate of improper payments. 

(ii) Providers of services and suppliers that have the 
greatest total dollar amounts of improper payments. 

(iii) Items and services furnished in the region that 
have the highest rates of improper payments. 

(iv) Items and services furnished in the region that 
are responsible for the greatest total dollar amount of 
improper payments. 

(v) Other information the Secretary determines 
would assist the contractor in carrying out the pro-
gram. 
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(5) COMMUNICATIONS.—Communications with providers of 
services and suppliers under an improper payment outreach 
and education program are subject to the standards and re-
quirements of subsection (g). 

* * * * * * * 

MEDICARE INTEGRITY PROGRAM 

SEC. 1893. (a) ESTABLISHMENT OF PROGRAM.—There is hereby es-
tablished the Medicare Integrity Program (in this section referred 
to as the ‘‘Program’’) under which the Secretary shall promote the 
integrity of the medicare program by entering into contracts in ac-
cordance with this section with eligible entities, or otherwise, to 
carry out the activities described in subsection (b). 

(b) ACTIVITIES DESCRIBED.—The activities described in this sub-
section are as follows: 

(1) Review of activities of providers of services or other indi-
viduals and entities furnishing items and services for which 
payment may be made under this title (including skilled nurs-
ing facilities and home health agencies), including medical and 
utilization review and fraud review (employing similar stand-
ards, processes, and technologies used by private health plans, 
including equipment and software technologies which surpass 
the capability of the equipment and technologies used in the 
review of claims under this title as of the date of the enact-
ment of this section). 

(2) Audit of cost reports. 
(3) Determinations as to whether payment should not be, or 

should not have been, made under this title by reason of sec-
tion 1862(b), and recovery of payments that should not have 
been made. 

(4) Education of providers of services, beneficiaries, and 
other persons with respect to payment integrity and benefit 
quality assurance issues. 

(5) Developing (and periodically updating) a list of items of 
durable medical equipment in accordance with section 
1834(a)(15) which are subject to prior authorization under such 
section. 

(6) The Medicare-Medicaid Data Match Program in accord-
ance with subsection (g). 

(c) ELIGIBILITY OF ENTITIES.—An entity is eligible to enter into 
a contract under the Program to carry out any of the activities de-
scribed in subsection (b) if— 

(1) the entity has demonstrated capability to carry out such 
activities; 

(2) in carrying out such activities, the entity agrees to co-
operate with the Inspector General of the Department of 
Health and Human Services, the Attorney General, and other 
law enforcement agencies, as appropriate, in the investigation 
and deterrence of fraud and abuse in relation to this title and 
in other cases arising out of such activities; 

(3) the entity complies with such conflict of interest stand-
ards as are generally applicable to Federal acquisition and pro-
curement; 
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(4) the entity agrees to provide the Secretary and the Inspec-
tor General of the Department of Health and Human Services 
with such performance statistics (including the number and 
amount of overpayments recovered, the number of fraud refer-
rals, and the return on investment of such activities by the en-
tity) as the Secretary or the Inspector General may request; 
and 

(5) the entity meets such other requirements as the Sec-
retary may impose. 

In the case of the activity described in subsection (b)(5), an entity 
shall be deemed to be eligible to enter into a contract under the 
Program to carry out the activity if the entity is a carrier with a 
contract in effect under section 1842. 

(d) PROCESS FOR ENTERING INTO CONTRACTS.—The Secretary 
shall enter into contracts under the Program in accordance with 
such procedures as the Secretary shall by regulation establish, ex-
cept that such procedures shall include the following: 

(1) Procedures for identifying, evaluating, and resolving or-
ganizational conflicts of interest that are generally applicable 
to Federal acquisition and procurement. 

(2) Competitive procedures to be used— 
(A) when entering into new contracts under this section; 
(B) when entering into contracts that may result in the 

elimination of responsibilities of an individual fiscal inter-
mediary or carrier under section 202(b) of the Health In-
surance Portability and Accountability Act of 1996; and 

(C) at any other time considered appropriate by the Sec-
retary, 

except that the Secretary may continue to contract with enti-
ties that are carrying out the activities described in this sec-
tion pursuant to agreements under section 1816 or contracts 
under section 1842 in effect on the date of the enactment of 
this section. 

(3) Procedures under which a contract under this section 
may be renewed without regard to any provision of law requir-
ing competition if the contractor has met or exceeded the per-
formance requirements established in the current contract. 

The Secretary may enter into such contracts without regard to final 
rules having been promulgated. 

(e) LIMITATION ON CONTRACTOR LIABILITY.—The Secretary shall 
by regulation provide for the limitation of a contractor’s liability for 
actions taken to carry out a contract under the Program, and such 
regulation shall, to the extent the Secretary finds appropriate, em-
ploy the same or comparable standards and other substantive and 
procedural provisions as are contained in section 1157. 

(f) RECOVERY OF OVERPAYMENTS.— 
(1) USE OF REPAYMENT PLANS.— 

(A) IN GENERAL.—If the repayment, within 30 days by a 
provider of services or supplier, of an overpayment under 
this title would constitute a hardship (as described in sub-
paragraph (B)), subject to subparagraph (C), upon request 
of the provider of services or supplier the Secretary shall 
enter into a plan with the provider of services or supplier 
for the repayment (through offset or otherwise) of such 
overpayment over a period of at least 6 months but not 
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longer than 3 years (or not longer than 5 years in the case 
of extreme hardship, as determined by the Secretary). In-
terest shall accrue on the balance through the period of re-
payment. Such plan shall meet terms and conditions deter-
mined to be appropriate by the Secretary. 

(B) HARDSHIP.— 
(i) IN GENERAL.—For purposes of subparagraph (A), 

the repayment of an overpayment (or overpayments) 
within 30 days is deemed to constitute a hardship if— 

(I) in the case of a provider of services that files 
cost reports, the aggregate amount of the overpay-
ments exceeds 10 percent of the amount paid 
under this title to the provider of services for the 
cost reporting period covered by the most recently 
submitted cost report; or 

(II) in the case of another provider of services or 
supplier, the aggregate amount of the overpay-
ments exceeds 10 percent of the amount paid 
under this title to the provider of services or sup-
plier for the previous calendar year. 

(ii) RULE OF APPLICATION.—The Secretary shall es-
tablish rules for the application of this subparagraph 
in the case of a provider of services or supplier that 
was not paid under this title during the previous year 
or was paid under this title only during a portion of 
that year. 

(iii) TREATMENT OF PREVIOUS OVERPAYMENTS.—If a 
provider of services or supplier has entered into a re-
payment plan under subparagraph (A) with respect to 
a specific overpayment amount, such payment amount 
under the repayment plan shall not be taken into ac-
count under clause (i) with respect to subsequent over-
payment amounts. 

(C) EXCEPTIONS.—Subparagraph (A) shall not apply if— 
(i) the Secretary has reason to suspect that the pro-

vider of services or supplier may file for bankruptcy or 
otherwise cease to do business or discontinue partici-
pation in the program under this title; or 

(ii) there is an indication of fraud or abuse com-
mitted against the program. 

(D) IMMEDIATE COLLECTION IF VIOLATION OF REPAYMENT 
PLAN.—If a provider of services or supplier fails to make 
a payment in accordance with a repayment plan under 
this paragraph, the Secretary may immediately seek to off-
set or otherwise recover the total balance outstanding (in-
cluding applicable interest) under the repayment plan. 

(E) RELATION TO NO FAULT PROVISION.—Nothing in this 
paragraph shall be construed as affecting the application 
of section 1870(c) (relating to no adjustment in the cases 
of certain overpayments). 

(2) LIMITATION ON RECOUPMENT.— 
(A) IN GENERAL.—In the case of a provider of services or 

supplier that is determined to have received an overpay-
ment under this title and that seeks a reconsideration by 
a qualified independent contractor on such determination 
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under section 1869(b)(1), the Secretary may not take any 
action (or authorize any other person, including any medi-
care contractor, as defined in subparagraph (C)) to recoup 
the overpayment until the date the decision on the recon-
sideration has been rendered. If the provisions of section 
1869(b)(1) (providing for such a reconsideration by a quali-
fied independent contractor) are not in effect, in applying 
the previous sentence any reference to such a reconsider-
ation shall be treated as a reference to a redetermination 
by the fiscal intermediary or carrier involved. 

(B) COLLECTION WITH INTEREST.—Insofar as the deter-
mination on such appeal is against the provider of services 
or supplier, interest on the overpayment shall accrue on 
and after the date of the original notice of overpayment. 
Insofar as such determination against the provider of serv-
ices or supplier is later reversed, the Secretary shall pro-
vide for repayment of the amount recouped plus interest at 
the same rate as would apply under the previous sentence 
for the period in which the amount was recouped. 

(C) MEDICARE CONTRACTOR DEFINED.—For purposes of 
this subsection, the term ‘‘medicare contractor’’ has the 
meaning given such term in section 1889(g). 

(3) LIMITATION ON USE OF EXTRAPOLATION.—A medicare con-
tractor may not use extrapolation to determine overpayment 
amounts to be recovered by recoupment, offset, or otherwise 
unless the Secretary determines that— 

(A) there is a sustained or high level of payment error; 
or 

(B) documented educational intervention has failed to 
correct the payment error. 

There shall be no administrative or judicial review under section 
1869, section 1878, or otherwise, of determinations by the Sec-
retary of sustained or high levels of payment errors under this 
paragraph. 

(4) PROVISION OF SUPPORTING DOCUMENTATION.—In the case 
of a provider of services or supplier with respect to which 
amounts were previously overpaid, a medicare contractor may 
request the periodic production of records or supporting docu-
mentation for a limited sample of submitted claims to ensure 
that the previous practice is not continuing. 

(5) CONSENT SETTLEMENT REFORMS.— 
(A) IN GENERAL.—The Secretary may use a consent set-

tlement (as defined in subparagraph (D)) to settle a pro-
jected overpayment. 

(B) OPPORTUNITY TO SUBMIT ADDITIONAL INFORMATION 
BEFORE CONSENT SETTLEMENT OFFER.—Before offering a 
provider of services or supplier a consent settlement, the 
Secretary shall— 

(i) communicate to the provider of services or sup-
plier— 

(I) that, based on a review of the medical 
records requested by the Secretary, a preliminary 
evaluation of those records indicates that there 
would be an overpayment; 
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(II) the nature of the problems identified in such 
evaluation; and 

(III) the steps that the provider of services or 
supplier should take to address the problems; and 

(ii) provide for a 45-day period during which the pro-
vider of services or supplier may furnish additional in-
formation concerning the medical records for the 
claims that had been reviewed. 

(C) CONSENT SETTLEMENT OFFER.—The Secretary shall 
review any additional information furnished by the pro-
vider of services or supplier under subparagraph (B)(ii). 
Taking into consideration such information, the Secretary 
shall determine if there still appears to be an overpay-
ment. If so, the Secretary— 

(i) shall provide notice of such determination to the 
provider of services or supplier, including an expla-
nation of the reason for such determination; and 

(ii) in order to resolve the overpayment, may offer 
the provider of services or supplier— 

(I) the opportunity for a statistically valid ran-
dom sample; or 

(II) a consent settlement. 
The opportunity provided under clause (ii)(I) does not 
waive any appeal rights with respect to the alleged over-
payment involved. 

(D) CONSENT SETTLEMENT DEFINED.—For purposes of 
this paragraph, the term ‘‘consent settlement’’ means an 
agreement between the Secretary and a provider of serv-
ices or supplier whereby both parties agree to settle a pro-
jected overpayment based on less than a statistically valid 
sample of claims and the provider of services or supplier 
agrees not to appeal the claims involved. 

(6) NOTICE OF OVER-UTILIZATION OF CODES.—The Secretary 
shall establish, in consultation with organizations representing 
the classes of providers of services and suppliers, a process 
under which the Secretary provides for notice to classes of pro-
viders of services and suppliers served by the contractor in 
cases in which the contractor has identified that particular bill-
ing codes may be overutilized by that class of providers of serv-
ices or suppliers under the programs under this title (or provi-
sions of title XI insofar as they relate to such programs). 

(7) PAYMENT AUDITS.— 
(A) WRITTEN NOTICE FOR POST-PAYMENT AUDITS.—Sub-

ject to subparagraph (C), if a medicare contractor decides 
to conduct a post-payment audit of a provider of services 
or supplier under this title, the contractor shall provide 
the provider of services or supplier with written notice 
(which may be in electronic form) of the intent to conduct 
such an audit. 

(B) EXPLANATION OF FINDINGS FOR ALL AUDITS.—Subject 
to subparagraph (C), if a medicare contractor audits a pro-
vider of services or supplier under this title, the contractor 
shall— 

(i) give the provider of services or supplier a full re-
view and explanation of the findings of the audit in a 
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manner that is understandable to the provider of serv-
ices or supplier and permits the development of an ap-
propriate corrective action plan; 

(ii) inform the provider of services or supplier of the 
appeal rights under this title as well as consent settle-
ment options (which are at the discretion of the Sec-
retary); 

(iii) give the provider of services or supplier an op-
portunity to provide additional information to the con-
tractor; and 

(iv) take into account information provided, on a 
timely basis, by the provider of services or supplier 
under clause (iii). 

(C) EXCEPTION.—Subparagraphs (A) and (B) shall not 
apply if the provision of notice or findings would com-
promise pending law enforcement activities, whether civil 
or criminal, or reveal findings of law enforcement-related 
audits. 

(8) STANDARD METHODOLOGY FOR PROBE SAMPLING.—The 
Secretary shall establish a standard methodology for medicare 
contractors to use in selecting a sample of claims for review in 
the case of an abnormal billing pattern. 

(g) MEDICARE-MEDICAID DATA MATCH PROGRAM.— 
(1) EXPANSION OF PROGRAM.— 

(A) IN GENERAL.—The Secretary shall enter into con-
tracts with eligible entities for the purpose of ensuring 
that, beginning with 2006, the Medicare-Medicaid Data 
Match Program (commonly referred to as the ‘‘Medi-Medi 
Program’’) is conducted with respect to the program estab-
lished under this title and State Medicaid programs under 
title XIX for the purpose of— 

(i) identifying program vulnerabilities in the pro-
gram established under this title and the Medicaid 
program established under title XIX through the use 
of computer algorithms to look for payment anomalies 
(including billing or billing patterns identified with re-
spect to service, time, or patient that appear to be sus-
pect or otherwise implausible); 

(ii) working with States, the Attorney General, and 
the Inspector General of the Department of Health 
and Human Services to coordinate appropriate actions 
to protect the Federal and State share of expenditures 
under the Medicaid program under title XIX, as well 
as the program established under this title; and 

(iii) increasing the effectiveness and efficiency of 
both such programs through cost avoidance, savings, 
and recoupments of fraudulent, wasteful, or abusive 
expenditures. 

(B) REPORTING REQUIREMENTS.—The Secretary shall 
make available in a timely manner any data and statis-
tical information collected by the Medi-Medi Program to 
the Attorney General, the Director of the Federal Bureau 
of Investigation, the Inspector General of the Department 
of Health and Human Services, and the States (including 
a Medicaid fraud and abuse control unit described in sec-
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tion 1903(q)). Such information shall be disseminated no 
less frequently than quarterly. 

(2) LIMITED WAIVER AUTHORITY.—The Secretary shall waive 
only such requirements of this section and of titles XI and XIX 
as are necessary to carry out paragraph (1). 

(3) INCENTIVES FOR STATES.—The Secretary shall study and, 
as appropriate, may specify incentives for States to work with 
the Secretary for the purposes described in paragraph (1)(A)(ii). 
The application of the previous sentence may include use of the 
waiver authority described in paragraph (2). 

(h) USE OF RECOVERY AUDIT CONTRACTORS.— 
(1) IN GENERAL.—Under the Program, the Secretary shall 

enter into contracts with recovery audit contractors in accord-
ance with this subsection for the purpose of identifying under-
payments and overpayments and recouping overpayments 
under this title with respect to all services for which payment 
is made under this title. Under the contracts— 

(A) payment shall be made to such a contractor only 
from amounts recovered; 

(B) from such amounts recovered, payment— 
(i) shall be made on a contingent basis for collecting 

overpayments; and 
(ii) may be made in such amounts as the Secretary 

may specify for identifying underpayments; and 
(C) the Secretary shall retain a portion of the amounts 

recovered which shall be available to the program manage-
ment account of the Centers for Medicare & Medicaid 
Services for purposes of activities conducted under the re-
covery audit program under this subsection. 

(2) DISPOSITION OF REMAINING RECOVERIES.—The amounts 
recovered under such contracts that are not paid to the con-
tractor under paragraph (1) or retained by the Secretary under 
paragraph (1)(C) or paragraph (10) shall be applied to reduce 
expenditures under this title. 

(3) NATIONWIDE COVERAGE.—The Secretary shall enter into 
contracts under paragraph (1) in a manner so as to provide for 
activities in all States under such a contract by not later than 
January 1, 2010 (not later than December 31, 2010, in the case 
of contracts relating to payments made under part C or D). 

(4) AUDIT AND RECOVERY PERIODS.—Each such contract shall 
provide that audit and recovery activities may be conducted 
during a fiscal year with respect to payments made under this 
title— 

(A) during such fiscal year; and 
(B) retrospectively (for a period of not more than 4 fiscal 

years prior to such fiscal year). 
(5) WAIVER.—The Secretary shall waive such provisions of 

this title as may be necessary to provide for payment of recov-
ery audit contractors under this subsection in accordance with 
paragraph (1). 

(6) QUALIFICATIONS OF CONTRACTORS.— 
(A) IN GENERAL.—The Secretary may not enter into a 

contract under paragraph (1) with a recovery audit con-
tractor unless the contractor has staff that has the appro-
priate clinical knowledge of, and experience with, the pay-
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ment rules and regulations under this title or the con-
tractor has, or will contract with, another entity that has 
such knowledgeable and experienced staff. 

(B) INELIGIBILITY OF CERTAIN CONTRACTORS.—The Sec-
retary may not enter into a contract under paragraph (1) 
with a recovery audit contractor to the extent the con-
tractor is a fiscal intermediary under section 1816, a car-
rier under section 1842, or a medicare administrative con-
tractor under section 1874A. 

(C) PREFERENCE FOR ENTITIES WITH DEMONSTRATED PRO-
FICIENCY.—In awarding contracts to recovery audit con-
tractors under paragraph (1), the Secretary shall give pref-
erence to those risk entities that the Secretary determines 
have demonstrated more than 3 years direct management 
experience and a proficiency for cost control or recovery 
audits with private insurers, health care providers, health 
plans, under the Medicaid program under title XIX, or 
under this title. 

(7) CONSTRUCTION RELATING TO CONDUCT OF INVESTIGATION 
OF FRAUD.—A recovery of an overpayment to a individual or 
entity by a recovery audit contractor under this subsection 
shall not be construed to prohibit the Secretary or the Attorney 
General from investigating and prosecuting, if appropriate, al-
legations of fraud or abuse arising from such overpayment. 

(8) ANNUAL REPORT.—The Secretary shall annually submit to 
Congress a report on the use of recovery audit contractors 
under this subsection. Each such report shall include informa-
tion on the performance of such contractors in identifying un-
derpayments and overpayments and recouping overpayments, 
including an evaluation of the comparative performance of 
such contractors and savings to the program under this title. 

(9) SPECIAL RULES RELATING TO PARTS C AND D.—The Sec-
retary shall enter into contracts under paragraph (1) to require 
recovery audit contractors to— 

(A) ensure that each MA plan under part C has an anti- 
fraud plan in effect and to review the effectiveness of each 
such anti-fraud plan; 

(B) ensure that each prescription drug plan under part 
D has an anti-fraud plan in effect and to review the effec-
tiveness of each such anti-fraud plan; 

(C) examine claims for reinsurance payments under sec-
tion 1860D–15(b) to determine whether prescription drug 
plans submitting such claims incurred costs in excess of 
the allowable reinsurance costs permitted under paragraph 
(2) of that section; and 

(D) review estimates submitted by prescription drug 
plans by private plans with respect to the enrollment of 
high cost beneficiaries (as defined by the Secretary) and to 
compare such estimates with the numbers of such bene-
ficiaries actually enrolled by such plans. 

(10) USE OF CERTAIN RECOVERED FUNDS.— 
(A) IN GENERAL.—After application of paragraph (1)(C), 

the Secretary shall retain a portion of the amounts recov-
ered by recovery audit contractors for each year under this 
section which shall be available to the program manage-
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ment account of the Centers for Medicare & Medicaid Serv-
ices for purposes of, subject to subparagraph (B), carrying 
out sections 1833(z), 1834(l)(16), and 1874A(a)(4)(G), car-
rying out section 16(b) of the Protecting the Integrity of 
Medicare Act of 2015, and implementing strategies (such as 
claims processing edits) to help reduce the error rate of pay-
ments under this title. The amounts retained under the pre-
ceding sentence shall not exceed an amount equal to 15 per-
cent of the amounts recovered under this subsection, and 
shall remain available until expended. 

(B) LIMITATION.—Except for uses that support claims 
processing (including edits) or system functionality for de-
tecting fraud, amounts retained under subparagraph (A) 
may not be used for technological-related infrastructure, 
capital investments, or information systems. 

(C) NO REDUCTION IN PAYMENTS TO RECOVERY AUDIT 
CONTRACTORS.—Nothing in subparagraph (A) shall reduce 
amounts available for payments to recovery audit contrac-
tors under this subsection. 

(i) EVALUATIONS AND ANNUAL REPORT.— 
(1) EVALUATIONS.—The Secretary shall conduct evaluations 

of eligible entities which the Secretary contracts with under 
the Program not less frequently than every 3 years. 

(2) ANNUAL REPORT.—Not later than 180 days after the end 
of each fiscal year (beginning with fiscal year 2011), the Sec-
retary shall submit a report to Congress which identifies— 

(A) the use of funds, including funds transferred from 
the Federal Hospital Insurance Trust Fund under section 
1817 and the Federal Supplementary Insurance Trust 
Fund under section 1841, to carry out this section; and 

(B) the effectiveness of the use of such funds. 
(j) EXPANDING ACTIVITIES OF MEDICARE DRUG INTEGRITY CON-

TRACTORS (MEDICS).— 
(1) ACCESS TO INFORMATION.—Under contracts entered into 

under this section with Medicare drug integrity contractors, the 
Secretary shall authorize such contractors to directly accept pre-
scription and necessary medical records from entities such as 
pharmacies, prescription drug plans, and physicians with re-
spect to an individual in order for such contractors to provide 
information relevant to the determination of whether such indi-
vidual is an at-risk beneficiary for prescription drug abuse, as 
defined in section 1860D–4(c)(5)(C). 

(2) REQUIREMENT FOR ACKNOWLEDGMENT OF REFERRALS.—If 
a PDP sponsor refers information to a contractor described in 
paragraph (1) in order for such contractor to assist in the deter-
mination described in such paragraph, the contractor shall— 

(A) acknowledge to the PDP sponsor receipt of the refer-
ral; and 

(B) in the case that any PDP sponsor contacts the con-
tractor requesting to know the determination by the con-
tractor of whether or not an individual has been deter-
mined to be an individual described such paragraph, shall 
inform such PDP sponsor of such determination on a date 
that is not later than 15 days after the date on which the 
PDP sponsor contacts the contractor. 
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(3) MAKING DATA AVAILABLE TO OTHER ENTITIES.— 
(A) IN GENERAL.—For purposes of carrying out this sub-

section, subject to subparagraph (B), the Secretary shall au-
thorize MEDICs to respond to requests for information from 
PDP sponsors, State prescription drug monitoring pro-
grams, and other entities delegated by PDP sponsors using 
available programs and systems in the effort to prevent 
fraud, waste, and abuse. 

(B) HIPAA COMPLIANT INFORMATION ONLY.—Information 
may only be disclosed by a MEDIC under subparagraph 
(A) if the disclosure of such information is permitted under 
the Federal regulations (concerning the privacy of individ-
ually identifiable health information) promulgated under 
section 264(c) of the Health Insurance Portability and Ac-
countability Act of 1996 (42 U.S.C. 1320d–2 note). 

* * * * * * * 

MEDICARE IMPROVEMENT FUND 

SEC. 1898. 
(a) ESTABLISHMENT.—The Secretary shall establish under this 

title a Medicare Improvement Fund (in this section referred to as 
the ‘Fund’) which shall be available to the Secretary to make im-
provements under the original Medicare fee-for-service program 
under parts A and B for individuals entitled to, or enrolled for, ben-
efits under part or enrolled under part B including adjustments to 
payments for items and services furnished by providers of services 
and suppliers under such original Medicare fee-for-service program. 

(b) FUNDING.— 
(1) IN GENERAL.—There shall be available to the Fund, for 

expenditures from the Fund for services furnished during and 
after fiscal year 2020, ø$195,000,000¿ $0. 

(2) PAYMENT FROM TRUST FUNDS.—The amount specified 
under paragraph (1) shall be available to the Fund, as expendi-
tures are made from the Fund, from the Federal Hospital In-
surance Trust Fund and the Federal Supplementary Medical 
Insurance Trust Fund in such proportion as the Secretary de-
termines appropriate. 

(3) FUNDING LIMITATION.—Amounts in the Fund shall be 
available in advance of appropriations but only if the total 
amount obligated from the Fund does not exceed the amount 
available to the Fund under paragraph (1). The Secretary may 
obligate funds from the Fund only if the Secretary determines 
(and the Chief Actuary of the Centers for Medicare & Medicaid 
Services and the appropriate budget officer certify) that there 
are available in the Fund sufficient amounts to cover all such 
obligations incurred consistent with the previous sentence. 

(4) NO EFFECT ON PAYMENTS IN SUBSEQUENT YEARS.—In the 
case that expenditures from the Fund are applied to, or other-
wise affect, a payment rate for an item or service under this 
title for a year, the payment rate for such item or service shall 
be computed for a subsequent year as if such application or ef-
fect had never occurred. 

* * * * * * * 
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TEXT OF EXISTING LAW AMENDED OR REPEALED BY THE BILL, AS 
REPORTED 

In compliance with clause 3(e)(1)(A) of rule XIII of the Rules of 
the House of Representatives, the text of each section proposed to 
be amended or repealed by the bill, as reported, is shown below: 

SOCIAL SECURITY ACT 

* * * * * * * 

TITLE II—FEDERAL OLD-AGE, SURVIVORS, AND DISABILITY 
INSURANCE BENEFITS 

* * * * * * * 

EVIDENCE, PROCEDURE, AND CERTIFICATION FOR PAYMENT 

SEC. 205. (a) The Commissioner of Social Security shall have full 
power and authority to make rules and regulations and to establish 
procedures, not inconsistent with the provisions of this title, which 
are necessary or appropriate to carry out such provisions, and shall 
adopt reasonable and proper rules and regulations to regulate and 
provide for the nature and extent of the proofs and evidence and 
the method of taking and furnishing the same in order to establish 
the right to benefits hereunder. 

(b)(1) The Commissioner of Social Security is directed to make 
findings of fact, and decisions as to the rights of any individual ap-
plying for a payment under this title. Any such decision by the 
Commissioner of Social Security which involves a determination of 
disability and which is in whole or in part unfavorable to such indi-
vidual shall contain a statement of the case, in understandable lan-
guage, setting forth a discussion of the evidence, and stating the 
Commissioner’s determination and the reason or reasons upon 
which it is based. Upon request by any such individual or upon re-
quest by a wife, divorced wife, widow, surviving divorced wife, sur-
viving divorced mother, surviving divorced father, husband, di-
vorced husband, widower, surviving divorced husband, child, or 
parent who makes a showing in writing that his or her rights may 
be prejudiced by any decision the Commissioner of Social Security 
has rendered, the Commissioner shall give such applicant and such 
other individual reasonable notice and opportunity for a hearing 
with respect to such decision, and, if a hearing is held, shall, on 
the basis of evidence adduced at the hearing, affirm, modify, or re-
verse the Commissioner’s findings of fact and such decision. Any 
such request with respect to such a decision must be filed within 
sixty days after notice of such decision is received by the individual 
making such request. The Commissioner of Social Security is fur-
ther authorized, on the Commissioner’s own motion, to hold such 
hearings and to conduct such investigations and other proceedings 
as the Commissioner may deem necessary or proper for the admin-
istration of this title. In the course of any hearing, investigation, 
or other proceeding, the Commissioner may administer oaths and 
affirmations, examine witnesses, and receive evidence. Evidence 
may be received at any hearing before the Commissioner of Social 
Security even though inadmissible under rules of evidence applica-
ble to court procedure. 
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(2) In any case where— 
(A) an individual is a recipient of disability insurance bene-

fits, or of child’s, widow’s, or widower’s insurance benefits 
based on disability, 

(B) the physical or mental impairment on the basis of which 
such benefits are payable is found to have ceased, not to have 
existed, or to no longer be disabling, and 

(C) as a consequence of the finding described in subpara-
graph (B), such individual is determined by the Commissioner 
of Social Security not to be entitled to such benefits, 

any reconsideration of the finding described in subparagraph (B), 
in connection with a reconsideration by the Commissioner of Social 
Security (before any hearing under paragraph (1) on the issue of 
such entitlement) of the Commissioner’s determination described in 
subparagraph (C), shall be made only after opportunity for an evi-
dentiary hearing, with regard to the finding described in subpara-
graph (B), which is reasonably accessible to such individual. Any 
reconsideration of a finding described in subparagraph (B) may be 
made either by the State agency or the Commissioner of Social Se-
curity where the finding was originally made by the State agency, 
and shall be made by the Commissioner of Social Security where 
the finding was originally made by the Commissioner of Social Se-
curity. In the case of a reconsideration by a State agency of a find-
ing described in subparagraph (B) which was originally made by 
such State agency, the evidentiary hearing shall be held by an ad-
judicatory unit of the State agency other than the unit that made 
the finding described in subparagraph (B). In the case of a recon-
sideration by the Commissioner of Social Security of a finding de-
scribed in subparagraph (B) which was originally made by the 
Commissioner of Social Security, the evidentiary hearing shall be 
held by a person other than the person or persons who made the 
finding described in subparagraph (B). 

(3)(A) A failure to timely request review of an initial adverse de-
termination with respect to an application for any benefit under 
this title or an adverse determination on reconsideration of such an 
initial determination shall not serve as a basis for denial of a sub-
sequent application for any benefit under this title if the applicant 
demonstrates that the applicant, or any other individual referred 
to in paragraph (1), failed to so request such a review acting in 
good faith reliance upon incorrect, incomplete, or misleading infor-
mation, relating to the consequences of reapplying for benefits in 
lieu of seeking review of an adverse determination, provided by any 
officer or employee of the Social Security Administration or any 
State agency acting under section 221. 

(B) In any notice of an adverse determination with respect to 
which a review may be requested under paragraph (1), the Com-
missioner of Social Security shall describe in clear and specific lan-
guage the effect on possible entitlement to benefits under this title 
of choosing to reapply in lieu of requesting review of the determina-
tion. 

(c)(1) For the purposes of this subsection— 
(A) The term ‘‘year’’ means a calendar year when used with 

respect to wages and a taxable year when used with respect to 
self-employment income. 
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(B) The term ‘‘time limitation’’ means a period of three years, 
three months, and fifteen days. 

(C) The term ‘‘survivor’’ means an individual’s spouse, sur-
viving divorced wife, surviving divorced husband, surviving di-
vorced mother, surviving divorced father, child, or parent, who 
survives such individual. 

(D) The term ‘‘period’’ when used with respect to self-employ-
ment income means a taxable year and when used with respect 
to wages means— 

(i) a quarter if wages were reported or should have been 
reported on a quarterly basis on tax returns filed with the 
Secretary of the Treasury or his delegate under section 
6011 of the Internal Revenue Code of 1986 or regulations 
thereunder (or on reports filed by a State under section 
218(e) (as in effect prior to December 31, 1986) or regula-
tions thereunder), 

(ii) a year if wages were reported or should have been 
reported on a yearly basis on such tax returns or reports, 
or 

(iii) the half year beginning January 1 or July 1 in the 
case of wages which were reported or should have been re-
ported for calendar year 1937. 

(2)(A) On the basis of information obtained by or submitted to 
the Commissioner of Social Security, and after such verification 
thereof as the Commissioner deems necessary, the Commissioner of 
Social Security shall establish and maintain records of the amounts 
of wages paid to, and the amounts of self-employment income de-
rived by, each individual and of the periods in which such wages 
were paid and such income was derived and, upon request, shall 
inform any individual or his survivor, or the legal representative 
of such individual or his estate, of the amounts of wages and self- 
employment income of such individual and the periods during 
which such wages were paid and such income was derived, as 
shown by such records at the time of such request. 

(B)(i) In carrying out the Commissioner’s duties under subpara-
graph (A) and subparagraph (F), the Commissioner of Social Secu-
rity shall take affirmative measures to assure that social security 
account numbers will, to the maximum extent practicable, be as-
signed to all members of appropriate groups or categories of indi-
viduals by assigning such numbers (or ascertaining that such num-
bers have already been assigned): 

(I) to aliens at the time of their lawful admission to the 
United States either for permanent residence or under other 
authority of law permitting them to engage in employment in 
the United States and to other aliens at such time as their sta-
tus is so changed as to make it lawful for them to engage in 
such employment; 

(II) to any individual who is an applicant for or recipient of 
benefits under any program financed in whole or in part from 
Federal funds including any child on whose behalf such bene-
fits are claimed by another person; and 

(III) to any other individual when it appears that he could 
have been but was not assigned an account number under the 
provisions of subclauses (I) or (II) but only after such investiga-
tion as is necessary to establish to the satisfaction of the Com-
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missioner of Social Security, the identity of such individual, the 
fact that an account number has not already been assigned to 
such individual, and the fact that such individual is a citizen 
or a noncitizen who is not, because of his alien status, prohib-
ited from engaging in employment; 

and, in carrying out such duties, the Commissioner of Social Secu-
rity is authorized to take affirmative measures to assure the 
issuance of social security numbers: 

(IV) to or on behalf of children who are below school age at 
the request of their parents or guardians; and 

(V) to children of school age at the time of their first enroll-
ment in school. 

(ii) The Commissioner of Social Security shall require of appli-
cants for social security account numbers such evidence as may be 
necessary to establish the age, citizenship, or alien status, and true 
identity of such applicants, and to determine which (if any) social 
security account number has previously been assigned to such indi-
vidual. With respect to an application for a social security account 
number for an individual who has not attained the age of 18 before 
such application, such evidence shall include the information de-
scribed in subparagraph (C)(ii). 

(iii) In carrying out the requirements of this subparagraph, the 
Commissioner of Social Security shall enter into such agreements 
as may be necessary with the Attorney General and other officials 
and with State and local welfare agencies and school authorities 
(including nonpublic school authorities). 

(C)(i) It is the policy of the United States that any State (or polit-
ical subdivision thereof) may, in the administration of any tax, gen-
eral public assistance, driver’s license, or motor vehicle registration 
law within its jurisdiction, utilize the social security account num-
bers issued by the Commissioner of Social Security for the purpose 
of establishing the identification of individuals affected by such 
law, and may require any individual who is or appears to be so af-
fected to furnish to such State (or political subdivision thereof) or 
any agency thereof having administrative responsibility for the law 
involved, the social security account number (or numbers, if he has 
more than one such number) issued to him by the Commissioner 
of Social Security. 

(ii) In the administration of any law involving the issuance of a 
birth certificate, each State shall require each parent to furnish to 
such State (or political subdivision thereof) or any agency thereof 
having administrative responsibility for the law involved, the social 
security account number (or numbers, if the parent has more than 
one such number) issued to the parent unless the State (in accord-
ance with regulations prescribed by the Commissioner of Social Se-
curity) finds good cause for not requiring the furnishing of such 
number. The State shall make numbers furnished under this sub-
clause available to the Commissioner of Social Security and the 
agency administering the State’s plan under part D of title IV in 
accordance with Federal or State law and regulation. Such num-
bers shall not be recorded on the birth certificate. A State shall not 
use any social security account number, obtained with respect to 
the issuance by the State of a birth certificate, for any purpose 
other than for the enforcement of child support orders in effect in 
the State, unless section 7(a) of the Privacy Act of 1974 does not 
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prohibit the State from requiring the disclosure of such number, by 
reason of the State having adopted, before January 1, 1975, a stat-
ute or regulation requiring such disclosure. 

(iii)(I) In the administration of section 9 of the Food and Nutri-
tion Act of 2008 (7 U.S.C. 2018) involving the determination of the 
qualifications of applicants under such Act, the Secretary of Agri-
culture may require each applicant retail store or wholesale food 
concern to furnish to the Secretary of Agriculture the social secu-
rity account number of each individual who is an officer of the store 
or concern and, in the case of a privately owned applicant, furnish 
the social security account numbers of the owners of such appli-
cant. No officer or employee of the Department of Agriculture shall 
have access to any such number for any purpose other than the es-
tablishment and maintenance of a list of the names and social se-
curity account numbers of such individuals for use in determining 
those applicants who have been previously sanctioned or convicted 
under section 12 or 15 of such Act (7 U.S.C. 2021 or 2024). 

(II) The Secretary of Agriculture may share any information con-
tained in any list referred to in subclause (I) with any other agency 
or instrumentality of the United States which otherwise has access 
to social security account numbers in accordance with this sub-
section or other applicable Federal law, except that the Secretary 
of Agriculture may share such information only to the extent that 
such Secretary determines such sharing would assist in verifying 
and matching such information against information maintained by 
such other agency or instrumentality. Any such information shared 
pursuant to this subclause may be used by such other agency or 
instrumentality only for the purpose of effective administration and 
enforcement of the Food and Nutrition Act of 2008 or for the pur-
pose of investigation of violations of other Federal laws or enforce-
ment of such laws. 

(III) The Secretary of Agriculture, and the head of any other 
agency or instrumentality referred to in this subclause, shall re-
strict, to the satisfaction of the Commissioner of Social Security, ac-
cess to social security account numbers obtained pursuant to this 
clause only to officers and employees of the United States whose 
duties or responsibilities require access for the purposes described 
in subclause (II). 

(IV) The Secretary of Agriculture, and the head of any agency or 
instrumentality with which information is shared pursuant to 
clause (II), shall provide such other safeguards as the Commis-
sioner of Social Security determines to be necessary or appropriate 
to protect the confidentiality of the social security account num-
bers. 

(iv) In the administration of section 506 of the Federal Crop In-
surance Act, the Federal Crop Insurance Corporation may require 
each policyholder and each reinsured company to furnish to the in-
surer or to the Corporation the social security account number of 
such policyholder, subject to the requirements of this clause. No of-
ficer or employee of the Federal Crop Insurance Corporation shall 
have access to any such number for any purpose other than the es-
tablishment of a system of records necessary for the effective ad-
ministration of such Act. The Manager of the Corporation may re-
quire each policyholder to provide to the Manager, at such times 
and in such manner as prescribed by the Manager, the social secu-
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rity account number of each individual that holds or acquires a 
substantial beneficial interest in the policyholder. For purposes of 
this clause, the term ‘‘substantial beneficial interest’’ means not 
less than 5 percent of all beneficial interest in the policyholder. The 
Secretary of Agriculture shall restrict, to the satisfaction of the 
Commissioner of Social Security, access to social security account 
numbers obtained pursuant to this clause only to officers and em-
ployees of the United States or authorized persons whose duties or 
responsibilities require access for the administration of the Federal 
Crop Insurance Act. The Secretary of Agriculture shall provide 
such other safeguards as the Commissioner of Social Security de-
termines to be necessary or appropriate to protect the confiden-
tiality of such social security account numbers. For purposes of this 
clause the term ‘‘authorized person’’ means an officer or employee 
of an insurer whom the Manager of the Corporation designates by 
rule, subject to appropriate safeguards including a prohibition 
against the release of such social security account number (other 
than to the Corporation) by such person. 

(v) If and to the extent that any provision of Federal law here-
tofore enacted is inconsistent with the policy set forth in clause (i), 
such provision shall, on and after the date of the enactment of this 
subparagraph, be null, void, and of no effect. If and to the extent 
that any such provision is inconsistent with the requirement set 
forth in clause (ii), such provision shall, on and after the date of 
the enactment of such subclause, be null, void, and of no effect. 

(vi)(I) For purposes of clause (i) of this subparagraph, an agency 
of a State (or political subdivision thereof) charged with the admin-
istration of any general public assistance, driver’s license, or motor 
vehicle registration law which did not use the social security ac-
count number for identification under a law or regulation adopted 
before January 1, 1975, may require an individual to disclose his 
or her social security number to such agency solely for the purpose 
of administering the laws referred to in clause (i) above and for the 
purpose of responding to requests for information from an agency 
administering a program funded under part A of title IV or an 
agency operating pursuant to the provisions of part D of such title. 

(II) Any State or political subdivision thereof (and any person 
acting as an agent of such an agency or instrumentality), in the ad-
ministration of any driver’s license or motor vehicle registration 
law within its jurisdiction, may not display a social security ac-
count number issued by the Commissioner of Social Security (or 
any derivative of such number) on any driver’s license, motor vehi-
cle registration, or personal identification card (as defined in sec-
tion 7212(a)(2) of the 9/11 Commission Implementation Act of 
2004), or include, on any such license, registration, or personal 
identification card, a magnetic strip, bar code, or other means of 
communication which conveys such number (or derivative thereof). 

(vii) For purposes of this subparagraph, the term ‘‘State’’ includes 
the District of Columbia, the Commonwealth of Puerto Rico, the 
Virgin Islands, Guam, the Commonwealth of the Northern Mari-
anas, and the Trust Territory of the Pacific Islands. 

(viii)(I) Social security account numbers and related records that 
are obtained or maintained by authorized persons pursuant to any 
provision of law enacted on or after October 1, 1990, shall be con-
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fidential, and no authorized person shall disclose any such social 
security account number or related record. 

(II) Paragraphs (1), (2), and (3) of section 7213(a) of the Internal 
Revenue Code of 1986 shall apply with respect to the unauthorized 
willful disclosure to any person of social security account numbers 
and related records obtained or maintained by an authorized per-
son pursuant to a provision of law enacted on or after October 1, 
1990, in the same manner and to the same extent as such para-
graphs apply with respect to unauthorized disclosures of return 
and return information described in such paragraphs. Paragraph 
(4) of section 7213(a) of such Code shall apply with respect to the 
willful offer of any item of material value in exchange for any such 
social security account number or related record in the same man-
ner and to the same extent as such paragraph applies with respect 
to offers (in exchange for any return or return information) de-
scribed in such paragraph. 

(III) For purposes of this clause, the term ‘‘authorized person’’ 
means an officer or employee of the United States, an officer or em-
ployee of any State, political subdivision of a State, or agency of a 
State or political subdivision of a State, and any other person (or 
officer or employee thereof), who has or had access to social secu-
rity account numbers or related records pursuant to any provision 
of law enacted on or after October 1, 1990. For purposes of this 
subclause, the term ‘‘officer or employee’’ includes a former officer 
or employee. 

(IV) For purposes of this clause, the term ‘‘related record’’ means 
any record, list, or compilation that indicates, directly or indirectly, 
the identity of any individual with respect to whom a social secu-
rity account number or a request for a social security account num-
ber is maintained pursuant to this clause. 

(ix) In the administration of the provisions of chapter 81 of title 
5, United States Code, and the Longshore and Harbor Workers’ 
Compensation Act (33 U.S.C. 901 et seq.), the Secretary of Labor 
may require by regulation that any person filing a notice of injury 
or a claim for benefits under such provisions provide as part of 
such notice or claim such person’s social security account number, 
subject to the requirements of this clause. No officer or employee 
of the Department of Labor shall have access to any such number 
for any purpose other than the establishment of a system of records 
necessary for the effective administration of such provisions. The 
Secretary of Labor shall restrict, to the satisfaction of the Commis-
sioner of Social Security, access to social security account numbers 
obtained pursuant to this clause to officers and employees of the 
United States whose duties or responsibilities require access for 
the administration or enforcement of such provisions. The Sec-
retary of Labor shall provide such other safeguards as the Commis-
sioner of Social Security determines to be necessary or appropriate 
to protect the confidentiality of the social security account num-
bers. 

(x) The Secretary of Health and Human Services, and the Ex-
changes established under section 1311 of the Patient Protection 
and Affordable Care Act, are authorized to collect and use the 
names and social security account numbers of individuals as re-
quired to administer the provisions of, and the amendments made 
by, the such Act. 
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(x) No Federal, State, or local agency may display the Social Se-
curity account number of any individual, or any derivative of such 
number, on any check issued for any payment by the Federal, 
State, or local agency. 

(xi) No Federal, State, or local agency may employ, or enter into 
a contract for the use or employment of, prisoners in any capacity 
that would allow such prisoners access to the Social Security ac-
count numbers of other individuals. For purposes of this clause, the 
term ‘‘prisoner’’ means an individual confined in a jail, prison, or 
other penal institution or correctional facility pursuant to such in-
dividual’s conviction of a criminal offense. 

(D)(i) It is the policy of the United States that— 
(I) any State (or any political subdivision of a State) and any 

authorized blood donation facility may utilize the social secu-
rity account numbers issued by the Commissioner of Social Se-
curity for the purpose of identifying blood donors, and 

(II) any State (or political subdivision of a State) may require 
any individual who donates blood within such State (or polit-
ical subdivision) to furnish to such State (or political subdivi-
sion), to any agency thereof having related administrative re-
sponsibility, or to any authorized blood donation facility the so-
cial security account number (or numbers, if the donor has 
more than one such number) issued to the donor by the Com-
missioner of Social Security. 

(ii) If and to the extent that any provision of Federal law enacted 
before the date of the enactment of this subparagraph is incon-
sistent with the policy set forth in clause (i), such provision shall, 
on and after such date, be null, void, and of no effect. 

(iii) For purposes of this subparagraph— 
(I) the term ‘‘authorized blood donation facility’’ means an 

entity described in section 1141(h)(1)(B), and 
(II) the term ‘‘State’’ includes the District of Columbia, the 

Commonwealth of Puerto Rico, the Virgin Islands, Guam, the 
Commonwealth of the Northern Marianas, and the Trust Terri-
tory of the Pacific Islands. 

(E)(i) It is the policy of the United States that— 
(I) any State (or any political subdivision of a State) may uti-

lize the social security account numbers issued by the Commis-
sioner of Social Security for the additional purposes described 
in clause (ii) if such numbers have been collected and are oth-
erwise utilized by such State (or political subdivision) in ac-
cordance with applicable law, and 

(II) any district court of the United States may use, for such 
additional purposes, any such social security account numbers 
which have been so collected and are so utilized by any State. 

(ii) The additional purposes described in this clause are the fol-
lowing: 

(I) Identifying duplicate names of individuals on master lists 
used for jury selection purposes. 

(II) Identifying on such master lists those individuals who 
are ineligible to serve on a jury by reason of their conviction 
of a felony. 

(iii) To the extent that any provision of Federal law enacted be-
fore the date of the enactment of this subparagraph is inconsistent 
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with the policy set forth in clause (i), such provision shall, on and 
after that date, be null, void, and of no effect. 

(iv) For purposes of this subparagraph, the term ‘‘State’’ has the 
meaning such term has in subparagraph (D). 

(F) The Commissioner of Social Security shall require, as a condi-
tion for receipt of benefits under this title, that an individual fur-
nish satisfactory proof of a social security account number assigned 
to such individual by the Commissioner of Social Security or, in the 
case of an individual to whom no such number has been assigned, 
that such individual make proper application for assignment of 
such a number. 

(G) The Commissioner of Social Security shall issue a social secu-
rity card to each individual at the time of the issuance of a social 
security account number to such individual. The social security 
card shall be made of banknote paper, and (to the maximum extent 
practicable) shall be a card which cannot be counterfeited. 

(H) The Commissioner of Social Security shall share with the 
Secretary of the Treasury the information obtained by the Commis-
sioner pursuant to the second sentence of subparagraph (B)(ii) and 
to subparagraph (C)(ii) for the purpose of administering those sec-
tions of the Internal Revenue Code of 1986 which grant tax bene-
fits based on support or residence of children. 

(3) The Commissioner’s record shall be evidence for the purpose 
of proceedings before the Commissioner of Social Security or any 
court of the amounts of wages paid to, and self-employment income 
derived by, an individual and of the periods in which such wages 
were paid and such income was derived. The absence of an entry 
in such records as to wages alleged to have been paid to, or as to 
self-employment income alleged to have been derived by, an indi-
vidual in any period shall be evidence that no such alleged wages 
were paid to, or that no such alleged income was derived by, such 
individual during such period. 

(4) Prior to the expiration of the time limitation following any 
year the Commissioner of Social Security may, if it is brought to 
the Commissioner’s attention that any entry of wages or self-em-
ployment income in the Commissioner’s records for such year is er-
roneous or that any item of wages or self-employment income for 
such year has been omitted from such records, correct such entry 
or include such omitted item in his records, as the case may be. 
After the expiration of the time limitation following any year— 

(A) the Commissioner’s records (with changes, if any, made 
pursuant to paragraph (5)) of the amounts of wages paid to, 
and self-employment income derived by, an individual during 
any period in such year shall be conclusive for the purposes of 
this title; 

(B) the absence of an entry in the Commissioner’s records as 
to the wages alleged to have been paid by an employer to an 
individual during any period in such year shall be presumptive 
evidence for the purposes of this title that no such alleged 
wages were paid to such individual in such period; and 

(C) the absence of an entry in the Commissioner’s records as 
to the self-employment income alleged to have been derived by 
an individual in such year shall be conclusive for the purposes 
of this title that no such alleged self-employment income was 
derived by such individual in such year unless it is shown that 
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he filed a tax return of his self-employment income for such 
year before the expiration of the time limitation following such 
year, in which case the Commissioner of Social Security shall 
include in the Commissioner’s records the self-employment in-
come of such individual for such year. 

(5) After the expiration of the time limitation following any year 
in which wages were paid or alleged to have been paid to, or self- 
employment income was derived or alleged to have been derived 
by, an individual, the Commissioner of Social Security may change 
or delete any entry with respect to wages or self-employment in-
come in the Commissioner’s records of such year for such indi-
vidual or include in the Commissioner’s records of such year for 
such individual any omitted item of wages or self-employment in-
come but only— 

(A) if an application for monthly benefits or for a lump-sum 
death payment was filed within the time limitation following 
such year; except that no such change, deletion, or inclusion 
may be made pursuant to this subparagraph after a final deci-
sion upon the application for monthly benefits or lump-sum 
death payment; 

(B) if within the time limitation following such year an indi-
vidual or his survivor makes a request for a change or deletion, 
or for an inclusion of an omitted item, and alleges in writing 
that the Commissioner’s records of the wages paid to, or the 
self-employment income derived by, such individual in such 
year are in one or more respects erroneous; except that no such 
change, deletion, or inclusion may be made pursuant to this 
subparagraph after a final decision upon such request. Written 
notice of the Commissioner’s decision on any such request shall 
be given to the individual who made the request; 

(C) to correct errors apparent on the face of such records; 
(D) to transfer items to records of the Railroad Retirement 

Board if such items were credited under this title when they 
should have been credited under the Railroad Retirement Act 
of 1937 or 1974, or to enter items transferred by the Railroad 
Retirement Board which have been credited under the Railroad 
Retirement Act of 1937 or 1974 when they should have been 
credited under this title; 

(E) to delete or reduce the amount of any entry which is er-
roneous as a result of fraud; 

(F) to conform the Commissioner’s records to— 
(i) tax returns or portions thereof (including information 

returns and other written statements) filed with the Com-
missioner of Internal Revenue under title VIII of the Social 
Security Act, under subchapter E of chapter 1 or sub-
chapter A of chapter 9 of the Internal Revenue Code of 
1939, under chapter 2 or 21 of the Internal Revenue Code 
of 1954 or the Internal Revenue Code of 1986, or under 
regulations made under authority of such title, subchapter, 
or chapter; 

(ii) wage reports filed by a State pursuant to an agree-
ment under section 218 or regulations of the Commissioner 
of Social Security thereunder; or 

(iii) assessments of amounts due under an agreement 
pursuant to section 218 (as in effect prior to December 31, 
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1986), if such assessments are made within the period 
specified in subsection (q) of such section (as so in effect), 
or allowances of credits or refunds of overpayments by a 
State under an agreement pursuant to such section; 

except that no amount of self-employment income of an indi-
vidual for any taxable year (if such return or statement was 
filed after the expiration of the time limitation following the 
taxable year) shall be included in the Commissioner’s records 
pursuant to this subparagraph; 

(G) to correct errors made in the allocation, to individuals or 
periods, of wages or self-employment income entered in the 
records of the Commissioner of Social Security; 

(H) to include wages paid during any period in such year to 
an individual by an employer; 

(I) to enter items which constitute remuneration for employ-
ment under subsection (o), such entries to be in accordance 
with certified reports of records made by the Railroad Retire-
ment Board pursuant to section 5(k)(3) of the Railroad Retire-
ment Act of 1937 or section 7(b)(7) of the Railroad Retirement 
Act of 1974; or 

(J) to include self-employment income for any taxable year, 
up to, but not in excess of, the amount of wages deleted by the 
Commissioner of Social Security as payments erroneously in-
cluded in such records as wages paid to such individual, if such 
income (or net earnings from self-employment), not already in-
cluded in such records as self-employment income, is included 
in a return or statement (referred to in subparagraph (F)) filed 
before the expiration of the time limitation following the tax-
able year in which such deletion of wages is made. 

(6) Written notice of any deletion or reduction under paragraph 
(4) or (5) shall be given to the individual whose record is involved 
or to his survivor, except that (A) in the case of a deletion or reduc-
tion with respect to any entry of wages such notice shall be given 
to such individual only if he has previously been notified by the 
Commissioner of Social Security of the amount of his wages for the 
period involved, and (B) such notice shall be given to such survivor 
only if he or the individual whose record is involved has previously 
been notified by the Commissioner of Social Security of the amount 
of such individual’s wages and self-employment income for the pe-
riod involved. 

(7) Upon request in writing (within such period, after any change 
or refusal of a request for a change of the Commissioner’s records 
pursuant to this subsection, as the Commissioner of Social Security 
may prescribe), opportunity for hearing with respect to such change 
or refusal shall be afforded to any individual or his survivor. If a 
hearing is held pursuant to this paragraph the Commissioner of 
Social Security shall make findings of fact and a decision based 
upon the evidence adduced at such hearing and shall include any 
omitted items, or change or delete any entry, in the Commissioner’s 
records as may be required by such findings and decision. 

(8) A translation into English by a third party of a statement 
made in a foreign language by an applicant for or beneficiary of 
monthly insurance benefits under this title shall not be regarded 
as reliable for any purpose under this title unless the third party, 
under penalty or perjury— 
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(A) certifies that the translation is accurate; and 
(B) discloses the nature and scope of the relationship be-

tween the third party and the applicant or recipient, as the 
case may be. 

(9) Decisions of the Commissioner of Social Security under this 
subsection shall be reviewable by commencing a civil action in the 
United States district court as provided in subsection (g). 

(d) For the purpose of any hearing, investigation, or other pro-
ceeding authorized or directed under this title, or relative to any 
other matter within the Commissioner’s jurisdiction hereunder, the 
Commissioner of Social Security shall have power to issue sub-
penas requiring the attendance and testimony of witnesses and the 
production of any evidence that relates to any matter under inves-
tigation or in question before the Commissioner of Social Security. 
Such attendance of witnesses and production of evidence at the 
designated place of such hearing, investigation, or other proceeding 
may be required from any place in the United States or in any Ter-
ritory or possession thereof. Subpenas of the Commissioner of So-
cial Security shall be served by anyone authorized by the Commis-
sioner (1) by delivering a copy thereof to the individual named 
therein, or (2) by registered mail or by certified mail addressed to 
such individual at his last dwelling place or principal place of busi-
ness. A verified return by the individual so serving the subpena 
setting forth the manner of service, or, in the case of service by reg-
istered mail or by certified mail, the return post-office receipt 
therefor signed by the individual so served, shall be proof of serv-
ice. Witnesses so subpenaed shall be paid the same fees and mile-
age as are paid witnesses in the district courts of the United 
States. 

(e) In case of contumacy by, or refusal to obey a subpena duly 
served upon, any person, any district court of the United States for 
the judicial district in which said person charged with contumacy 
or refusal to obey is found or resides or transacts business, upon 
application by the Commissioner of Social Security, shall have ju-
risdiction to issue an order requiring such person to appear and 
give testimony, or to appear and produce evidence, or both; any 
failure to obey such order of the court may be punished by said 
court as contempt thereof. 

(g) Any individual, after any final decision of the Commissioner 
of Social Security made after a hearing to which he was a party, 
irrespective of the amount in controversy, may obtain a review of 
such decision by a civil action commenced within sixty days after 
the mailing to him of notice of such decision or within such further 
time as the Commissioner of Social Security may allow. Such ac-
tion shall be brought in the district court of the United States for 
the judicial district in which the plaintiff resides, or has his prin-
cipal place of business, or, if he does not reside or have his prin-
cipal place of business within any such judicial district, in the 
United States District Court for the District of Columbia. As part 
of the Commissioner’s answer the Commissioner of Social Security 
shall file a certified copy of the transcript of the record including 
the evidence upon which the findings and decision complained of 
are based. The court shall have power to enter, upon the pleadings 
and transcript of the record, a judgment affirming, modifying, or 
reversing the decision of the Commissioner of Social Security, with 
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or without remanding the cause for a rehearing. The findings of the 
Commissioner of Social Security as to any fact, if supported by sub-
stantial evidence, shall be conclusive, and where a claim has been 
denied by the Commissioner of Social Security or a decision is ren-
dered under subsection (b) hereof which is adverse to an individual 
who was a party to the hearing before the Commissioner of Social 
Security, because of failure of the claimant or such individual to 
submit proof in conformity with any regulation prescribed under 
subsection (a) hereof, the court shall review only the question of 
conformity with such regulations and the validity of such regula-
tions. The court may, on motion of the Commissioner of Social Se-
curity made for good cause shown before the Commissioner files 
the Commissioner’s answer, remand the case to the Commissioner 
of Social Security for further action by the Commissioner of Social 
Security, and it may at any time order additional evidence to be 
taken before the Commissioner of Social Security, but only upon a 
showing that there is new evidence which is material and that 
there is good cause for the failure to incorporate such evidence into 
the record in a prior proceeding; and the Commissioner of Social 
Security shall, after the case is remanded, and after hearing such 
additional evidence if so ordered, modify or affirm the Commis-
sioner’s findings of fact or the Commissioner’s decision, or both, 
and shall file with the court any such additional and modified find-
ings of fact and decision, and, in any case in which the Commis-
sioner has not made a decision fully favorable to the individual, a 
transcript of the additional record and testimony upon which the 
Commissioner’s action in modifying or affirming was based. Such 
additional or modified findings of fact and decision shall be review-
able only to the extent provided for review of the original findings 
of fact and decision. The judgment of the court shall be final except 
that it shall be subject to review in the same manner as a judg-
ment in other civil actions. Any action instituted in accordance 
with this subsection shall survive notwithstanding any change in 
the person occupying the office of Commissioner of Social Security 
or any vacancy in such office. 

(h) The findings and decision of the Commissioner of Social Secu-
rity after a hearing shall be binding upon all individuals who were 
parties to such hearing. No findings of fact or decision of the Com-
missioner of Social Security shall be reviewed by any person, tri-
bunal, or governmental agency except as herein provided. No action 
against the United States, the Commissioner of Social Security or 
any officer or employee thereof shall be brought under section 1331 
or 1346 of title 28, United States Code, to recover on any claim 
arising under this title. 

(i) Upon final decision of the Commissioner of Social Security, or 
upon final judgment of any court of competent jurisdiction, that 
any person is entitled to any payment or payments under this title, 
the Commissioner of Social Security shall certify to the Managing 
Trustee the name and address of the person so entitled to receive 
such payment or payments, the amount of such payment or pay-
ments, and the time at which such payment or payments should 
be made, and the Managing Trustee, through the Fiscal Service of 
the Department of the Treasury, and prior to any action thereon 
by the General Accounting Office, shall make payment in accord-
ance with the certification of the Commissioner of Social Security 
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(except that in the case of (A) an individual who will have com-
pleted ten years of service (or five or more years of service, all of 
which accrues after December 31, 1995) creditable under the Rail-
road Retirement Act of 1937 or the Railroad Retirement Act of 
1974, (B) the wife or husband of such an individual, (C) any sur-
vivor of such an individual if such survivor is entitled, or could 
upon application become entitled, to an annuity under section 2 of 
the Railroad Retirement Act of 1974, and (D) any other person en-
titled to benefits under section 202 of this Act on the basis of the 
wages and self-employment income of such an individual (except a 
survivor of such an individual where such individual did not have 
a current connection with the railroad industry, as defined in the 
Railroad Retirement Act of 1974, at the time of his death), such 
certification shall be made to the Railroad Retirement Board which 
shall provide for such payment or payments to such person on be-
half of the Managing Trustee in accordance with the provisions of 
the Railroad Retirement Act of 1974): Provided, That where a re-
view of the Commissioner’s decision is or may be sought under sub-
section (g) the Commissioner of Social Security may withhold cer-
tification of payment pending such review. The Managing Trustee 
shall not be held personally liable for any payment or payments 
made in accordance with a certification by the Commissioner of So-
cial Security. 

Representative Payees 

(j)(1)(A) If the Commissioner of Social Security determines that 
the interest of any individual under this title would be served 
thereby, certification of payment of such individual’s benefit under 
this title may be made, regardless of the legal competency or in-
competency of the individual, either for direct payment to the indi-
vidual, or for his or her use and benefit, to another individual, or 
an organization, with respect to whom the requirements of para-
graph (2) have been met (hereinafter in this subsection referred to 
as the individual’s ‘‘representative payee’’). If the Commissioner of 
Social Security or a court of competent jurisdiction determines that 
a representative payee has misused any individual’s benefit paid to 
such representative payee pursuant to this subsection or section 
807 or 1631(a)(2), the Commissioner of Social Security shall 
promptly revoke certification for payment of benefits to such rep-
resentative payee pursuant to this subsection and certify payment 
to an alternative representative payee or, if the interest of the indi-
vidual under this title would be served thereby, to the individual. 

(B) In the case of an individual entitled to benefits based on dis-
ability, the payment of such benefits shall be made to a representa-
tive payee if the Commissioner of Social Security determines that 
such payment would serve the interest of the individual because 
the individual also has an alcoholism or drug addiction condition 
(as determined by the Commissioner) and the individual is incapa-
ble of managing such benefits. 

(2)(A) Any certification made under paragraph (1) for payment of 
benefits to an individual’s representative payee shall be made on 
the basis of— 

(i) an investigation by the Commissioner of Social Security 
of the person to serve as representative payee, which shall be 
conducted in advance of such certification and shall, to the ex-
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tent practicable, include a face-to-face interview with such per-
son, and 

(ii) adequate evidence that such certification is in the inter-
est of such individual (as determined by the Commissioner of 
Social Security in regulations). 

(B)(i) As part of the investigation referred to in subparagraph 
(A)(i), the Commissioner of Social Security shall— 

(I) require the person being investigated to submit docu-
mented proof of the identity of such person, unless information 
establishing such identity has been submitted with an applica-
tion for benefits under this title, title VIII, or title XVI, 

(II) verify such person’s social security account number (or 
employer identification number), 

(III) determine whether such person has been convicted of a 
violation of section 208, 811, or 1632, 

(IV) obtain information concerning whether such person has 
been convicted of any other offense under Federal or State law 
which resulted in imprisonment for more than 1 year, 

(V) obtain information concerning whether such person is a 
person described in section 202(x)(1)(A)(iv), and 

(VI) determine whether certification of payment of benefits 
to such person has been revoked pursuant to this subsection, 
the designation of such person as a representative payee has 
been revoked pursuant to section 807(a), or payment of bene-
fits to such person has been terminated pursuant to section 
1631(a)(2)(A)(iii) by reason of misuse of funds paid as benefits 
under this title, title VIII, or title XVI. 

(ii) The Commissioner of Social Security shall establish and 
maintain a centralized file, which shall be updated periodically and 
which shall be in a form which renders it readily retrievable by 
each servicing office of the Social Security Administration. Such file 
shall consist of— 

(I) a list of the names and social security account numbers 
(or employer identification numbers) of all persons with respect 
to whom certification of payment of benefits has been revoked 
on or after January 1, 1991, pursuant to this subsection, whose 
designation as a representative payee has been revoked pursu-
ant to section 807(a), or with respect to whom payment of ben-
efits has been terminated on or after such date pursuant to 
section 1631(a)(2)(A)(iii), by reason of misuse of funds paid as 
benefits under this title, title VIII, or title XVI, and 

(II) a list of the names and social security account numbers 
(or employer identification numbers) of all persons who have 
been convicted of a violation of section 208, 811, or 1632. 

(iii) Notwithstanding the provisions of section 552a of title 5, 
United States Code, or any other provision of Federal or State law 
(other than section 6103 of the Internal Revenue Code of 1986 and 
section 1106(c) of this Act), the Commissioner shall furnish any 
Federal, State, or local law enforcement officer, upon the written 
request of the officer, with the current address, social security ac-
count number, and photograph (if applicable) of any person inves-
tigated under this paragraph, if the officer furnishes the Commis-
sioner with the name of such person and such other identifying in-
formation as may reasonably be required by the Commissioner to 
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establish the unique identity of such person, and notifies the Com-
missioner that— 

(I) such person is described in section 202(x)(1)(A)(iv), 
(II) such person has information that is necessary for the of-

ficer to conduct the officer’s official duties, and 
(III) the location or apprehension of such person is within 

the officer’s official duties. 
(C)(i) Benefits of an individual may not be certified for payment 

to any other person pursuant to this subsection if— 
(I) such person has previously been convicted as described in 

subparagraph (B)(i)(III), 
(II) except as provided in clause (ii), certification of payment 

of benefits to such person under this subsection has previously 
been revoked as described in subparagraph (B)(i)(VI) the des-
ignation of such person as a representative payee has been re-
voked pursuant to section 807(a), or payment of benefits to 
such person pursuant to section 1631(a)(2)(A)(ii) has previously 
been terminated as described in section 1631(a)(2)(B)(ii)(VI), 

(III) except as provided in clause (iii), such person is a cred-
itor of such individual who provides such individual with goods 
or services for consideration, 

(IV) such person has previously been convicted as described 
in subparagraph (B)(i)(IV), unless the Commissioner deter-
mines that such certification would be appropriate notwith-
standing such conviction, or 

(V) such person is a person described in section 
202(x)(1)(A)(iv). 

(ii) The Commissioner of Social Security shall prescribe regula-
tions under which the Commissioner of Social Security may grant 
exemptions to any person from the provisions of clause (i)(II) on a 
case-by-case basis if such exemption is in the best interest of the 
individual whose benefits would be paid to such person pursuant 
to this subsection. 

(iii) Clause (i)(III) shall not apply with respect to any person who 
is a creditor referred to therein if such creditor is— 

(I) a relative of such individual if such relative resides in the 
same household as such individual, 

(II) a legal guardian or legal representative of such indi-
vidual, 

(III) a facility that is licensed or certified as a care facility 
under the law of a State or a political subdivision of a State, 

(IV) a person who is an administrator, owner, or employee 
of a facility referred to in subclause (III) if such individual re-
sides in such facility, and the certification of payment to such 
facility or such person is made only after good faith efforts 
have been made by the local servicing office of the Social Secu-
rity Administration to locate an alternative representative 
payee to whom such certification of payment would serve the 
best interests of such individual, or 

(V) an individual who is determined by the Commissioner of 
Social Security, on the basis of written findings and under pro-
cedures which the Commissioner of Social Security shall pre-
scribe by regulation, to be acceptable to serve as a representa-
tive payee. 
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(iv) The procedures referred to in clause (iii)(V) shall require the 
individual who will serve as representative payee to establish, to 
the satisfaction of the Commissioner of Social Security, that— 

(I) such individual poses no risk to the beneficiary, 
(II) the financial relationship of such individual to the bene-

ficiary poses no substantial conflict of interest, and 
(III) no other more suitable representative payee can be 

found. 
(v) In the case of an individual described in paragraph (1)(B), 

when selecting such individual’s representative payee, preference 
shall be given to— 

(I) certified community-based nonprofit social service agen-
cies (as defined in paragraph (10)), 

(II) a Federal, State, or local government agency whose mis-
sion is to carry out income maintenance, social service, or 
health care-related activities, 

(III) a State or local government agency with fiduciary re-
sponsibilities, or 

(IV) a designee of an agency (other than of a Federal agency) 
referred to in the preceding subclauses of this clause, if the 
Commissioner of Social Security deems it appropriate, 

unless the Commissioner of Social Security determines that selec-
tion of a family member would be appropriate. 

(D)(i) Subject to clause (ii), if the Commissioner of Social Security 
makes a determination described in the first sentence of paragraph 
(1) with respect to any individual’s benefit and determines that di-
rect payment of the benefit to the individual would cause substan-
tial harm to the individual, the Commissioner of Social Security 
may defer (in the case of initial entitlement) or suspend (in the 
case of existing entitlement) direct payment of such benefit to the 
individual, until such time as the selection of a representative 
payee is made pursuant to this subsection. 

(ii)(I) Except as provided in subclause (II), any deferral or sus-
pension of direct payment of a benefit pursuant to clause (i) shall 
be for a period of not more than 1 month. 

(II) Subclause (I) shall not apply in any case in which the indi-
vidual is, as of the date of the Commissioner’s determination, le-
gally incompetent, under the age of 15 years, or described in para-
graph (1)(B). 

(iii) Payment pursuant to this subsection of any benefits which 
are deferred or suspended pending the selection of a representative 
payee shall be made to the individual or the representative payee 
as a single sum or over such period of time as the Commissioner 
of Social Security determines is in the best interest of the indi-
vidual entitled to such benefits. 

(E)(i) Any individual who is dissatisfied with a determination by 
the Commissioner of Social Security to certify payment of such in-
dividual’s benefit to a representative payee under paragraph (1) or 
with the designation of a particular person to serve as representa-
tive payee shall be entitled to a hearing by the Commissioner of 
Social Security to the same extent as is provided in subsection (b), 
and to judicial review of the Commissioner’s final decision as is 
provided in subsection (g). 

(ii) In advance of the certification of payment of an individual’s 
benefit to a representative payee under paragraph (1), the Commis-
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sioner of Social Security shall provide written notice of the Com-
missioner’s initial determination to certify such payment. Such no-
tice shall be provided to such individual, except that, if such indi-
vidual— 

(I) is under the age of 15, 
(II) is an unemancipated minor under the age of 18, or 
(III) is legally incompetent, 

then such notice shall be provided solely to the legal guardian or 
legal representative of such individual. 

(iii) Any notice described in clause (ii) shall be clearly written in 
language that is easily understandable to the reader, shall identify 
the person to be designated as such individual’s representative 
payee, and shall explain to the reader the right under clause (i) of 
such individual or of such individual’s legal guardian or legal rep-
resentative— 

(I) to appeal a determination that a representative payee is 
necessary for such individual, 

(II) to appeal the designation of a particular person to serve 
as the representative payee of such individual, and 

(III) to review the evidence upon which such designation is 
based and submit additional evidence. 

(3)(A) In any case where payment under this title is made to a 
person other than the individual entitled to such payment, the 
Commissioner of Social Security shall establish a system of ac-
countability monitoring whereby such person shall report not less 
often than annually with respect to the use of such payments. The 
Commissioner of Social Security shall establish and implement sta-
tistically valid procedures for reviewing such reports in order to 
identify instances in which such persons are not properly using 
such payments. 

(B) Subparagraph (A) shall not apply in any case where the other 
person to whom such payment is made is a State institution. In 
such cases, the Commissioner of Social Security shall establish a 
system of accountability monitoring for institutions in each State. 

(C) Subparagraph (A) shall not apply in any case where the indi-
vidual entitled to such payment is a resident of a Federal institu-
tion and the other person to whom such payment is made is the 
institution. 

(D) Notwithstanding subparagraphs (A), (B), and (C), the Com-
missioner of Social Security may require a report at any time from 
any person receiving payments on behalf of another, if the Commis-
sioner of Social Security has reason to believe that the person re-
ceiving such payments is misusing such payments. 

(E) In any case in which the person described in subparagraph 
(A) or (D) receiving payments on behalf of another fails to submit 
a report required by the Commissioner of Social Security under 
subparagraph (A) or (D), the Commissioner may, after furnishing 
notice to such person and the individual entitled to such payment, 
require that such person appear in person at a field office of the 
Social Security Administration serving the area in which the indi-
vidual resides in order to receive such payments. 

(F) The Commissioner of Social Security shall maintain a central-
ized file, which shall be updated periodically and which shall be in 
a form which will be readily retrievable by each servicing office of 
the Social Security Administration, of— 
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(i) the address and the social security account number (or 
employer identification number) of each representative payee 
who is receiving benefit payments pursuant to this subsection, 
section 807, or section 1631(a)(2), and 

(ii) the address and social security account number of each 
individual for whom each representative payee is reported to 
be providing services as representative payee pursuant to this 
subsection, section 807, or section 1631(a)(2). 

(G) Each servicing office of the Administration shall maintain a 
list, which shall be updated periodically, of public agencies and cer-
tified community-based nonprofit social service agencies (as defined 
in paragraph (10)) which are qualified to serve as representative 
payees pursuant to this subsection or section 807 or 1631(a)(2) and 
which are located in the area served by such servicing office. 

(4)(A)(i) Except as provided in the next sentence, a qualified or-
ganization may collect from an individual a monthly fee for ex-
penses (including overhead) incurred by such organization in pro-
viding services performed as such individual’s representative payee 
pursuant to this subsection if such fee does not exceed the lesser 
of— 

(I) 10 percent of the monthly benefit involved, or 
(II) $25.00 per month ($50.00 per month in any case in 

which the individual is described in paragraph(1)(B)). 
A qualified organization may not collect a fee from an individual 
for any month with respect to which the Commissioner of Social 
Security or a court of competent jurisdiction has determined that 
the organization misused all or part of the individual’s benefit, and 
any amount so collected by the qualified organization for such 
month shall be treated as a misused part of the individual’s benefit 
for purposes of paragraphs (5) and (6). The Commissioner shall ad-
just annually (after 1995) each dollar amount set forth in subclause 
(II) under procedures providing for adjustments in the same man-
ner and to the same extent as adjustments are provided for under 
the procedures used to adjust benefit amounts under section 
215(i)(2)(A), except that any amount so adjusted that is not a mul-
tiple of $1.00 shall be rounded to the nearest multiple of $1.00. 

(ii) In the case of an individual who is no longer currently enti-
tled to monthly insurance benefits under this title but to whom all 
past-due benefits have not been paid, for purposes of clause (i), any 
amount of such past-due benefits payable in any month shall be 
treated as a monthly benefit referred to in clause (i)(I). 
Any agreement providing for a fee in excess of the amount per-
mitted under this subparagraph shall be void and shall be treated 
as misuse by such organization of such individual’s benefits. 

(B) For purposes of this paragraph, the term ‘‘qualified organiza-
tion’’ means any State or local government agency whose mission 
is to carry out income maintenance, social service, or health care- 
related activities, any State or local government agency with fidu-
ciary responsibilities, or any certified community-based nonprofit 
social service agency (as defined in paragraph (10)), if such agency, 
in accordance with any applicable regulations of the Commissioner 
of Social Security— 

(i) regularly provides services as the representative payee, 
pursuant to this subsection or section 807 or 1631(a)(2), con-
currently to 5 or more individuals, 
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(ii) demonstrates to the satisfaction of the Commissioner of 
Social Security that such agency is not otherwise a creditor of 
any such individual. 

The Commissioner of Social Security shall prescribe regulations 
under which the Commissioner of Social Security may grant an ex-
ception from clause (ii) for any individual on a case-by-case basis 
if such exception is in the best interests of such individual. 

(C) Any qualified organization which knowingly charges or col-
lects, directly or indirectly, any fee in excess of the maximum fee 
prescribed under subparagraph (A) or makes any agreement, di-
rectly or indirectly, to charge or collect any fee in excess of such 
maximum fee, shall be fined in accordance with title 18, United 
States Code, or imprisoned not more than 6 months, or both. 

(5) In cases where the negligent failure of the Commissioner of 
Social Security to investigate or monitor a representative payee re-
sults in misuse of benefits by the representative payee, the Com-
missioner of Social Security shall certify for payment to the bene-
ficiary or the beneficiary’s alternative representative payee an 
amount equal to such misused benefits. In any case in which a rep-
resentative payee that— 

(A) is not an individual (regardless of whether it is a ‘‘quali-
fied organization’’ within the meaning of paragraph (4)(B)); or 

(B) is an individual who, for any month during a period 
when misuse occurs, serves 15 or more individuals who are 
beneficiaries under this title, title VIII, title XVI, or any com-
bination of such titles; 

misuses all or part of an individual’s benefit paid to such rep-
resentative payee, the Commissioner of Social Security shall certify 
for payment to the beneficiary or the beneficiary’s alternative rep-
resentative payee an amount equal to the amount of such benefit 
so misused. The provisions of this paragraph are subject to the lim-
itations of paragraph (7)(B). The Commissioner of Social Security 
shall make a good faith effort to obtain restitution from the termi-
nated representative payee. 

(6)(A) In addition to such other reviews of representative payees 
as the Commissioner of Social Security may otherwise conduct, the 
Commissioner shall provide for the periodic onsite review of any 
person or agency located in the United States that receives the 
benefits payable under this title (alone or in combination with ben-
efits payable under title VIII or title XVI) to another individual 
pursuant to the appointment of such person or agency as a rep-
resentative payee under this subsection, section 807, or section 
1631(a)(2) in any case in which— 

(i) the representative payee is a person who serves in that 
capacity with respect to 15 or more such individuals; 

(ii) the representative payee is a certified community-based 
nonprofit social service agency (as defined in paragraph (10) of 
this subsection or section 1631(a)(2)(I)); or 

(iii) the representative payee is an agency (other than an 
agency described in clause (ii)) that serves in that capacity 
with respect to 50 or more such individuals. 

(B) Within 120 days after the end of each fiscal year, the Com-
missioner shall submit to the Committee on Ways and Means of 
the House of Representatives and the Committee on Finance of the 
Senate a report on the results of periodic onsite reviews conducted 
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during the fiscal year pursuant to subparagraph (A) and of any 
other reviews of representative payees conducted during such fiscal 
year in connection with benefits under this title. Each such report 
shall describe in detail all problems identified in such reviews and 
any corrective action taken or planned to be taken to correct such 
problems, and shall include— 

(i) the number of such reviews; 
(ii) the results of such reviews; 
(iii) the number of cases in which the representative payee 

was changed and why; 
(iv) the number of cases involving the exercise of expedited, 

targeted oversight of the representative payee by the Commis-
sioner conducted upon receipt of an allegation of misuse of 
funds, failure to pay a vendor, or a similar irregularity; 

(v) the number of cases discovered in which there was a mis-
use of funds; 

(vi) how any such cases of misuse of funds were dealt with 
by the Commissioner; 

(vii) the final disposition of such cases of misuse of funds, in-
cluding any criminal penalties imposed; and 

(viii) such other information as the Commissioner deems ap-
propriate. 

(7)(A) If the Commissioner of Social Security or a court of com-
petent jurisdiction determines that a representative payee that is 
not a Federal, State, or local government agency has misused all 
or part of an individual’s benefit that was paid to such representa-
tive payee under this subsection, the representative payee shall be 
liable for the amount misused, and such amount (to the extent not 
repaid by the representative payee) shall be treated as an overpay-
ment of benefits under this title to the representative payee for all 
purposes of this Act and related laws pertaining to the recovery of 
such overpayments. Subject to subparagraph (B), upon recovering 
all or any part of such amount, the Commissioner shall certify an 
amount equal to the recovered amount for payment to such indi-
vidual or such individual’s alternative representative payee. 

(B) The total of the amount certified for payment to such indi-
vidual or such individual’s alternative representative payee under 
subparagraph (A) and the amount certified for payment under 
paragraph (5) may not exceed the total benefit amount misused by 
the representative payee with respect to such individual. 

(8) For purposes of this subsection, the term ‘‘benefit based on 
disability’’ of an individual means a disability insurance benefit of 
such individual under section 223 or a child’s, widow’s, or wid-
ower’s insurance benefit of such individual under section 202 based 
on such individual’s disability. 

(9) For purposes of this subsection, misuse of benefits by a rep-
resentative payee occurs in any case in which the representative 
payee receives payment under this title for the use and benefit of 
another person and converts such payment, or any part thereof, to 
a use other than for the use and benefit of such other person. The 
Commissioner of Social Security may prescribe by regulation the 
meaning of the term ‘‘use and benefit’’ for purposes of this para-
graph. 

(10) For purposes of this subsection, the term ‘‘certified commu-
nity-based nonprofit social service agency’’ means a community- 
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based nonprofit social service agency which is in compliance with 
requirements, under regulations which shall be prescribed by the 
Commissioner, for annual certification to the Commissioner that it 
is bonded in accordance with requirements specified by the Com-
missioner and that it is licensed in each State in which it serves 
as a representative payee (if licensing is available in the State) in 
accordance with requirements specified by the Commissioner. Any 
such annual certification shall include a copy of any independent 
audit on the agency which may have been performed since the pre-
vious certification. 

(k) Any payment made after December 31, 1939, under condi-
tions set forth in subsection (j), any payment made before January 
1, 1940, to, or on behalf of, a legally incompetent individual, and 
any payment made after December 31, 1939, to a legally incom-
petent individual without knowledge by the Commissioner of Social 
Security of incompetency prior to certification of payment, if other-
wise valid under this title, shall be a complete settlement and sat-
isfaction of any claim, right, or interest in and to such payment. 

(l) The Commissioner of Social Security is authorized to delegate 
to any member, officer, or employee of the Social Security Adminis-
tration designated by him any of the powers conferred upon him 
by this section, and is authorized to be represented by his own at-
torneys in any court in any case or proceeding arising under the 
provisions of subsection (e). 

(n) The Commissioner of Social Security may, in the Commis-
sioner’s discretion, certify to the Managing Trustee any two or 
more individuals of the same family for joint payment of the total 
benefits payable to such individuals for any month, and if one of 
such individuals dies before a check representing such joint pay-
ment is negotiated, payment of the amount of such unnegotiated 
check to the surviving individual or individuals may be authorized 
in accordance with regulations of the Secretary of the Treasury; ex-
cept that appropriate adjustment or recovery shall be made under 
section 204(a) with respect to so much of the amount of such check 
as exceeds the amount to which such surviving individual or indi-
viduals are entitled under this title for 

Crediting of Compensation Under the Railroad Retirement Act 

(o) If there is no person who would be entitled, upon application 
therefor, to an annuity under section 2 of the Railroad Retirement 
Act of 1974, or to a lump sum payment under section 6(b) of such 
Act, with respect to the death of an employee (as defined in such 
Act), then, notwithstanding section 210(a)(9) of this Act, compensa-
tion (as defined in such Railroad Retirement Act, but excluding 
compensation attributable as having been paid during any month 
on account of military service creditable under section 3(i) of such 
Act if wages are deemed to have been paid to such employee during 
such month under subsection (a) or (e) of section 217 of this Act) 
of such employee shall constitute remuneration for employment for 
purposes of determining (A) entitlement to and the amount of any 
lump sum death payment under this title on the basis of such em-
ployee’s wages and self employment income and (B) entitlement to 
and the amount of any monthly benefit under this title, for the 
month in which such employee died or for any month thereafter, 
on the basis of such wages and self employment income. For such 
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purposes, compensation (as so defined) paid in a calendar year be-
fore 1978 shall, in the absence of evidence to the contrary, be pre-
sumed to have been paid in equal proportions with respect to all 
months in the year in which the employee rendered services for 
such compensation. 

Special Rules in Case of Federal Service 

(p)(1) With respect to service included as employment under sec-
tion 210 which is performed in the employ of the United States or 
in the employ of any instrumentality which is wholly owned by the 
United States, including service, performed as a member of a uni-
formed service, to which the provisions of subsection (l)(1) of such 
section are applicable, and including service, performed as a volun-
teer or volunteer leader within the meaning of the Peace Corps Act, 
to which the provisions of section 210(o) are applicable, the Com-
missioner of Social Security shall not make determinations as to 
the amounts of remuneration for such service, or the periods in 
which or for which such remuneration was paid, but shall accept 
the determinations with respect thereto of the head of the appro-
priate Federal agency or instrumentality, and of such agents as 
such head may designate, as evidenced by returns filed in accord-
ance with the provisions of section 3122 of the Internal Revenue 
Code of 1954<FTRF> and certifications made pursuant to this sub-
section. Such determinations shall be final and conclusive. Nothing 
in this paragraph shall be construed to affect the Commissioner’s 
authority to determine under sections 209 and 210 whether any 
such service constitutes employment, the periods of such employ-
ment, and whether remuneration paid for any such service con-
stitutes wages. 

(2) The head of any such agency or instrumentality is authorized 
and directed, upon written request of the Commissioner of Social 
Security, to make certification to the Commissioner with respect to 
any matter determinable for the Commissioner of Social Security 
by such head or his agents under this subsection, which the Com-
missioner of Social Security finds necessary in administering this 
title. 

(3) The provisions of paragraphs (1) and (2) shall be applicable 
in the case of service performed by a civilian employee, not com-
pensated from funds appropriated by the Congress, in the Army 
and Air Force Exchange Service, Army and Air Force Motion Pic-
ture Service, Navy Exchanges, Marine Corps Exchanges, or other 
activities, conducted by an instrumentality of the United States 
subject to the jurisdiction of the Secretary of Defense, at installa-
tions of the Department of Defense for the comfort, pleasure, con-
tentment, and mental and physical improvement of personnel of 
such Department; and for purposes of paragraphs (1) and (2) the 
Secretary of Defense shall be deemed to be the head of such instru-
mentality. The provisions of paragraphs (1) and (2) shall be appli-
cable also in the case of service performed by a civilian employee, 
not compensated from funds appropriated by the Congress, in the 
Coast Guard Exchanges or other activities, conducted by an instru-
mentality of the United States subject to the jurisdiction of the Sec-
retary of Homeland Security, at installations of the Coast Guard 
for the comfort, pleasure, contentment, and mental and physical 
improvement of personnel of the Coast Guard; and for purposes of 
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paragraphs (1) and (2) the Secretary of Homeland Security shall be 
deemed to be the head of such instrumentality. 

Expedited Benefit Payments 

(q)(1) The Commissioner of Social Security shall establish and 
put into effect procedures under which expedited payment of 
monthly insurance benefits under this title will, subject to para-
graph (4) of this subsection, be made as set forth in paragraphs (2) 
and (3) of this subsection. 

(2) In any case in which— 
(A) an individual makes an allegation that a monthly benefit 

under this title was due him in a particular month but was not 
paid to him, and 

(B) such individual submits a written request for the pay-
ment of such benefit— 

(i) in the case of an individual who received a regular 
monthly benefit in the month preceding the month with 
respect to which such allegation is made, not less than 30 
days after the 15th day of the month with respect to which 
such allegation is made (and in the event that such re-
quest is submitted prior to the expiration of such 30-day 
period, it shall be deemed to have been submitted upon the 
expiration of such period), and 

(ii) in any other case, not less than 90 days after the 
later of (I) the date on which such benefit is alleged to 
have been due, or (II) the date on which such individual 
furnished the last information requested by the Commis-
sioner of Social Security (and such written request will be 
deemed to be filed on the day on which it was filed, or the 
ninetieth day after the first day on which the Commis-
sioner of Social Security has evidence that such allegation 
is true, whichever is later), 

the Commissioner of Social Security shall, if he finds that benefits 
are due, certify such benefits for payment, and payment shall be 
made within 15 days immediately following the date on which the 
written request is deemed to have been filed. 

(3) In any case in which the Commissioner of Social Security de-
termines that there is evidence, although additional evidence might 
be required for a final decision, that an allegation described in 
paragraph (2)(A) is true, he may make a preliminary certification 
of such benefit for payment even though the 30-day or 90-day peri-
ods described in paragraph (2)(B)(i) and (B)(ii) have not elapsed. 

(4) Any payment made pursuant to a certification under para-
graph (3) of this subsection shall not be considered an incorrect 
payment for purposes of determining the liability of the certifying 
or disbursing officer. 

(5) For purposes of this subsection, benefits payable under sec-
tion 228 shall be treated as monthly insurance benefits payable 
under this title. However, this subsection shall not apply with re-
spect to any benefit for which a check has been negotiated, or with 
respect to any benefit alleged to be due under either section 223, 
or section 202 to a wife, husband, or child of an individual entitled 
to or applying for benefits under section 223, or to a child who has 
attained age 18 and is under a disability, or to a widow or widower 
on the basis of being under a disability. 
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Use of Death Certificates to Correct Program Information 

(r)(1) The Commissioner of Social Security shall undertake to es-
tablish a program under which— 

(A) States (or political subdivisions thereof) voluntarily con-
tract with the Commissioner of Social Security to furnish the 
Commissioner of Social Security periodically with information 
(in a form established by the Commissioner of Social Security 
in consultation with the States) concerning individuals with re-
spect to whom death certificates (or equivalent documents 
maintained by the States or subdivisions) have been officially 
filed with them; and 

(B) there will be (i) a comparison of such information on such 
individuals with information on such individuals in the records 
being used in the administration of this Act, (ii) validation of 
the results of such comparisons, and (iii) corrections in such 
records to accurately reflect the status of such individuals. 

(2) Each State (or political subdivision thereof) which furnishes 
the Commissioner of Social Security with information on records of 
deaths in the State or subdivision under this subsection may be 
paid by the Commissioner of Social Security from amounts avail-
able for administration of this Act the reasonable costs (established 
by the Commissioner of Social Security in consultations with the 
States) for transcribing and transmitting such information to the 
Commissioner of Social Security. 

(3) In the case of individuals with respect to whom federally 
funded benefits are provided by (or through) a Federal or State 
agency other than under this Act, the Commissioner of Social Secu-
rity shall to the extent feasible provide such information through 
a cooperative arrangement with such agency, for ensuring proper 
payment of those benefits with respect to such individuals if— 

(A) under such arrangement the agency provides reimburse-
ment to the Commissioner of Social Security for the reasonable 
cost of carrying out such arrangement, and 

(B) such arrangement does not conflict with the duties of the 
Commissioner of Social Security under paragraph (1). 

(4) The Commissioner of Social Security may enter into similar 
agreements with States to provide information for their use in pro-
grams wholly funded by the States if the requirements of subpara-
graphs (A) and (B) of paragraph (3) are met. 

(5) The Commissioner of Social Security may use or provide for 
the use of such records as may be corrected under this section, sub-
ject to such safeguards as the Commissioner of Social Security de-
termines are necessary or appropriate to protect the information 
from unauthorized use or disclosure, for statistical and research ac-
tivities conducted by Federal and State agencies. 

(6) Information furnished to the Commissioner of Social Security 
under this subsection may not be used for any purpose other than 
the purpose described in this subsection and is exempt from disclo-
sure under section 552 of title 5, United States Code, and from the 
requirements of section 552a of such title. 

(7) The Commissioner of Social Security shall include informa-
tion on the status of the program established under this section 
and impediments to the effective implementation of the program in 
the 1984 report required under section 704 of this Act. 
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(8)(A) The Commissioner of Social Security shall, upon the re-
quest of the official responsible for a State driver’s license agency 
pursuant to the Help America Vote Act of 2002— 

(i) enter into an agreement with such official for the purpose 
of verifying applicable information, so long as the requirements 
of subparagraphs (A) and (B) of paragraph (3) are met; and 

(ii) include in such agreement safeguards to assure the main-
tenance of the confidentiality of any applicable information dis-
closed and procedures to permit such agency to use the appli-
cable information for the purpose of maintaining its records. 

(B) Information provided pursuant to an agreement under this 
paragraph shall be provided at such time, in such place, and in 
such manner as the Commissioner determines appropriate. 

(C) The Commissioner shall develop methods to verify the accu-
racy of information provided by the agency with respect to applica-
tions for voter registration, for whom the last 4 digits of a social 
security number are provided instead of a driver’s license number. 

(9)(A) The Commissioner of Social Security shall, upon the 
request of the Secretary or the Inspector General of the De-
partment of Health and Human Services— 

(i) enter into an agreement with the Secretary or such 
Inspector General for the purpose of matching data in the 
system of records of the Social Security Administration 
and the system of records of the Department of Health and 
Human Services; and 

(ii) include in such agreement safeguards to assure the 
maintenance of the confidentiality of any information dis-
closed. 

(B) For purposes of this paragraph, the term ‘‘system of 
records’’ has the meaning given such term in section 552a(a)(5) 
of title 5, United States Code. 

(D) For purposes of this paragraph— 
(i) the term ‘‘applicable information’’ means information re-

garding whether— 
(I) the name (including the first name and any family 

forename or surname), the date of birth (including the 
month, day, and year), and social security number of an 
individual provided to the Commissioner match the infor-
mation contained in the Commissioner’s records, and 

(II) such individual is shown on the records of the Com-
missioner as being deceased; and 

(ii) the term ‘‘State driver’s license agency’’ means the State 
agency which issues driver’s licenses to individuals within the 
State and maintains records relating to such licensure. 

(E) Nothing in this paragraph may be construed to require the 
provision of applicable information with regard to a request for a 
record of an individual if the Commissioner determines there are 
exceptional circumstances warranting an exception (such as safety 
of the individual or interference with an investigation). 

(F) Applicable information provided by the Commission pursuant 
to an agreement under this paragraph or by an individual to any 
agency that has entered into an agreement under this paragraph 
shall be considered as strictly confidential and shall be used only 
for the purposes described in this paragraph and for carrying out 
an agreement under this paragraph. Any officer or employee or 
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former officer or employee of a State, or any officer or employee or 
former officer or employee of a contractor of a State who, without 
the written authority of the Commissioner, publishes or commu-
nicates any applicable information in such individual’s possession 
by reason of such employment or position as such an officer, shall 
be guilty of a felony and upon conviction thereof shall be fined or 
imprisoned, or both, as described in section 208. 

Notice Requirements 

(s) The Commissioner of Social Security shall take such actions 
as are necessary to ensure that any notice to one or more individ-
uals issued pursuant to this title by the Commissioner of Social Se-
curity or by a State agency— 

(1) is written in simple and clear language, and 
(2) includes the address and telephone number of the local 

office of the Social Security Administration which serves the 
recipient. 

In the case of any such notice which is not generated by a local 
servicing office, the requirements of paragraph (2) shall be treated 
as satisfied if such notice includes the address of the local office of 
the Social Security Administration which services the recipient of 
the notice and a telephone number through which such office can 
be reached. 

Same-Day Personal Interviews at Field Offices In Cases Where 
Time Is of The Essence 

(t) In any case in which an individual visits a field office of the 
Social Security Administration and represents during the visit to 
an officer or employee of the Social Security Administration in the 
office that the individual’s visit is occasioned by— 

(1) the receipt of a notice from the Social Security Adminis-
tration indicating a time limit for response by the individual, 
or 

(2) the theft, loss, or nonreceipt of a benefit payment under 
this title, 

the Commissioner of Social Security shall ensure that the indi-
vidual is granted a face-to-face interview at the office with an offi-
cer or employee of the Social Security Administration before the 
close of business on the day of the visit. 

(u)(1)(A) The Commissioner of Social Security shall immediately 
redetermine the entitlement of individuals to monthly insurance 
benefits under this title if there is reason to believe that fraud or 
similar fault was involved in the application of the individual for 
such benefits, unless a United States attorney, or equivalent State 
prosecutor, with jurisdiction over potential or actual related crimi-
nal cases, certifies, in writing, that there is a substantial risk that 
such action by the Commissioner of Social Security with regard to 
beneficiaries in a particular investigation would jeopardize the 
criminal prosecution of a person involved in a suspected fraud. 

(B) When redetermining the entitlement, or making an initial de-
termination of entitlement, of an individual under this title, the 
Commissioner of Social Security shall disregard any evidence if 
there is reason to believe that fraud or similar fault was involved 
in the providing of such evidence. 
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(2) For purposes of paragraph (1), similar fault is involved with 
respect to a determination if— 

(A) an incorrect or incomplete statement that is material to 
the determination is knowingly made; or 

(B) information that is material to the determination is 
knowingly concealed. 

(3) If, after redetermining pursuant to this subsection the entitle-
ment of an individual to monthly insurance benefits, the Commis-
sioner of Social Security determines that there is insufficient evi-
dence to support such entitlement, the Commissioner of Social Se-
curity may terminate such entitlement and may treat benefits paid 
on the basis of such insufficient evidence as overpayments. 

* * * * * * * 

TITLE XI—GENERAL PROVISIONS, PEER REVIEW, AND 
ADMINISTRATIVE SIMPLIFICATION 

PART A—GENERAL PROVISIONS 

* * * * * * * 

CIVIL MONETARY PENALTIES 

SEC. 1128A. (a) Any person (including an organization, agency, 
or other entity, but excluding a beneficiary, as defined in sub-
section (i)(5)) that— 

(1) knowingly presents or causes to be presented to an offi-
cer, employee, or agent of the United States, or of any depart-
ment or agency thereof, or of any State agency (as defined in 
subsection (i)(1)), a claim (as defined in subsection (i)(2)) that 
the Secretary determines— 

(A) is for a medical or other item or service that the per-
son knows or should know was not provided as claimed, in-
cluding any person who engages in a pattern or practice of 
presenting or causing to be presented a claim for an item 
or service that is based on a code that the person knows 
or should know will result in a greater payment to the per-
son than the code the person knows or should know is ap-
plicable to the item or service actually provided, 

(B) is for a medical or other item or service and the per-
son knows or should know the claim is false or fraudulent, 

(C) is presented for a physician’s service (or an item or 
service incident to a physician’s service) by a person who 
knows or should know that the individual who furnished 
(or supervised the furnishing of) the service— 

(i) was not licensed as a physician, 
(ii) was licensed as a physician, but such license had 

been obtained through a misrepresentation of material 
fact (including cheating on an examination required 
for licensing), or 

(iii) represented to the patient at the time the serv-
ice was furnished that the physician was certified in 
a medical specialty by a medical specialty board when 
the individual was not so certified, 

(D) is for a medical or other item or service furnished 
during a period in which the person was excluded from the 
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program under which the claim was made pursuant to a 
determination by the Secretary under this section or under 
section 1128, 1156, 1160(b) (as in effect on September 2, 
1982), 1862(d) (as in effect on the date of the enactment 
of the Medicare and Medicaid Patient and Program Protec-
tion Act of 1987), or 1866(b) or as a result of the applica-
tion of the provisions of section 1842(j)(2), or 

(E) is for a pattern of medical or other items or services 
that a person knows or should know are not medically nec-
essary; 

(2) knowingly presents or causes to be presented to any per-
son a request for payment which is in violation of the terms 
of (A) an assignment under section 1842(b)(3)(B)(ii), or (B) an 
agreement with a State agency (or other requirement of a 
State plan under title XIX) not to charge a person for an item 
or service in excess of the amount permitted to be charged, or 
(C) an agreement to be a participating physician or supplier 
under section 1842(h)(1), or (D) an agreement pursuant to sec-
tion 1866(a)(1)(G); 

(3) knowingly gives or causes to be given to any person, with 
respect to coverage under title XVIII of inpatient hospital serv-
ices subject to the provisions of section 1886, information that 
he knows or should know is false or misleading, and that could 
reasonably be expected to influence the decision when to dis-
charge such person or another individual from the hospital; 

(4) in the case of a person who is not an organization, agen-
cy, or other entity, is excluded from participating in a program 
under title XVIII or a State health care program in accordance 
with this subsection or under section 1128 and who, at the 
time of a violation of this subsection— 

(A) retains a direct or indirect ownership or control in-
terest in an entity that is participating in a program under 
title XVIII or a State health care program, and who knows 
or should know of the action constituting the basis for the 
exclusion; or 

(B) is an officer or managing employee (as defined in sec-
tion 1126(b)) of such an entity; 

(5) offers to or transfers remuneration to any individual eligi-
ble for benefits under title XVIII of this Act, or under a State 
health care program (as defined in section 1128(h)) that such 
person knows or should know is likely to influence such indi-
vidual to order or receive from a particular provider, practi-
tioner, or supplier any item or service for which payment may 
be made, in whole or in part, under title XVIII, or a State 
health care program (as so defined); 

(6) arranges or contracts (by employment or otherwise) with 
an individual or entity that the person knows or should know 
is excluded from participation in a Federal health care pro-
gram (as defined in section 1128B(f)), for the provision of items 
or services for which payment may be made under such a pro-
gram; 

(7) commits an act described in paragraph (1) or (2) of sec-
tion 1128B(b); 

(8) knowingly makes, uses, or causes to be made or used, a 
false record or statement material to a false or fraudulent 
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claim for payment for items and services furnished under a 
Federal health care program; or 

(9) fails to grant timely access, upon reasonable request (as 
defined by the Secretary in regulations), to the Inspector Gen-
eral of the Department of Health and Human Services, for the 
purpose of audits, investigations, evaluations, or other statu-
tory functions of the Inspector General of the Department of 
Health and Human Services; 

(8) orders or prescribes a medical or other item or service 
during a period in which the person was excluded from a Fed-
eral health care program (as so defined), in the case where the 
person knows or should know that a claim for such medical or 
other item or service will be made under such a program; 

(9) knowingly makes or causes to be made any false state-
ment, omission, or misrepresentation of a material fact in any 
application, bid, or contract to participate or enroll as a pro-
vider of services or a supplier under a Federal health care pro-
gram (as so defined), including Medicare Advantage organiza-
tions under part C of title XVIII, prescription drug plan spon-
sors under part D of title XVIII, medicaid managed care orga-
nizations under title XIX, and entities that apply to participate 
as providers of services or suppliers in such managed care or-
ganizations and such plans; 

(10) knows of an overpayment (as defined in paragraph (4) 
of section 1128J(d)) and does not report and return the over-
payment in accordance with such section; 

shall be subject, in addition to any other penalties that may be pre-
scribed by law, to a civil money penalty of not more than $10,000 
for each item or service (or, in cases under paragraph (3), $15,000 
for each individual with respect to whom false or misleading infor-
mation was given; in cases under paragraph (4), $10,000 for each 
day the prohibited relationship occurs; in cases under paragraph 
(7), $50,000 for each such act; or in cases under paragraph (9), 
$50,000 for each false statement or misrepresentation of a material 
fact). In addition, such a person shall be subject to an assessment 
of not more than 3 times the amount claimed for each such item 
or service in lieu of damages sustained by the United States or a 
State agency because of such claim (or, in cases under paragraph 
(7), damages of not more than 3 times the total amount of remu-
neration offered, paid, solicited, or received, without regard to 
whether a portion of such remuneration was offered, paid, solicited, 
or received for a lawful purpose; or in cases under paragraph (9), 
an assessment of not more than 3 times the total amount claimed 
for each item or service for which payment was made based upon 
the application containing the false statement or misrepresentation 
of a material fact). In addition the Secretary may make a deter-
mination in the same proceeding to exclude the person from par-
ticipation in the Federal health care programs (as defined in sec-
tion 1128B(f)(1)) and to direct the appropriate State agency to ex-
clude the person from participation in any State health care pro-
gram. 

(b)(1) If a hospital or a critical access hospital knowingly makes 
a payment, directly or indirectly, to a physician as an inducement 
to reduce or limit services provided with respect to individuals 
who— 
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(A) are entitled to benefits under part A or part B of title 
XVIII or to medical assistance under a State plan approved 
under title XIX, and 

(B) are under the direct care of the physician, 
the hospital or a critical access hospital shall be subject, in addition 
to any other penalties that may be prescribed by law, to a civil 
money penalty of not more than $2,000 for each such individual 
with respect to whom the payment is made. 

(2) Any physician who knowingly accepts receipt of a payment 
described in paragraph (1) shall be subject, in addition to any other 
penalties that may be prescribed by law, to a civil money penalty 
of not more than $2,000 for each individual described in such para-
graph with respect to whom the payment is made. 

(3)(A) Any physician who executes a document described in sub-
paragraph (B) with respect to an individual knowing that all of the 
requirements referred to in such subparagraph are not met with 
respect to the individual shall be subject to a civil monetary pen-
alty of not more than the greater of— 

(i) $5,000, or 
(ii) three times the amount of the payments under title XVIII 

for home health services which are made pursuant to such cer-
tification. 

(B) A document described in this subparagraph is any document 
that certifies, for purposes of title XVIII, that an individual meets 
the requirements of section 1814(a)(2)(C) or 1835(a)(2)(A) in the 
case of home health services furnished to the individual. 

(c)(1) The Secretary may initiate a proceeding to determine 
whether to impose a civil money penalty, assessment, or exclusion 
under subsection (a) or (b) only as authorized by the Attorney Gen-
eral pursuant to procedures agreed upon by them. The Secretary 
may not initiate an action under this section with respect to any 
claim, request for payment, or other occurrence described in this 
section later than six years after the date the claim was presented, 
the request for payment was made, or the occurrence took place. 
The Secretary may initiate an action under this section by serving 
notice of the action in any manner authorized by Rule 4 of the Fed-
eral Rules of Civil Procedure. 

(2) The Secretary shall not make a determination adverse to any 
person under subsection (a) or (b) until the person has been given 
written notice and an opportunity for the determination to be made 
on the record after a hearing at which the person is entitled to be 
represented by counsel, to present witnesses, and to cross-examine 
witnesses against the person. 

(3) In a proceeding under subsection (a) or (b) which— 
(A) is against a person who has been convicted (whether 

upon a verdict after trial or upon a plea of guilty or nolo 
contendere) of a Federal crime charging fraud or false state-
ments, and 

(B) involves the same transaction as in the criminal action, 
the person is estopped from denying the essential elements of 
the criminal offense. 

(4) The official conducting a hearing under this section may sanc-
tion a person, including any party or attorney, for failing to comply 
with an order or procedure, failing to defend an action, or other 
misconduct as would interfere with the speedy, orderly, or fair con-

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00333 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



328 

duct of the hearing. Such sanction shall reasonably relate to the se-
verity and nature of the failure or misconduct. Such sanction may 
include— 

(A) in the case of refusal to provide or permit discovery, 
drawing negative factual inferences or treating such refusal as 
an admission by deeming the matter, or certain facts, to be es-
tablished, 

(B) prohibiting a party from introducing certain evidence or 
otherwise supporting a particular claim or defense, 

(C) striking pleadings, in whole or in part, 
(D) staying the proceedings, 
(E) dismissal of the action, 
(F) entering a default judgment, 
(G) ordering the party or attorney to pay attorneys’ fees and 

other costs caused by the failure or misconduct, and 
(H) refusing to consider any motion or other action which is 

not filed in a timely manner. 
(d) In determining the amount or scope of any penalty, assess-

ment, or exclusion imposed pursuant to subsection (a) or (b), the 
Secretary shall take into account— 

(1) the nature of claims and the circumstances under which 
they were presented, 

(2) the degree of culpability, history of prior offenses, and fi-
nancial condition of the person presenting the claims, and 

(3) such other matters as justice may require. 
(e) Any person adversely affected by a determination of the Sec-

retary under this section may obtain a review of such determina-
tion in the United States Court of Appeals for the circuit in which 
the person resides, or in which the claim was presented, by filing 
in such court (within sixty days following the date the person is no-
tified of the Secretary’s determination) a written petition request-
ing that the determination be modified or set aside. A copy of the 
petition shall be forthwith transmitted by the clerk of the court to 
the Secretary, and thereupon the Secretary shall file in the Court 
the record in the proceeding as provided in section 2112 of title 28, 
United States Code. Upon such filing, the court shall have jurisdic-
tion of the proceeding and of the question determined therein, and 
shall have the power to make and enter upon the pleadings, testi-
mony, and proceedings set forth in such record a decree affirming, 
modifying, remanding for further consideration, or setting aside, in 
whole or in part, the determination of the Secretary and enforcing 
the same to the extent that such order is affirmed or modified. No 
objection that has not been urged before the Secretary shall be con-
sidered by the court, unless the failure or neglect to urge such ob-
jection shall be excused because of extraordinary circumstances. 
The findings of the Secretary with respect to questions of fact, if 
supported by substantial evidence on the record considered as a 
whole, shall be conclusive. If any party shall apply to the court for 
leave to adduce additional evidence and shall show to the satisfac-
tion of the court that such additional evidence is material and that 
there were reasonable grounds for the failure to adduce such evi-
dence in the hearing before the Secretary, the court may order such 
additional evidence to be taken before the Secretary and to be 
made a part of the record. The Secretary may modify his findings 
as to the facts, or make new findings, by reason of additional evi-
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dence so taken and filed, and he shall file with the court such 
modified or new findings, which findings with respect to questions 
of fact, if supported by substantial evidence on the record consid-
ered as a whole, shall be conclusive, and his recommendations, if 
any, for the modification or setting aside of his original order. Upon 
the filing of the record with it, the jurisdiction of the court shall 
be exclusive and its judgment and decree shall be final, except that 
the same shall be subject to review by the Supreme Court of the 
United States, as provided in section 1254 of title 28, United States 
Code. 

(f) Civil money penalties and assessments imposed under this 
section may be compromised by the Secretary and may be recov-
ered in a civil action in the name of the United States brought in 
United States district court for the district where the claim was 
presented, or where the claimant resides, as determined by the 
Secretary. Amounts recovered under this section shall be paid to 
the Secretary and disposed of as follows: 

(1)(A) In the case of amounts recovered arising out of a claim 
under title XIX, there shall be paid to the State agency an 
amount bearing the same proportion to the total amount recov-
ered as the State’s share of the amount paid by the State agen-
cy for such claim bears to the total amount paid for such claim. 

(B) In the case of amounts recovered arising out of a claim 
under an allotment to a State under title V, there shall be paid 
to the State agency an amount equal to three-sevenths of the 
amount recovered. 

(2) Such portion of the amounts recovered as is determined 
to have been paid out of the trust funds under sections 1817 
and 1841 shall be repaid to such trust funds. 

(3) With respect to amounts recovered arising out of a claim 
under a Federal health care program (as defined in section 
1128B(f)), the portion of such amounts as is determined to 
have been paid by the program shall be repaid to the program, 
and the portion of such amounts attributable to the amounts 
recovered under this section by reason of the amendments 
made by the Health Insurance Portability and Accountability 
Act of 1996 (as estimated by the Secretary) shall be deposited 
into the Federal Hospital Insurance Trust Fund pursuant to 
section 1817(k)(2)(C). 

(4) The remainder of the amounts recovered shall be depos-
ited as miscellaneous receipts of the Treasury of the United 
States. 

The amount of such penalty or assessment, when finally deter-
mined, or the amount agreed upon in compromise, may be deducted 
from any sum then or later owing by the United States or a State 
agency to the person against whom the penalty or assessment has 
been assessed. 

(g) A determination by the Secretary to impose a penalty, assess-
ment, or exclusion under subsection (a) or (b) shall be final upon 
the expiration of the sixty-day period referred to in subsection (e). 
Matters that were raised or that could have been raised in a hear-
ing before the Secretary or in an appeal pursuant to subsection (e) 
may not be raised as a defense to a civil action by the United 
States to collect a penalty, assessment, or exclusion assessed under 
this section. 
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(h) Whenever the Secretary’s determination to impose a penalty, 
assessment, or exclusion under subsection (a) or (b) becomes final, 
he shall notify the appropriate State or local medical or profes-
sional organization, the appropriate State agency or agencies ad-
ministering or supervising the administration of State health care 
programs (as defined in section 1128(h)), and the appropriate utili-
zation and quality control peer review organization, and the appro-
priate State or local licensing agency or organization (including the 
agency specified in section 1864(a) and 1902(a)(33)) that such a 
penalty, assessment, or exclusion has become final and the reasons 
therefor. 

(i) For the purposes of this section: 
(1) The term ‘‘State agency’’ means the agency established or 

designated to administer or supervise the administration of the 
State plan under title XIX of this Act or designated to admin-
ister the State’s program under title V or subtitle 1 of title XX 
of this Act. 

(2) The term ‘‘claim’’ means an application for payments for 
items and services under a Federal health care program (as de-
fined in section 1128B(f)). 

(3) The term ‘‘item or service’’ includes (A) any particular 
item, device, medical supply, or service claimed to have been 
provided to a patient and listed in an itemized claim for pay-
ment, and (B) in the case of a claim based on costs, any entry 
in the cost report, books of account or other documents sup- 
porting such claim. 

(4) The term ‘‘agency of the United States’’ includes any con-
tractor acting as a fiscal intermediary, carrier, or fiscal agent 
or any other claims processing agent for a Federal health care 
program (as so defined). 

(5) The term ‘‘beneficiary’’ means an individual who is eligi-
ble to receive items or services for which payment may be 
made under a Federal health care program (as so defined) but 
does not include a provider, supplier, or practitioner. 

(6) The term ‘‘remuneration’’ includes the waiver of coinsur-
ance and deductible amounts (or any part thereof), and trans-
fers of items or services for free or for other than fair market 
value. The term ‘‘remuneration’’ does not include— 

(A) the waiver of coinsurance and deductible amounts by 
a person, if— 

(i) the waiver is not offered as part of any advertise-
ment or solicitation; 

(ii) the person does not routinely waive coinsurance 
or deductible amounts; and 

(iii) the person— 
(I) waives the coinsurance and deductible 

amounts after determining in good faith that the 
individual is in financial need; or 

(II) fails to collect coinsurance or deductible 
amounts after making reasonable collection ef-
forts; 

(B) subject to subsection (n), any permissible practice de-
scribed in any subparagraph of section 1128B(b)(3) or in 
regulations issued by the Secretary; 
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(C) differentials in coinsurance and deductible amounts 
as part of a benefit plan design as long as the differentials 
have been disclosed in writing to all beneficiaries, third 
party payers, and providers, to whom claims are presented 
and as long as the differentials meet the standards as de-
fined in regulations promulgated by the Secretary not later 
than 180 days after the date of the enactment of the 
Health Insurance Portability and Accountability Act of 
1996; 

(D) incentives given to individuals to promote the deliv-
ery of preventive care as determined by the Secretary in 
regulations so promulgated; 

(E) a reduction in the copayment amount for covered 
OPD services under section 1833(t)(5)(B); 

(F) any other remuneration which promotes access to 
care and poses a low risk of harm to patients and Federal 
health care programs (as defined in section 1128B(f) and 
designated by the Secretary under regulations); 

(G) the offer or transfer of items or services for free or 
less than fair market value by a person, if— 

(i) the items or services consist of coupons, rebates, 
or other rewards from a retailer; 

(ii) the items or services are offered or transferred 
on equal terms available to the general public, regard-
less of health insurance status; and 

(iii) the offer or transfer of the items or services is 
not tied to the provision of other items or services re-
imbursed in whole or in part by the program under 
title XVIII or a State health care program (as defined 
in section 1128(h)); 

(H) the offer or transfer of items or services for free or 
less than fair market value by a person, if— 

(i) the items or services are not offered as part of 
any advertisement or solicitation; 

(ii) the items or services are not tied to the provision 
of other services reimbursed in whole or in part by the 
program under title XVIII or a State health care pro-
gram (as so defined); 

(iii) there is a reasonable connection between the 
items or services and the medical care of the indi-
vidual; and 

(iv) the person provides the items or services after 
determining in good faith that the individual is in fi-
nancial need; or 

(I) effective on a date specified by the Secretary (but not 
earlier than January 1, 2011), the waiver by a PDP spon-
sor of a prescription drug plan under part D of title XVIII 
or an MA organization offering an MA–PD plan under part 
C of such title of any copayment for the first fill of a cov-
ered part D drug (as defined in section 1860D–2(e)) that 
is a generic drug for individuals enrolled in the prescrip-
tion drug plan or MA–PD plan, respectively. 

(7) The term ‘‘should know’’ means that a person, with re-
spect to information— 
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(A) acts in deliberate ignorance of the truth or falsity of 
the information; or 

(B) acts in reckless disregard of the truth or falsity of 
the information, 

and no proof of specific intent to defraud is required. 
(j)(1) The provisions of subsections (d) and (e) of section 205 shall 

apply with respect to this section to the same extent as they are 
applicable with respect to title II. The Secretary may delegate the 
authority granted by section 205(d) (as made applicable to this sec-
tion) to the Inspector General of the Department of Health and 
Human Services for purposes of any investigation under this sec-
tion. 

(2) The Secretary may delegate authority granted under this sec-
tion and under section 1128 to the Inspector General of the Depart-
ment of Health and Human Services. 

(k) Whenever the Secretary has reason to believe that any person 
has engaged, is engaging, or is about to engage in any activity 
which makes the person subject to a civil monetary penalty under 
this section, the Secretary may bring an action in an appropriate 
district court of the United States (or, if applicable, a United States 
court of any territory) to enjoin such activity, or to enjoin the per-
son from concealing, removing, encumbering, or disposing of assets 
which may be required in order to pay a civil monetary penalty if 
any such penalty were to be imposed or to seek other appropriate 
relief. 

(l) A principal is liable for penalties, assessments, and an exclu-
sion under this section for the actions of the principal’s agent act-
ing within the scope of the agency. 

(m)(1) For purposes of this section, with respect to a Federal 
health care program not contained in this Act, references to the 
Secretary in this section shall be deemed to be references to the 
Secretary or Administrator of the department or agency with juris-
diction over such program and references to the Inspector General 
of the Department of Health and Human Services in this section 
shall be deemed to be references to the Inspector General of the ap-
plicable department or agency. 

(2)(A) The Secretary and Administrator of the departments and 
agencies referred to in paragraph (1) may include in any action 
pursuant to this section, claims within the jurisdiction of other 
Federal departments or agencies as long as the following conditions 
are satisfied: 

(i) The case involves primarily claims submitted to the Fed-
eral health care programs of the department or agency initi-
ating the action. 

(ii) The Secretary or Administrator of the department or 
agency initiating the action gives notice and an opportunity to 
participate in the investigation to the Inspector General of the 
department or agency with primary jurisdiction over the Fed-
eral health care programs to which the claims were submitted. 

(B) If the conditions specified in subparagraph (A) are fulfilled, 
the Inspector General of the department or agency initiating the 
action is authorized to exercise all powers granted under the In-
spector General Act of 1978 (5 U.S.C. App.) with respect to the 
claims submitted to the other departments or agencies to the same 
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manner and extent as provided in that Act with respect to claims 
submitted to such departments or agencies. 

(n)(1) Subparagraph (B) of subsection (i)(6) shall not apply to a 
practice described in paragraph (2) unless— 

(A) the Secretary, through the Inspector General of the De-
partment of Health and Human Services, promulgates a rule 
authorizing such a practice as an exception to remuneration; 
and 

(B) the remuneration is offered or transferred by a person 
under such rule during the 2-year period beginning on the date 
the rule is first promulgated. 

(2) A practice described in this paragraph is a practice under 
which a health care provider or facility pays, in whole or in part, 
premiums for medicare supplemental policies for individuals enti-
tled to benefits under part A of title XVIII pursuant to section 
226A. 

* * * * * * * 

TITLE XVIII—HEALTH INSURANCE FOR THE AGED AND 
DISABLED 

* * * * * * * 

EXPLANATION OF MEDICARE BENEFITS 

SEC. 1806. (a) IN GENERAL.—The Secretary shall furnish to each 
individual for whom payment has been made under this title (or 
would be made without regard to any deductible) a statement 
which— 

(1) lists the item or service for which payment has been 
made and the amount of such payment for each item or serv-
ice; and 

(2) includes a notice of the individual’s right to request an 
itemized statement (as provided in subsection (b)). 

(b) REQUEST FOR ITEMIZED STATEMENT FOR MEDICARE ITEMS AND 
SERVICES.— 

(1) IN GENERAL.—An individual may submit a written re-
quest to any physician, provider, supplier, or any other person 
(including an organization, agency, or other entity) for an 
itemized statement for any item or service provided to such in-
dividual by such person with respect to which payment has 
been made under this title. 

(2) 30-DAY PERIOD TO FURNISH STATEMENT.— 
(A) IN GENERAL.—Not later than 30 days after the date 

on which a request under paragraph (1) has been made, a 
person described in such paragraph shall furnish an 
itemized statement describing each item or service pro-
vided to the individual requesting the itemized statement. 

(B) PENALTY.—Whoever knowingly fails to furnish an 
itemized statement in accordance with subparagraph (A) 
shall be subject to a civil money penalty of not more than 
$100 for each such failure. Such penalty shall be imposed 
and collected in the same manner as civil money penalties 
under subsection (a) of section 1128A are imposed and col-
lected under that section. 

(3) REVIEW OF ITEMIZED STATEMENT.— 
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(A) IN GENERAL.—Not later than 90 days after the re-
ceipt of an itemized statement furnished under paragraph 
(1), an individual may submit a written request for a re-
view of the itemized statement to the Secretary. 

(B) SPECIFIC ALLEGATIONS.—A request for a review of 
the itemized statement shall identify— 

(i) specific items or services that the individual be-
lieves were not provided as claimed, or 

(ii) any other billing irregularity (including duplicate 
billing). 

(4) FINDINGS OF SECRETARY.—The Secretary shall, with re-
spect to each written request submitted under paragraph (3), 
determine whether the itemized statement identifies specific 
items or services that were not provided as claimed or any 
other billing irregularity (including duplicate billing) that has 
resulted in unnecessary payments under this title. 

(5) RECOVERY OF AMOUNTS.—The Secretary shall take all ap-
propriate measures to recover amounts unnecessarily paid 
under this title with respect to a statement described in para-
graph (4). 

* * * * * * * 

PART B—SUPPLEMENTARY MEDICAL INSURANCE BENEFITS FOR THE 
AGED AND DISABLED 

* * * * * * * 

PAYMENT OF BENEFITS 

SEC. 1833. (a) Except as provided in section 1876, and subject to 
the succeeding provisions of this section, there shall be paid from 
the Federal Supplementary Medical Insurance Trust Fund, in the 
case of each individual who is covered under the insurance pro-
gram established by this part and incurs expenses for services with 
respect to which benefits are payable under this part, amounts 
equal to— 

(1) in the case of services described in section 1832(a)(1)—80 
percent of the reasonable charges for the services; except that 
(A) an organization which provides medical and other health 
services (or arranges for their availability) on a prepayment 
basis (and either is sponsored by a union or employer, or does 
not provide, or arrange for the provision of, any inpatient hos-
pital services) may elect to be paid 80 percent of the reasonable 
cost of services for which payment may be made under this 
part on behalf of individuals enrolled in such organization in 
lieu of 80 percent of the reasonable charges for such services 
if the organization undertakes to charge such individuals no 
more than 20 percent of such reasonable cost plus any 
amounts payable by them as a result of subsection (b), (B) with 
respect to items and services described in section 
1861(s)(10)(A), the amounts paid shall be 100 percent of the 
reasonable charges for such items and services, (C) with re-
spect to expenses incurred for those physicians’ services for 
which payment may be made under this part that are de-
scribed in section 1862(a)(4), the amounts paid shall be subject 
to such limitations as may be prescribed by regulations, (D) 
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with respect to clinical diagnostic laboratory tests for which 
payment is made under this part (i)(I) on the basis of a fee 
schedule under subsection (h)(1) (for tests furnished before 
January 1, 2017) or section 1834(d)(1), the amount paid shall 
be equal to 80 percent (or 100 percent, in the case of such tests 
for which payment is made on an assignment-related basis) of 
the lesser of the amount determined under such fee schedule, 
the limitation amount for that test determined under sub-
section (h)(4)(B), or the amount of the charges billed for the 
tests, or (II) undersection 1834A (for tests furnished on or after 
January1, 2017), the amount paid shall be equal to 80 per-
cent(or 100 percent, in the case of such tests for whichpayment 
is made on an assignment-related basis) ofthe lesser of the 
amount determined under such sectionor the amount of the 
charges billed for the tests, or(ii) for tests furnished before Jan-
uary 1, 2017,on the basis of a negotiated rate established 
under subsection (h)(6), the amount paid shall be equal to 100 
percent of such negotiated rate,, (E) with respect to services 
furnished to individuals who have been determined to have 
end stage renal disease, the amounts paid shall be determined 
subject to the provisions of section 1881, (F) with respect to 
clinical social worker services under section 1861(s)(2)(N), the 
amounts paid shall be 80 percent of the lesser of (i) the actual 
charge for the services or (ii) 75 percent of the amount deter-
mined for payment of a psychologist under clause (L), 

(G) with respect to facility services furnished in connec-
tion with a surgical procedure specified pursuant to sub-
section (i)(1)(A) and furnished to an individual in an ambu-
latory surgical center described in such subsection, for 
services furnished beginning with the implementation date 
of a revised payment system for such services in such fa-
cilities specified in subsection (i)(2)(D), the amounts paid 
shall be 80 percent of the lesser of the actual charge for 
the services or the amount determined by the Secretary 
under such revised payment system, 

(H) with respect to services of a certified registered nurse an-
esthetist under section 1861(s)(11), the amounts paid shall be 
80 percent of the least of the actual charge, the prevailing 
charge that would be recognized (or, for services furnished on 
or after January 1, 1992, the fee schedule amount provided 
under section 1848) if the services had been performed by an 
anesthesiologist, or the fee schedule for such services estab-
lished by the Secretary in accordance with subsection (l), (I) 
with respect to covered items (described in section 1834(a)(13)), 
the amounts paid shall be the amounts described in section 
1834(a)(1), and (J) with respect to expenses incurred for radi-
ologist services (as defined in section 1834(b)(6)), subject to sec-
tion 1848, the amounts paid shall be 80 percent of the lesser 
of the actual charge for the services or the amount provided 
under the fee schedule established under section 1834(b), (K) 
with respect to certified nurse-midwife services under section 
1861(s)(2)(L), the amounts paid shall be 80 percent of the less-
er of the actual charge for the services or the amount deter-
mined by a fee schedule established by the Secretary for the 
purposes of this subparagraph (but in no event shall such fee 
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schedule exceed 65 percent of the prevailing charge that would 
be allowed for the same service performed by a physician, or, 
for services furnished on or after January 1, 1992, 65 percent 
(or 100 percent for services furnished on or after January 1, 
2011) of the fee schedule amount provided under section 1848 
for the same service performed by a physician), (L) with re-
spect to qualified psychologist services under section 
1861(s)(2)(M), the amounts paid shall be 80 percent of the less-
er of the actual charge for the services or the amount deter-
mined by a fee schedule established by the Secretary for the 
purposes of this subparagraph, (M) with respect to prosthetic 
devices and orthotics and prosthetics (as defined in section 
1834(h)(4)), the amounts paid shall be the amounts described 
in section 1834(h)(1), (N) with respect to expenses incurred for 
physicians’ services (as defined in section 1848(j)(3)) other than 
personalized prevention plan services (as defined in section 
1861(hhh)(1)), the amounts paid shall be 80 percent of the pay-
ment basis determined under section 1848(a)(1), (O) with re-
spect to services described in section 1861(s)(2)(K) (relating to 
services furnished by physician assistants, nurse practitioners, 
or clinic nurse specialists), the amounts paid shall be equal to 
80 percent of (i) the lesser of the actual charge or 85 percent 
of the fee schedule amount provided under section 1848, or (ii) 
in the case of services as an assistant at surgery, the lesser of 
the actual charge or 85 percent of the amount that would oth-
erwise be recognized if performed by a physician who is serv-
ing as an assistant at surgery, (P) with respect to surgical 
dressings, the amounts paid shall be the amounts determined 
under section 1834(i), (Q) with respect to items or services for 
which fee schedules are established pursuant to section 
1842(s), the amounts paid shall be 80 percent of the lesser of 
the actual charge or the fee schedule established in such sec-
tion, (R) with respect to ambulance services, (i) the amounts 
paid shall be 80 percent of the lesser of the actual charge for 
the services or the amount determined by a fee schedule estab-
lished by the Secretary under section 1834(l) and (ii) with re-
spect to ambulance services described in section 1834(l)(8), the 
amounts paid shall be the amounts determined under section 
1834(g) for outpatient critical access hospital services, (S) with 
respect to drugs and biologicals (including intravenous immune 
globulin (as defined in section 1861(zz))) not paid on a cost or 
prospective payment basis as otherwise provided in this part 
(other than items and services described in subparagraph (B)), 
the amounts paid shall be 80 percent of the lesser of the actual 
charge or the payment amount established in section 1842(o) 
(or, if applicable, under section 1847, 1847A, or 1847B), (T) 
with respect to medical nutrition therapy services (as defined 
in section 1861(vv)), the amount paid shall be 80 percent (or 
100 percent if such services are recommended with a grade of 
A or B by the United States Preventive Services Task Force for 
any indication or population and are appropriate for the indi-
vidual) of the lesser of the actual charge for the services or 85 
percent of the amount determined under the fee schedule es-
tablished under section 1848(b) for the same services if fur-
nished by a physician, (U) with respect to facility fees de-
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scribed in section 1834(m)(2)(B), the amounts paid shall be 80 
percent of the lesser of the actual charge or the amounts speci-
fied in such section, (V) notwithstanding subparagraphs (I) (re-
lating to durable medical equipment), (M) (relating to pros-
thetic devices and orthotics and prosthetics), and (Q) (relating 
to 1842(s) items), with respect to competitively priced items 
and services (described in section 1847(a)(2)) that are fur-
nished in a competitive area, the amounts paid shall be the 
amounts described in section 1847(b)(5), (W) with respect to 
additional preventive services (as defined in section 
1861(ddd)(1)), the amount paid shall be (i) in the case of such 
services which are clinical diagnostic laboratory tests, the 
amount determined under subparagraph (D) (if such subpara-
graph were applied, by substituting ‘‘100 percent’’ for ‘‘80 per-
cent’’), and (ii) in the case of all other such services, 100 per-
cent of the lesser of the actual charge for the service or the 
amount determined under a fee schedule established by the 
Secretary for purposes of this subparagraph, (X) with respect 
to personalized prevention plan services (as defined in section 
1861(hhh)(1)), the amount paid shall be 100 percent of the less-
er of the actual charge for the services or the amount deter-
mined under the payment basis determined under section 
1848, (Y) with respect to preventive services described in sub-
paragraphs (A) and (B) of section 1861(ddd)(3) that are appro-
priate for the individual and, in the case of such services de-
scribed in subparagraph (A), are recommended with a grade of 
A or B by the United States Preventive Services Task Force for 
any indication or population, the amount paid shall be 100 per-
cent of (i) except as provided in clause (ii), the lesser of the ac-
tual charge for the services or the amount determined under 
the fee schedule that applies to such services under this part, 
and (ii) in the case of such services that are covered OPD serv-
ices (as defined in subsection (t)(1)(B)), the amount determined 
under subsection (t), and (Z) with respect to Federally qualified 
health center services for which payment is made under sec-
tion 1834(o), the amounts paid shall be 80 percent of the lesser 
of the actual charge or the amount determined under such sec-
tion; 

(2) in the case of services described in section 1832(a)(2) (ex-
cept those services described in subparagraphs (C), (D), (E), 
(F), (G), (H), and (I) of such section and unless otherwise speci-
fied in section 1881)— 

(A) with respect to home health services (other than a 
covered osteoporosis drug) (as defined in section 1861(kk)), 
the amount determined under the prospective payment 
system under section 1895; 

(B) with respect to other items and services (except those 
described in subparagraph (C), (D), or (E) of this para-
graph and except as may be provided in section 1886 or 
section 1888(e)(9))— 

(i) furnished before January 1, 1999, the lesser of— 
(I) the reasonable cost of such services, as deter-

mined under section 1861(v), or 
(II) the customary charges with respect to such 

services,—less the amount a provider may charge 
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as described in clause (ii) of section 1866(a)(2)(A), 
but in no case may the payment for such other 
services exceed 80 percent of such reasonable cost, 
or 

(ii) if such services are furnished before January 1, 
1999, by a public provider of services, or by another 
provider which demonstrates to the satisfaction of the 
Secretary that a significant portion of its patients are 
low-income (and requests that payment be made 
under this clause), free of charge or at nominal 
charges to the public, 80 percent of the amount deter-
mined in accordance with section 1814(b)(2), or 

(iii) if such services are furnished on or after Janu-
ary 1, 1999, the amount determined under subsection 
(t), or 

(iv) if (and for so long as) the conditions described 
in section 1814(b)(3) are met, the amounts determined 
under the reimbursement system described in such 
section; 

(C) with respect to services described in the second sen-
tence of section 1861(p), 80 percent of the reasonable 
charges for such services; 

(D) with respect to clinical diagnostic laboratory tests for 
which payment is made under this part (i)(I)on the basis 
of a fee schedule determined under subsection(h)(1) (for 
tests furnished before January 1, 2017) or section 
1834(d)(1), the amount paid shall be equal to 80 percent 
(or 100 percent, in the case of such tests for which pay-
ment is made on an assignment-related basis or to a pro-
vider having an agreement under section 1866) of the less-
er of the amount determined under such fee schedule, the 
limitation amount for that test determined under sub-
section (h)(4)(B), or the amount of the charges billed for 
the tests, or (II) under section 1834A (for tests furnished 
on or after January 1, 2017), the amount paid shall be 
equal to 80 percent (or 100 percent, in the case of such 
tests for which payment is made on an assignment-related 
basis or to a provider having an agreement under section 
1866) of the lesser of the amount determined under such 
section or the amount of the charges billed for the tests, 
or (ii) for tests furnished before January 1, 2017, on the 
basis of a negotiated rate established under subsection 
(h)(6), the amount paid shall be equal to 100 percent of 
such negotiated rate for such tests; 

(E) with respect to— 
(i) outpatient hospital radiology services (including 

diagnostic and therapeutic radiology, nuclear medicine 
and CAT scan procedures, magnetic resonance imag-
ing, and ultrasound and other imaging services, but 
excluding screening mammography and, for services 
furnished on or after January 1, 2005, diagnostic 
mammography), and 

(ii) effective for procedures performed on or after Oc-
tober 1, 1989, diagnostic procedures (as defined by the 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00344 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



339 

Secretary) described in section 1861(s)(3) (other than 
diagnostic x-ray tests and diagnostic laboratory tests), 

the amount determined under subsection (n) or, for serv-
ices or procedures performed on or after January 1, 1999, 
subsection (t); 

(F) with respect to a covered osteoporosis drug (as de-
fined in section 1861(kk)) furnished by a home health 
agency, 80 percent of the reasonable cost of such service, 
as determined under section 1861(v); 

(G) with respect to items and services described in sec-
tion 1861(s)(10)(A), the lesser of— 

(i) the reasonable cost of such services, as deter-
mined under section 1861(v), or 

(ii) the customary charges with respect to such serv-
ices; and 

(H) with respect to personalized prevention plan services 
(as defined in section 1861(hhh)(1)) furnished by an out-
patient department of a hospital, the amount determined 
under paragraph (1)(X), 
or, if such services are furnished by a public provider of 
services, or by another provider which demonstrates to the 
satisfaction of the Secretary that a significant portion of its 
patients are low-income (and requests that payment be 
made under this provision), free of charge or at nominal 
charges to the public, the amount determined in accord-
ance with section 1814(b)(2); 

(3) in the case of services described in section 1832(a)(2)(D)— 
(A) except as provided in subparagraph (B), the costs 

which are reasonable and related to the cost of furnishing 
such services or which are based on such other tests of 
reasonableness as the Secretary may prescribe in regula-
tions, including those authorized under section 
1861(v)(1)(A), less the amount a provider may charge as 
described in clause (ii) of section 1866(a)(2)(A), but in no 
case may the payment for such services (other than for 
items and services described in section 1861(s)(10)(A)) ex-
ceed 80 percent of such costs; or 

(B) with respect to the services described in clause (ii) of 
section 1832(a)(2)(D) that are furnished to an individual 
enrolled with a MA plan under part C pursuant to a writ-
ten agreement described in section 1853(a)(4), the amount 
(if any) by which— 

(i) the amount of payment that would have other-
wise been provided (I) under subparagraph (A) (cal-
culated as if ‘‘100 percent’’ were substituted for ‘‘80 
percent’’ in such subparagraph) for such services if the 
individual had not been so enrolled, or (II) in the case 
of such services furnished on or after the implementa-
tion date of the prospective payment system under 
section 1834(o), under such section (calculated as if 
‘‘100 percent’’ were substituted for ‘‘80 percent’’ in such 
section) for such services if the individual had not 
been so enrolled; exceeds 

(ii) the amount of the payments received under such 
written agreement for such services (not including any 
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financial incentives provided for in such agreement 
such as risk pool payments, bonuses, or withholds), 

less the amount the federally qualified health center may 
charge as described in section 1857(e)(3)(B); 

(4) in the case of facility services described in section 
1832(a)(2)(F), and outpatient hospital facility services fur-
nished in connection with surgical procedures specified by the 
Secretary pursuant to section 1833(i)(1)(A), the applicable 
amount as determined under paragraph (2) or (3) of subsection 
(i) or subsection (t); 

(5) in the case of covered items (described in section 
1834(a)(13)) the amounts described in section 1834(a)(1); 

(6) in the case of outpatient critical access hospital services, 
the amounts described in section 1834(g); 

(7) in the case of prosthetic devices and orthotics and pros-
thetics (as described in section 1834(h)(4)), the amounts de-
scribed in section 1834(h); 

(8) in the case of— 
(A) outpatient physical therapy services, outpatient 

speech-language pathology services, and outpatient occupa-
tional therapy services furnished— 

(i) by a rehabilitation agency, public health agency, 
clinic, comprehensive outpatient rehabilitation facility, 
or skilled nursing facility, 

(ii) by a home health agency to an individual who is 
not homebound, or 

(iii) by another entity under an arrangement with 
an entity described in clause (i) or (ii); and 

(B) outpatient physical therapy services, outpatient 
speech-language pathology services, and outpatient occupa-
tional therapy services furnished— 

(i) by a hospital to an outpatient or to a hospital in-
patient who is entitled to benefits under part A but 
has exhausted benefits for inpatient hospital services 
during a spell of illness or is not so entitled to benefits 
under part A, or 

(ii) by another entity under an arrangement with a 
hospital described in clause (i), 

the amounts described in section 1834(k); and 
(9) in the case of services described in section 1832(a)(2)(E) 

that are not described in paragraph (8), the amounts described 
in section 1834(k). 
Paragraph (3)(A) shall not apply to Federally qualified health 
center services furnished on or after the implementation date 
of the prospective payment system under section 1834(0). 

(b) Before applying subsection (a) with respect to expenses in-
curred by an individual during any calendar year, the total amount 
of the expenses incurred by such individual during such year 
(which would, except for this subsection, constitute incurred ex-
penses from which benefits payable under subsection (a) are deter-
minable) shall be reduced by a deductible of $75 for calendar years 
before 1991, $100 for 1991 through 2004, $110 for 2005, and for a 
subsequent year the amount of such deductible for the previous 
year increased by the annual percentage increase in the monthly 
actuarial rate under section 1839(a)(1) ending with such subse-
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quent year (rounded to the nearest $1); except that (1) such total 
amount shall not include expenses incurred for preventive services 
described in subparagraph (A) of section 1861(ddd)(3) that are rec-
ommended with a grade of A or B by the United States Preventive 
Services Task Force for any indication or population and are appro-
priate for the individual., (2) such deductible shall not apply with 
respect to home health services (other than a covered osteoporosis 
drug (as defined in section 1861(kk))), (3) such deductible shall not 
apply with respect to clinical diagnostic laboratory tests for which 
payment is made under this part (A) under subsection (a)(1)(D)(i) 
or (a)(2)(D)(i) on an assignment-related basis, or to a provider hav-
ing an agreement under section 1866, or (B) for tests furnished be-
fore January 1, 2017,on the basis of a negotiated rate determined 
under subsection (h)(6), (4) such deductible shall not apply to Fed-
erally qualified health center services, (5) such deductible shall not 
apply with respect to screening mammography (as described in sec-
tion 1861(jj)), (6) such deductible shall not apply with respect to 
screening pap smear and screening pelvic exam (as described in 
section 1861(nn)), (7) such deductible shall not apply with respect 
to ultrasound screening for abdominal aortic aneurysm (as defined 
in section 1861(bbb)), (8) such deductible shall not apply with re-
spect to colorectal cancer screening tests (as described in section 
1861(pp)(1)), (9) such deductible shall not apply with respect to an 
initial preventive physical examination (as defined in section 
1861(ww)), and (10) such deductible shall not apply with respect to 
personalized prevention plan services (as defined in section 
1861(hhh)(1)). The total amount of the expenses incurred by an in-
dividual as determined under the preceding sentence shall, after 
the reduction specified in such sentence, be further reduced by an 
amount equal to the expenses incurred for the first three pints of 
whole blood (or equivalent quantities of packed red blood cells, as 
defined under regulations) furnished to the individual during the 
calendar year, except that such deductible for such blood shall in 
accordance with regulations be appropriately reduced to the extent 
that there has been a replacement of such blood (or equivalent 
quantities of packed red blood cells, as so defined); and for such 
purposes blood (or equivalent quantities of packed red blood cells, 
as so defined) furnished such individual shall be deemed replaced 
when the institution or other person furnishing such blood (or such 
equivalent quantities of packed red blood cells, as so defined) is 
given one pint of blood for each pint of blood (or equivalent quan-
tities of packed red blood cells, as so defined) furnished such indi-
vidual with respect to which a deduction is made under this sen-
tence. The deductible under the previous sentence for blood or 
blood cells furnished an individual in a year shall be reduced to the 
extent that a deductible has been imposed under section 1813(a)(2) 
to blood or blood cells furnished the individual in the year. Para-
graph (1) of the first sentence of this subsection shall apply with 
respect to a colorectal cancer screening test regardless of the code 
that is billed for the establishment of a diagnosis as a result of the 
test, or for the removal of tissue or other matter or other procedure 
that is furnished in connection with, as a result of, and in the same 
clinical encounter as the screening test. 

(c)(1) Notwithstanding any other provision of this part, with re-
spect to expenses incurred in a calendar year in connection with 
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the treatment of mental, psychoneurotic, and personality disorders 
of an individual who is not an inpatient of a hospital at the time 
such expenses are incurred, there shall be considered as incurred 
expenses for purposes of subsections (a) and (b)— 

(A) for expenses incurred in years prior to 2010, only 621⁄2 
percent of such expenses; 

(B) for expenses incurred in 2010 or 2011, only 683⁄4 percent 
of such expenses; 

(C) for expenses incurred in 2012, only 75 percent of such ex-
penses; 

(D) for expenses incurred in 2013, only 811⁄4 percent of such 
expenses; and 

(E) for expenses incurred in 2014 or any subsequent calendar 
year, 100 percent of such expenses. 

(2) For purposes of subparagraphs (A) through (D) of paragraph 
(1), the term ‘‘treatment’’ does not include brief office visits (as de-
fined by the Secretary) for the sole purpose of monitoring or chang-
ing drug prescriptions used in the treatment of such disorders or 
partial hospitalization services that are not directly provided by a 
physician 

(d) No payment may be made under this part with respect to any 
services furnished an individual to the extent that such individual 
is entitled (or would be entitled except for section 1813) to have 
payment made with respect to such services under part A. 

(e) No payment shall be made to any provider of services or other 
person under this part unless there has been furnished such infor-
mation as may be necessary in order to determine the amounts due 
such provider or other person under this part for the period with 
respect to which the amounts are being paid or for any prior pe-
riod. 

(f) In establishing limits under subsection (a) on payment for 
rural health clinic services provided by rural health clinics (other 
than such clinics in hospitals with less than 50 beds), the Secretary 
shall establish such limit, for services provided— 

(1) in 1988, after March 31, at $46 per visit, and 
(2) in a subsequent year, at the limit established under this 

subsection for the previous year increased by the percentage 
increase in the MEI (as defined in section 1842(i)(3)) applicable 
to primary care services (as defined in section 1842(i)(4)) fur-
nished as of the first day of that year. 

(g)(1) Subject to paragraphs (4) and (5), in the case of physical 
therapy services of the type described in section 1861(p) and 
speech-language pathology services of the type described in such 
section through the application of section 1861(ll)(2), but (except as 
provided in paragraph (6)) not described in subsection (a)(8)(B), 
and physical therapy services and speech-language pathology serv-
ices of such type which are furnished by a physician or as incident 
to physicians’ services, with respect to expenses incurred in any 
calendar year, no more than the amount specified in paragraph (2) 
for the year shall be considered as incurred expenses for purposes 
of subsections (a) and (b). 

(2) The amount specified in this paragraph— 
(A) for 1999, 2000, and 2001, is $1,500, and 
(B) for a subsequent year is the amount specified in this 

paragraph for the preceding year increased by the percentage 
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increase in the MEI (as defined in section 1842(i)(3)) for such 
subsequent year; 

except that if an increase under subparagraph (B) for a year is not 
a multiple of $10, it shall be rounded to the nearest multiple of 
$10. 

(3) Subject to paragraphs (4) and (5), in the case of occupational 
therapy services (of the type that are described in section 1861(p) 
(but (except as provided in paragraph (6)) not described in sub-
section (a)(8)(B)) through the operation of section 1861(g) and of 
such type which are furnished by a physician or as incident to phy-
sicians’ services), with respect to expenses incurred in any calendar 
year, no more than the amount specified in paragraph (2) for the 
year shall be considered as incurred expenses for purposes of sub-
sections (a) and (b). 

(4) This subsection shall not apply to expenses incurred with re-
spect to services furnished during 2000, 2001, 2002, 2004, and 
2005. 

(5)(A) With respect to expenses incurred during the period begin-
ning on January 1, 2006, and ending on March 31, 2015, for serv-
ices, the Secretary shall implement a process under which an indi-
vidual enrolled under this part may, upon request of the individual 
or a person on behalf of the individual, obtain an exception from 
the uniform dollar limitation specified in paragraph (2), for services 
described in paragraphs (1) and (3) if the provision of such services 
is determined to be medically necessary and if the requirement of 
subparagraph (B) is met. Under such process, if the Secretary does 
not make a decision on such a request for an exception within 10 
business days of the date of the Secretary’s receipt of the request 
made in accordance with such requirement, the Secretary shall be 
deemed to have found the services to be medically necessary. 

(B) In the case of outpatient therapy services for which an excep-
tion is requested under the first sentence of subparagraph (A), the 
claim for such services shall contain an appropriate modifier (such 
as the KX modifier used as of the date of the enactment of this sub-
paragraph) indicating that such services are medically necessary as 
justified by appropriate documentation in the medical record in-
volved. 

(C)(i) In applying this paragraph with respect to a request for an 
exception with respect to expenses that would be incurred for out-
patient therapy services (including services described in subsection 
(a)(8)(B)) that would exceed the threshold described in clause (ii) 
for a year, the request for such an exception, for services furnished 
on or after October 1, 2012, shall be subject to a manual medical 
review process that is similar to the manual medical review process 
used for certain exceptions under this paragraph in 2006. 

(ii) The threshold under this clause for a year is $3,700. Such 
threshold shall be applied separately— 

(I) for physical therapy services and speech-language pathol-
ogy services; and 

(II) for occupational therapy services. 
(D) With respect to services furnished on or after January 1, 

2013, where payment may not be made as a result of application 
of paragraphs (1) and (3), section 1879 shall apply in the same 
manner as such section applies to a denial that is made by reason 
of section 1862(a)(1). 
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(6)(A) In applying paragraphs (1) and (3) to services furnished 
during the period beginning not later than October 1, 2012, and 
ending on March 31, 2015, the exclusion of services described in 
subsection (a)(8)(B) from the uniform dollar limitation specified in 
paragraph (2) shall not apply to such services furnished during 
2012, 2013, 2014, or the first threemonths of 2015. 

(B)(i) With respect to outpatient therapy services furnished be-
ginning on or after January 1, 2013, and before January 1, 2014, 
for which payment is made under section 1834(g), the Secretary 
shall count toward the uniform dollar limitations described in para-
graphs (1) and (3) and the threshold described in paragraph (5)(C) 
the amount that would be payable under this part if such services 
were paid under section 1834(k)(1)(B) instead of being paid under 
section 1834(g). 

(ii) Nothing in clause (i) shall be construed as changing the 
method of payment for outpatient therapy services under section 
1834(g). 

(h)(1)(A) Subject to section 1834(d)(1), the Secretary shall estab-
lish fee schedules for clinical diagnostic laboratory tests (including 
prostate cancer screening tests under section 1861(oo) consisting of 
prostate-specific antigen blood tests) for which payment is made 
under this part, other than such tests performed by a provider of 
services for an inpatient of such provider. 

(B) In the case of clinical diagnostic laboratory tests performed 
by a physician or by a laboratory (other than tests performed by 
a qualified hospital laboratory (as defined in subparagraph (D)) for 
outpatients of such hospital), the fee schedules established under 
subparagraph (A) shall be established on a regional, statewide, or 
carrier service area basis (as the Secretary may determine to be ap-
propriate) for tests furnished on or after July 1, 1984. 

(C) In the case of clinical diagnostic laboratory tests performed 
by a qualified hospital laboratory (as defined in subparagraph (D)) 
for outpatients of such hospital, the fee schedules established under 
subparagraph (A) shall be established on a regional, statewide, or 
carrier service area basis (as the Secretary may determine to be ap-
propriate) for tests furnished on or after July 1, 1984. 

(D) In this subsection, the term ‘‘qualified hospital laboratory’’ 
means a hospital laboratory, in a sole community hospital (as de-
fined in section 1886(d)(5)(D)(iii)), which provides some clinical di-
agnostic laboratory tests 24 hours a day in order to serve a hospital 
emergency room which is available to provide services 24 hours a 
day and 7 days a week. 

(2)(A)(i) Except as provided in clause (v), subparagraph (B), and 
paragraph (4), the Secretary shall set the fee schedules at 60 per-
cent (or, in the case of a test performed by a qualified hospital lab-
oratory (as defined in paragraph (1)(D)) for outpatients of such hos-
pital, 62 percent) of the prevailing charge level determined pursu-
ant to the third and fourth sentences of section 1842(b)(3) for simi-
lar clinical diagnostic laboratory tests for the applicable region, 
State, or area for the 12-month period beginning July 1, 1984, ad-
justed annually (to become effective on January 1 of each year) by, 
subject to clause (iv), a percentage increase or decrease equal to the 
percentage increase or decrease in the Consumer Price Index for 
All Urban Consumers (United States city average) minus, for each 
of the years 2009 and 2010, 0.5 percentage points, and, for tests 
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furnished before the dateof enactment of section 1834A, subject to 
such other adjustments as the Secretary determines are justified 
by technological changes. 

(ii) Notwithstanding clause (i)— 
(I) any change in the fee schedules which would have become 

effective under this subsection for tests furnished on or after 
January 1, 1988, shall not be effective for tests furnished dur-
ing the 3-month period beginning on January 1, 1988, 

(II) the Secretary shall not adjust the fee schedules under 
clause (i) to take into account any increase in the consumer 
price index for 1988, 

(III) the annual adjustment in the fee schedules determined 
under clause (i) for each of the years 1991, 1992, and 1993 
shall be 2 percent, and 

(IV) the annual adjustment in the fee schedules determined 
under clause (i) for each of the years 1994 and 1995, 1998 
through 2002, and 2004 through 2008 shall be 0 percent. 

(iii) In establishing fee schedules under clause (i) with respect to 
automated tests and tests (other than cytopathology tests) which 
before July 1, 1984, the Secretary made subject to a limit based on 
lowest charge levels under the sixth sentence of section 1842(b)(3) 
performed after March 31, 1988, the Secretary shall reduce by 8.3 
percent the fee schedules otherwise established for 1988, and such 
reduced fee schedules shall serve as the base for 1989 and subse-
quent years. 

(iv) After determining the adjustment to the fee schedules under 
clause (i), the Secretary shall reduce such adjustment— 

(I) for 2011 and each subsequent year, by the productivity 
adjustment described in section 1886(b)(3)(B)(xi)(II); and 

(II) for each of 2011 through 2015, by 1.75 percentage points. 
Subclause (I) shall not apply in a year where the adjustment to the 
fee schedules determined under clause (i) is 0.0 or a percentage de-
crease for a year. The application of the productivity adjustment 
under subclause (I) shall not result in an adjustment to the fee 
schedules under clause (i) being less than 0.0 for a year. The appli-
cation of subclause (II) may result in an adjustment to the fee 
schedules under clause (i) being less than 0.0 for a year, and may 
result in payment rates for a year being less than such payment 
rates for the preceding year. 

(v) The Secretary shall reduce by 2 percent the fee schedules oth-
erwise determined under clause (i) for 2013, and such reduced fee 
schedules shall serve as the base for 2014 and subsequent years. 

(B) The Secretary may make further adjustments or exceptions 
to the fee schedules to assure adequate reimbursement of (i) emer-
gency laboratory tests needed for the provision of bona fide emer-
gency services, and (ii) certain low volume high-cost tests where 
highly sophisticated equipment or extremely skilled personnel are 
necessary to assure quality. 

(3) In addition to the amounts provided under the fee schedules 
(for tests furnished before January 1, 2017)or under section 1834A 
(for tests furnished on or afterJanuary 1, 2017), subject to sub-
section (b)(5) of such section, the Secretary shall provide for and es-
tablish (A) a nominal fee to cover the appropriate costs in collecting 
the sample on which a clinical diagnostic laboratory test was per-
formed and for which payment is made under this part, except that 
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not more than one such fee may be provided under this paragraph 
with respect to samples collected in the same encounter, and (B) 
a fee to cover the transportation and personnel expenses for 
trained personnel to travel to the location of an individual to collect 
the sample, except that such a fee may be provided only with re-
spect to an individual who is homebound or an inpatient in an in-
patient facility (other than a hospital). In establishing a fee to 
cover the transportation and personnel expenses for trained per-
sonnel to travel to the location of an individual to collect a sample, 
the Secretary shall provide a method for computing the fee based 
on the number of miles traveled and the personnel costs associated 
with the collection of each individual sample, but the Secretary 
shall only be required to apply such method in the case of tests fur-
nished during the period beginning on April 1, 1989, and ending 
on December 31, 1990, by a laboratory that establishes to the satis-
faction of the Secretary (based on data for the 12-month period 
ending June 30, 1988) that (i) the laboratory is dependent upon 
payments under this title for at least 80 percent of its collected rev-
enues for clinical diagnostic laboratory tests, (ii) at least 85 percent 
of its gross revenues for such tests are attributable to tests per-
formed with respect to individuals who are homebound or who are 
residents in a nursing facility, and (iii) the laboratory provided 
such tests for residents in nursing facilities representing at least 
20 percent of the number of such facilities in the State in which 
the laboratory is located. 

(4)(A) In establishing any fee schedule under this subsection, the 
Secretary may provide for an adjustment to take into account, with 
respect to the portion of the expenses of clinical diagnostic labora-
tory tests attributable to wages, the relative difference between a 
region’s or local area’s wage rates and the wage rate presumed in 
the data on which the schedule is based. 

(B) For purposes of subsections (a)(1)(D)(i) and (a)(2)(D)(i), the 
limitation amount for a clinical diagnostic laboratory test per-
formed— 

(i) on or after July 1, 1986, and before April 1, 1988, is equal 
to 115 percent of the median of all the fee schedules estab-
lished for that test for that laboratory setting under paragraph 
(1), 

(ii) after March 31, 1988, and before January 1, 1990, is 
equal to the median of all the fee schedules established for that 
test for that laboratory setting under paragraph (1), 

(iii) after December 31, 1989, and before January 1, 1991, is 
equal to 93 percent of the median of all the fee schedules es-
tablished for that test for that laboratory setting under para-
graph (1), 

(iv) after December 31, 1990, and before January 1, 1994, is 
equal to 88 percent of such median, 

(v) after December 31, 1993, and before January 1, 1995, is 
equal to 84 percent of such median, 

(vi) after December 31, 1994, and before January 1, 1996, is 
equal to 80 percent of such median, 

(vii) after December 31, 1995, and before January 1, 1998, is 
equal to 76 percent of such median, and 

(viii) after December 31, 1997, is equal to 74 percent of such 
median (or 100 percent of such median in the case of a clinical 
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diagnostic laboratory test performed on or after January 1, 
2001, that the Secretary determines is a new test for which no 
limitation amount has previously been established under this 
subparagraph). 

(5)(A) In the case of a bill or request for payment for a clinical 
diagnostic laboratory test for which payment may otherwise be 
made under this part on an assignment-related basis or under a 
provider agreement under section 1866, payment may be made 
only to the person or entity which performed or supervised the per-
formance of such test; except that— 

(i) if a physician performed or supervised the performance of 
such test, payment may be made to another physician with 
whom he shares his practice, 

(ii) in the case of a test performed at the request of a labora-
tory by another laboratory, payment may be made to the refer-
ring laboratory but only if— 

(I) the referring laboratory is located in, or is part of, a 
rural hospital, 

(II) the referring laboratory is wholly owned by the enti-
ty performing such test, the referring laboratory wholly 
owns the entity performing such test, or both the referring 
laboratory and the entity performing such test are wholly- 
owned by a third entity, or 

(III) not more than 30 percent of the clinical diagnostic 
laboratory tests for which such referring laboratory (but 
not including a laboratory described in subclause (II)), re-
ceives requests for testing during the year in which the 
test is performed are performed by another laboratory, and 

(iii) in the case of a clinical diagnostic laboratory test pro-
vided under an arrangement (as defined in section 1861(w)(1)) 
made by a hospital, critical access hospital, or skilled nursing 
facility, payment shall be made to the hospital or skilled nurs-
ing facility. 

(B) In the case of such a bill or request for payment for a clinical 
diagnostic laboratory test for which payment may otherwise be 
made under this part, and which is not described in subparagraph 
(A), payment may be made to the beneficiary only on the basis of 
the itemized bill of the person or entity which performed or super-
vised the performance of the test. 

(C) Payment for a clinical diagnostic laboratory test, including a 
test performed in a physician’s office but excluding a test per-
formed by a rural health clinic may only be made on an assign-
ment-related basis or to a provider of services with an agreement 
in effect under section 1866. 

(D) A person may not bill for a clinical diagnostic laboratory test, 
including a test performed in a physician’s office but excluding a 
test performed by a rural health clinic, other than on an assign-
ment-related basis. If a person knowingly and willfully and on a re-
peated basis bills for a clinical diagnostic laboratory test in viola-
tion of the previous sentence, the Secretary may apply sanctions 
against the person in the same manner as the Secretary may apply 
sanctions against a physician in accordance with paragraph (2) of 
section 1842(j) in the same manner such paragraphs apply with re-
spect to a physician. Paragraph (4) of such section shall apply in 
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this subparagraph in the same manner as such paragraph applies 
to such section. 

(6) For tests furnished before January 1, 2017, inthe case of any 
diagnostic laboratory test payment for which is not made on the 
basis of a fee schedule under paragraph (1), the Secretary may es-
tablish a payment rate which is acceptable to the person or entity 
performing the test and which would be considered the full charge 
for such tests. Such negotiated rate shall be limited to an amount 
not in excess of the total payment that would have been made for 
the services in the absence of such rate. 

(7) Notwithstanding paragraphs (1) and (4)and section 1834A, 
the Secretary shall establish a national minimum payment amount 
under this part for a diagnostic or screening pap smear laboratory 
test (including all cervical cancer screening technologies that have 
been approved by the Food and Drug Administration as a primary 
screening method for detection of cervical cancer) equal to $14.60 
for tests furnished in 2000. For such tests furnished in subsequent 
years, such national minimum payment amount shall be adjusted 
annually as provided in paragraph (2). 

(8)(A) The Secretary shall establish by regulation procedures for 
determining the basis for, and amount of, payment under this sub-
section for any clinical diagnostic laboratory test with respect to 
which a new or substantially revised HCPCS code is assigned on 
or after January 1, 2005 (in this paragraph referred to as ‘‘new 
tests’’). 

(B) Determinations under subparagraph (A) shall be made only 
after the Secretary— 

(i) makes available to the public (through an Internet 
website and other appropriate mechanisms) a list that includes 
any such test for which establishment of a payment amount 
under this subsection is being considered for a year; 

(ii) on the same day such list is made available, causes to 
have published in the Federal Register notice of a meeting to 
receive comments and recommendations (and data on which 
recommendations are based) from the public on the appro-
priate basis under this subsection for establishing payment 
amounts for the tests on such list; 

(iii) not less than 30 days after publication of such notice 
convenes a meeting, that includes representatives of officials of 
the Centers for Medicare & Medicaid Services involved in de-
termining payment amounts, to receive such comments and 
recommendations (and data on which the recommendations are 
based); 

(iv) taking into account the comments and recommendations 
(and accompanying data) received at such meeting, develops 
and makes available to the public (through an Internet website 
and other appropriate mechanisms) a list of proposed deter-
minations with respect to the appropriate basis for establishing 
a payment amount under this subsection for each such code, 
together with an explanation of the reasons for each such de-
termination, the data on which the determinations are based, 
and a request for public written comments on the proposed de-
termination; and 

(v) taking into account the comments received during the 
public comment period, develops and makes available to the 
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public (through an Internet website and other appropriate 
mechanisms) a list of final determinations of the payment 
amounts for such tests under this subsection, together with the 
rationale for each such determination, the data on which the 
determinations are based, and responses to comments and sug-
gestions received from the public. 

(C) Under the procedures established pursuant to subparagraph 
(A), the Secretary shall— 

(i) set forth the criteria for making determinations under 
subparagraph (A); and 

(ii) make available to the public the data (other than propri-
etary data) considered in making such determinations. 

(D) The Secretary may convene such further public meetings to 
receive public comments on payment amounts for new tests under 
this subsection as the Secretary deems appropriate. 

(E) For purposes of this paragraph: 
(i) The term ‘‘HCPCS’’ refers to the Health Care Procedure 

Coding System. 
(ii) A code shall be considered to be ‘‘substantially revised’’ 

if there is a substantive change to the definition of the test or 
procedure to which the code applies (such as a new analyte or 
a new methodology for measuring an existing analyte-specific 
test). 

(9) Notwithstanding any other provision in this part, in the case 
of any diagnostic laboratory test for HbA1c that is labeled by the 
Food and Drug Administration for home use and is furnished on 
or after April 1, 2008, the payment rate for such test shall be the 
payment rate established under this part for a glycated hemoglobin 
test (identified as of October 1, 2007, by HCPCS code 83036 (and 
any succeeding codes)). 

(i)(1) The Secretary shall, in consultation with appropriate med-
ical organizations— 

(A) specify those surgical procedures which are appropriately 
(when considered in terms of the proper utilization of hospital 
inpatient facilities) performed on an inpatient basis in a hos-
pital but which also can be performed safely on an ambulatory 
basis in an ambulatory surgical center (meeting the standards 
specified under section 1832(a)(2)(F)(i)), critical access hospital, 
or hospital outpatient department, and 

(B) specify those surgical procedures which are appropriately 
(when considered in terms of the proper utilization of hospital 
inpatient facilities) performed on an inpatient basis in a hos-
pital but which also can be performed safely on an ambulatory 
basis in a physician’s office. 

The lists of procedures established under subparagraphs (A) and 
(B) shall be reviewed and updated not less often than every 2 
years, in consultation with appropriate trade and professional orga-
nizations. 

(2)(A) For services furnished prior to the implementation of the 
system described in subparagraph (D), subject to subparagraph (E), 
the amount of payment to be made for facility services furnished 
in connection with a surgical procedure specified pursuant to para-
graph (1)(A) and furnished to an individual in an ambulatory sur-
gical center described in such paragraph shall be equal to 80 per-
cent of a standard overhead amount established by the Secretary 
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(with respect to each such procedure) on the basis of the Sec-
retary’s estimate of a fair fee which— 

(i) takes into account the costs incurred by such centers, or 
classes of centers, generally in providing services furnished in 
connection with the performance of such procedure, as deter-
mined in accordance with a survey (based upon a representa-
tive sample of procedures and facilities) of the actual audited 
costs incurred by such centers in providing such services, 

(ii) takes such costs into account in such a manner as will 
assure that the performance of the procedure in such a center 
will result in substantially less amounts paid under this title 
than would have been paid if the procedure had been per-
formed on an inpatient basis in a hospital, and 

(iii) in the case of insertion of an intraocular lens during or 
subsequent to cataract surgery includes payment which is rea-
sonable and related to the cost of acquiring the class of lens 
involved. 

Each amount so established shall be reviewed and updated not 
later than July 1, 1987, and annually thereafter to take account of 
varying conditions in different areas. 

(B) The amount of payment to be made under this part for facil-
ity services furnished, in connection with a surgical procedure spec-
ified pursuant to paragraph (1)(B), in a physician’s office shall be 
equal to 80 percent of a standard overhead amount established by 
the Secretary (with respect to each such procedure) on the basis of 
the Secretary’s estimate of a fair fee which— 

(i) takes into account additional costs, not usually included 
in the professional fee, incurred by physicians in securing, 
maintaining, and staffing the facilities and ancillary services 
appropriate for the performance of such procedure in the physi-
cian’s office, and 

(ii) takes such items into account in such a manner which 
will assure that the performance of such procedure in the phy-
sician’s office will result in substantially less amounts paid 
under this title than would have been paid if the services had 
been furnished on an inpatient basis in a hospital. 

Each amount so established shall be reviewed and updated not 
later than July 1, 1987, and annually thereafter to take account of 
varying conditions in different areas. 

(C)(i) Notwithstanding the second sentence of each of subpara-
graphs (A) and (B), except as otherwise specified in clauses (ii), 
(iii), and (iv), if the Secretary has not updated amounts established 
under such subparagraphs or under subparagraph (D), with respect 
to facility services furnished during a fiscal year (beginning with 
fiscal year 1986 or a calendar year (beginning with 2006)), such 
amounts shall be increased by the percentage increase in the Con-
sumer Price Index for all urban consumers (U.S. city average) as 
estimated by the Secretary for the 12-month period ending with the 
midpoint of the year involved. 

(ii) In each of the fiscal years 1998 through 2002, the increase 
under this subparagraph shall be reduced (but not below zero) by 
2.0 percentage points. 

(iii) In fiscal year 2004, beginning with April 1, 2004, the in-
crease under this subparagraph shall be the Consumer Price Index 
for all urban consumers (U.S. city average) as estimated by the 
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Secretary for the 12-month period ending with March 31, 2003, 
minus 3.0 percentage points. 

(iv) In fiscal year 2005, the last quarter of calendar year 2005, 
and each of calendar years 2006 through 2009, the increase under 
this subparagraph shall be 0 percent. 

(D)(i) Taking into account the recommendations in the report 
under section 626(d) of Medicare Prescription Drug, Improvement, 
and Modernization Act of 2003, the Secretary shall implement a re-
vised payment system for payment of surgical services furnished in 
ambulatory surgical centers. 

(ii) In the year the system described in clause (i) is implemented, 
such system shall be designed to result in the same aggregate 
amount of expenditures for such services as would be made if this 
subparagraph did not apply, as estimated by the Secretary and 
taking into account reduced expenditures that would apply if sub-
paragraph (E) were to continue to apply, as estimated by the Sec-
retary. 

(iii) The Secretary shall implement the system described in 
clause (i) for periods in a manner so that it is first effective begin-
ning on or after January 1, 2006, and not later than January 1, 
2008. 

(iv) The Secretary may implement such system in a manner so 
as to provide for a reduction in any annual update for failure to 
report on quality measures in accordance with paragraph (7). 

(v) In implementing the system described in clause (i) for 
2011 and each subsequent year, any annual update under such 
system for the year, after application of clause (iv), shall be re-
duced by the productivity adjustment described in section 
1886(b)(3)(B)(xi)(II). The application of the preceding sentence 
may result in such update being less than 0.0 for a year, and 
may result in payment rates under the system described in 
clause (i) for a year being less than such payment rates for the 
preceding year. 

(vi) There shall be no administrative or judicial review under sec-
tion 1869, 1878, or otherwise, of the classification system, the rel-
ative weights, payment amounts, and the geographic adjustment 
factor, if any, under this subparagraph. 

(E) With respect to surgical procedures furnished on or after Jan-
uary 1, 2007, and before the effective date of the implementation 
of a revised payment system under subparagraph (D), if— 

(i) the standard overhead amount under subparagraph (A) 
for a facility service for such procedure, without the application 
of any geographic adjustment, exceeds 

(ii) the Medicare OPD fee schedule amount established 
under the prospective payment system for hospital outpatient 
department services under paragraph (3)(D) of section 1833(t) 
for such service for such year, determined without regard to 
geographic adjustment under paragraph (2)(D) of such section, 

the Secretary shall substitute under subparagraph (A) the amount 
described in clause (ii) for the standard overhead amount for such 
service referred to in clause (i). 

(3)(A) The aggregate amount of the payments to be made under 
this part for outpatient hospital facility services or critical access 
hospital services furnished before January 1, 1999, in connection 
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with surgical procedures specified under paragraph (1)(A) shall be 
equal to the lesser of— 

(i) the amount determined with respect to such services 
under subsection (a)(2)(B); or 

(ii) the blend amount (described in subparagraph (B)). 
(B)(i) The blend amount for a cost reporting period is the sum 

of— 
(I) the cost proportion (as defined in clause (ii)(I)) of the 

amount described in subparagraph (A)(i), and 
(II) the ASC proportion (as defined in clause (ii)(II)) of the 

standard overhead amount payable with respect to the same 
surgical procedure as if it were provided in an ambulatory sur-
gical center in the same area, as determined under paragraph 
(2)(A), less the amount a provider may charge as described in 
clause (ii) of section 1866(a)(2)(A). 

(ii) Subject to paragraph (4), in this paragraph: 
(I) The term ‘‘cost proportion’’ means 75 percent for cost re-

porting periods beginning in fiscal year 1988, 50 percent for 
portions of cost reporting periods beginning on or after October 
1, 1988, and ending on or before December 31, 1990, and 42 
percent for portions of cost reporting periods beginning on or 
after January 1, 1991. 

(II) The term ‘‘ASC proportion’’ means 25 percent for cost re-
porting periods beginning in fiscal year 1988, 50 percent for 
portions of cost reporting periods beginning on or after October 
1, 1988, and ending on or before December 31, 1990, and 58 
percent for portions of cost reporting periods beginning on or 
after January 1, 1991. 

(4)(A) In the case of a hospital that— 
(i) makes application to the Secretary and demonstrates that 

it specializes in eye services or eye and ear services (as deter-
mined by the Secretary), 

(ii) receives more than 30 percent of its total revenues from 
outpatient services, and 

(iii) on October 1, 1987— 
(I) was an eye specialty hospital or an eye and ear spe-

cialty hospital, or 
(II) was operated as an eye or eye and ear unit (as de-

fined in subparagraph (B)) of a general acute care hospital 
which, on the date of the application described in clause 
(i), operates less than 20 percent of the beds that the hos-
pital operated on October 1, 1987, and has sold or other-
wise disposed of a substantial portion of the hospital’s 
other acute care operations, 

the cost proportion and ASC proportion in effect under subclauses 
(I) and (II) of paragraph (3)(B)(ii) for cost reporting periods begin-
ning in fiscal year 1988 shall remain in effect for cost reporting pe-
riods beginning on or after October 1, 1988, and before January 1, 
1995. 

(B) For purposes of this subparagraph (A)(iii)(II), the term ‘‘eye 
or eye and ear unit’’ means a physically separate or distinct unit 
containing separate surgical suites devoted solely to eye or eye and 
ear services. 

(5)(A) The Secretary is authorized to provide by regulations that 
in the case of a surgical procedure, specified by the Secretary pur-
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suant to paragraph (1)(A), performed in an ambulatory surgical 
center described in such paragraph, there shall be paid (in lieu of 
any amounts otherwise payable under this part) with respect to the 
facility services furnished by such center and with respect to all re-
lated services (including physicians’ services, laboratory, X-ray, and 
diagnostic services) a single all-inclusive fee established pursuant 
to subparagraph (B), if all parties furnishing all such services agree 
to accept such fee (to be divided among the parties involved in such 
manner as they shall have previously agreed upon) as full payment 
for the services furnished. 

(B) In implementing this paragraph, the Secretary shall establish 
with respect to each surgical procedure specified pursuant to para-
graph (1)(A) the amount of the all-inclusive fee for such procedure, 
taking into account such factors as may be appropriate. The 
amount so established with respect to any surgical procedure shall 
be reviewed periodically and may be adjusted by the Secretary, 
when appropriate, to take account of varying conditions in different 
areas. 

(6) Any person, including a facility having an agreement under 
section 1832(a)(2)(F)(i), who knowingly and willfully presents, or 
causes to be presented, a bill or request for payment, for an intra-
ocular lens inserted during or subsequent to cataract surgery for 
which payment may be made under paragraph (2)(A)(iii), is subject 
to a civil money penalty of not to exceed $2,000. The provisions of 
section 1128A (other than subsections (a) and (b)) shall apply to a 
civil money penalty under the previous sentence in the same man-
ner as such provisions apply to a penalty or proceeding under sec-
tion 1128A(a). 

(7)(A) For purposes of paragraph (2)(D)(iv), the Secretary may 
provide, in the case of an ambulatory surgical center that does not 
submit, to the Secretary in accordance with this paragraph, data 
required to be submitted on measures selected under this para-
graph with respect to a year, any annual increase provided under 
the system established under paragraph (2)(D) for such year shall 
be reduced by 2.0 percentage points. A reduction under this sub-
paragraph shall apply only with respect to the year involved and 
the Secretary shall not take into account such reduction in com-
puting any annual increase factor for a subsequent year. 

(B) Except as the Secretary may otherwise provide, the provi-
sions of subparagraphs (B), (C), (D), and (E) of paragraph (17) of 
section 1833(t) shall apply with respect to services of ambulatory 
surgical centers under this paragraph in a similar manner to the 
manner in which they apply under such paragraph and, for pur-
poses of this subparagraph, any reference to a hospital, outpatient 
setting, or outpatient hospital services is deemed a reference to an 
ambulatory surgical center, the setting of such a center, or services 
of such a center, respectively. 

(j) Whenever a final determination is made that the amount of 
payment made under this part either to a provider of services or 
to another person pursuant to an assignment under section 
1842(b)(3)(B)(ii) was in excess of or less than the amount of pay-
ment that is due, and payment of such excess or deficit is not made 
(or effected by offset) within 30 days of the date of the determina-
tion, interest shall accrue on the balance of such excess or deficit 
not paid or offset (to the extent that the balance is owed by or 
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owing to the provider) at a rate determined in accordance with the 
regulations of the Secretary of the Treasury applicable to charges 
for late payments. 

(k) With respect to services described in section 1861(s)(10)(B), 
the Secretary may provide, instead of the amount of payment oth-
erwise provided under this part, for payment of such an amount or 
amounts as reasonably reflects the general cost of efficiently pro-
viding such services. 

(l)(1)(A) The Secretary shall establish a fee schedule for services 
of certified registered nurse anesthetists under section 1861(s)(11). 

(B) In establishing the fee schedule under this paragraph the 
Secretary may utilize a system of time units, a system of base and 
time units, or any appropriate methodology. 

(C) The provisions of this subsection shall not apply to certain 
services furnished in certain hospitals in rural areas under the pro-
visions of section 9320(k) of the Omnibus Budget Reconciliation Act 
of 1986, as amended by section 6132 of the Omnibus Budget Rec-
onciliation Act of 1989. 

(2) Except as provided in paragraph (3), the fee schedule estab-
lished under paragraph (1) shall be initially based on audited data 
from cost reporting periods ending in fiscal year 1985 and such 
other data as the Secretary determines necessary. 

(3)(A) In establishing the initial fee schedule for those services, 
the Secretary shall adjust the fee schedule to the extent necessary 
to ensure that the estimated total amount which will be paid under 
this title for those services plus applicable coinsurance in 1989 will 
equal the estimated total amount which would be paid under this 
title for those services in 1989 if the services were included as in-
patient hospital services and payment for such services was made 
under part A in the same manner as payment was made in fiscal 
year 1987, adjusted to take into account changes in prices and 
technology relating to the administration of anesthesia. 

(B) The Secretary shall also reduce the prevailing charge of phy-
sicians for medical direction of a certified registered nurse anes-
thetist, or the fee schedule for services of certified registered nurse 
anesthetists, or both, to the extent necessary to ensure that the es-
timated total amount which will be paid under this title plus appli-
cable coinsurance for such medical direction and such services in 
1989 and 1990 will not exceed the estimated total amount which 
would have been paid plus applicable coinsurance but for the enact-
ment of the amendments made by section 9320 of the Omnibus 
Budget Reconciliation Act of 1986. A reduced prevailing charge 
under this subparagraph shall become the prevailing charge but for 
subsequent years for purposes of applying the economic index 
under the fourth sentence of section 1842(b)(3). 

(4)(A) Except as provided in subparagraphs (C) and (D), in deter-
mining the amount paid under the fee schedule under this sub-
section for services furnished on or after January 1, 1991, by a cer-
tified registered nurse anesthetist who is not medically directed— 

(i) the conversion factor shall be— 
(I) for services furnished in 1991, $15.50, 
(II) for services furnished in 1992, $15.75, 
(III) for services furnished in 1993, $16.00, 
(IV) for services furnished in 1994, $16.25, 
(V) for services furnished in 1995, $16.50, 
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(VI) for services furnished in 1996, $16.75, and 
(VII) for services furnished in calendar years after 1996, 

the previous year’s conversion factor increased by the up-
date determined under section 1848(d) for physician anes-
thesia services for that year; 

(ii) the payment areas to be used shall be the fee schedule 
areas used under section 1848 (or, in the case of services fur-
nished during 1991, the localities used under section 1842(b)) 
for purposes of computing payments for physicians’ services 
that are anesthesia services; 

(iii) the geographic adjustment factors to be applied to the 
conversion factor under clause (i) for services in a fee schedule 
area or locality is— 

(I) in the case of services furnished in 1991, the geo-
graphic work index value and the geographic practice cost 
index value specified in section 1842(q)(1)(B) for physi-
cians’ services that are anesthesia services furnished in 
the area or locality, and 

(II) in the case of services furnished after 1991, the geo-
graphic work index value, the geographic practice cost 
index value, and the geographic malpractice index value 
used for determining payments for physicians’ services 
that are anesthesia services under section 1848, 

with 70 percent of the conversion factor treated as attributable 
to work and 30 percent as attributable to overhead for services 
furnished in 1991 (and the portions attributable to work, prac-
tice expenses, and malpractice expenses in 1992 and thereafter 
being the same as is applied under section 1848). 

(B)(i) Except as provided in clause (ii) and subparagraph (D), in 
determining the amount paid under the fee schedule under this 
subsection for services furnished on or after January 1, 1991, and 
before January 1, 1994, by a certified registered nurse anesthetist 
who is medically directed, the Secretary shall apply the same 
methodology specified in subparagraph (A). 

(ii) The conversion factor used under clause (i) shall be— 
(I) for services furnished in 1991, $10.50, 
(II) for services furnished in 1992, $10.75, and 
(III) for services furnished in 1993, $11.00. 

(iii) In the case of services of a certified registered nurse anes-
thetist who is medically directed or medically supervised by a phy-
sician which are furnished on or after January 1, 1994, the fee 
schedule amount shall be one-half of the amount described in sec-
tion 1848(a)(5)(B) with respect to the physician. 

(C) Notwithstanding subclauses (I) through (V) of subparagraph 
(A)(i)— 

(i) in the case of a 1990 conversion factor that is greater than 
$16.50, the conversion factor for a calendar year after 1990 and 
before 1996 shall be the 1990 conversion factor reduced by the 
product of the last digit of the calendar year and one-fifth of 
the amount by which the 1990 conversion factor exceeds 
$16.50; and 

(ii) in the case of a 1990 conversion factor that is greater 
than $15.49 but less than $16.51, the conversion factor for a 
calendar year after 1990 and before 1996 shall be the greater 
of— 
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(I) the 1990 conversion factor, or 
(II) the conversion factor specified in subparagraph (A)(i) 

for the year involved. 
(D) Notwithstanding subparagraph (C), in no case may the con-

version factor used to determine payment for services in a fee 
schedule area or locality under this subsection, as adjusted by the 
adjustment factors specified in subparagraphs (A)(iii), exceed the 
conversion factor used to determine the amount paid for physicians’ 
services that are anesthesia services in the area or locality. 

(5)(A) Payment for the services of a certified registered nurse an-
esthetist (for which payment may otherwise be made under this 
part) may be made on the basis of a claim or request for payment 
presented by the certified registered nurse anesthetist furnishing 
such services, or by a hospital, critical access hospital, physician, 
group practice, or ambulatory surgical center with which the cer-
tified registered nurse anesthetist furnishing such services has an 
employment or contractual relationship that provides for payment 
to be made under this part for such services to such hospital, crit-
ical access hospital, physician, group practice, or ambulatory sur-
gical center. 

(B) No hospital or critical access hospital that presents a claim 
or request for payment for services of a certified nurse anesthetist 
under this part may treat any uncollected coinsurance amount im-
posed under this part with respect to such services as a bad debt 
of such hospital or critical access hospital for purposes of this title. 

(6) If an adjustment under paragraph (3)(B) results in a reduc-
tion in the reasonable charge for a physicians’ service and a non-
participating physician furnishes the service to an individual enti-
tled to benefits under this part after the effective date of the reduc-
tion, the physician’s actual charge is subject to a limit under sec-
tion 1842(j)(1)(D). 

(m)(1) In the case of physicians’ services furnished in a year to 
an individual, who is covered under the insurance program estab-
lished by this part and who incurs expenses for such services, in 
an area that is designated (under section 332(a)(1)(A) of the Public 
Health Service Act) as a health professional shortage area as iden-
tified by the Secretary prior to the beginning of such year, in addi-
tion to the amount otherwise paid under this part, there also shall 
be paid to the physician (or to an employer or facility in the cases 
described in clause (A) of section 1842(b)(6)) (on a monthly or quar-
terly basis) from the Federal Supplementary Medical Insurance 
Trust Fund an amount equal to 10 percent of the payment amount 
for the service under this part. 

(2) For each health professional shortage area identified in para-
graph (1) that consists of an entire county, the Secretary shall pro-
vide for the additional payment under paragraph (1) without any 
requirement on the physician to identify the health professional 
shortage area involved. The Secretary may implement the previous 
sentence using the method specified in subsection (u)(4)(C). 

(3) The Secretary shall post on the Internet website of the Cen-
ters for Medicare & Medicaid Services a list of the health profes-
sional shortage areas identified in paragraph (1) that consist of a 
partial county to facilitate the additional payment under paragraph 
(1) in such areas. 
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(4) There shall be no administrative or judicial review under sec-
tion 1869, section 1878, or otherwise, respecting— 

(A) the identification of a county or area; 
(B) the assignment of a specialty of any physician under this 

paragraph; 
(C) the assignment of a physician to a county under this sub-

section; or 
(D) the assignment of a postal ZIP Code to a county or other 

area under this subsection. 
(n)(1)(A) The aggregate amount of the payments to be made for 

all or part of a cost reporting period for services described in sub-
section (a)(2)(E)(i) furnished under this part on or after October 1, 
1988, and before January 1, 1999, and for services described in 
subsection (a)(2)(E)(ii) furnished under this part on or after October 
1, 1989, and before January 1, 1999, shall be equal to the lesser 
of— 

(i) the amount determined with respect to such services 
under subsection (a)(2)(B), or 

(ii) the blend amount for radiology services and diagnostic 
procedures determined in accordance with subparagraph (B). 

(B)(i) The blend amount for radiology services and diagnostic pro-
cedures for a cost reporting period is the sum of— 

(I) the cost proportion (as defined in clause (ii)) of the 
amount described in subparagraph (A)(i); and 

(II) the charge proportion (as defined in clause (ii)(II)) of 62 
percent (for services described in subsection (a)(2)(E)(i)), or (for 
procedures described in subsection (a)(2)(E)(ii)), 42 percent or 
such other percent established by the Secretary (or carriers 
acting pursuant to guidelines issued by the Secretary) based on 
prevailing charges established with actual charge data, of the 
prevailing charge or (for services described in subsection 
(a)(2)(E)(i) furnished on or after January 1, 1989) the fee 
schedule amount established for participating physicians for 
the same services as if they were furnished in a physician’s of-
fice in the same locality as determined under section 1842(b), 
less the amount a provider may charge as described in clause 
(ii) of section 1866(a)(2)(A). 

(ii) In this subparagraph: 
(I) The term ‘‘cost proportion’’ means 50 percent, except that 

such term means 65 percent in the case of outpatient radiology 
services for portions of cost reporting periods which occur in 
fiscal year 1989 and in the case of diagnostic procedures de-
scribed in subsection (a)(2)(E)(ii) for portions of cost reporting 
periods which occur in fiscal year 1990, and such term means 
42 percent in the case of outpatient radiology services for por-
tions of cost reporting periods beginning on or after January 1, 
1991. 

(II) The term ‘‘charge proportion’’ means 100 percent minus 
the cost proportion. 

(o)(1) In the case of shoes described in section 1861(s)(12)— 
(A) no payment may be made under this part, with respect 

to any individual for any year, for the furnishing of— 
(i) more than one pair of custom molded shoes (including 

inserts provided with such shoes) and 2 additional pairs of 
inserts for such shoes, or 
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(ii) more than one pair of extra-depth shoes (not includ-
ing inserts provided with such shoes) and 3 pairs of inserts 
for such shoes, and 

(B) with respect to expenses incurred in any calendar year, 
no more than the amount of payment applicable under para-
graph (2) shall be considered as incurred expenses for purposes 
of subsections (a) and (b). 

Payment for shoes (or inserts) under this part shall be considered 
to include payment for any expenses for the fitting of such shoes 
(or inserts). 

(2)(A) Except as provided by the Secretary under subparagraphs 
(B) and (C), the amount of payment under this paragraph for cus-
tom molded shoes, extra-depth shoes, and inserts shall be the 
amount determined for such items by the Secretary under section 
1834(h). 

(B) The Secretary may establish payment amounts for shoes and 
inserts that are lower than the amount established under section 
1834(h) if the Secretary finds that shoes and inserts of an appro-
priate quality are readily available at or below the amount estab-
lished under such section. 

(C) In accordance with procedures established by the Secretary, 
an individual entitled to benefits with respect to shoes described in 
section 1861(s)(12) may substitute modification of such shoes in-
stead of obtaining one (or more, as specified by the Secretary) pair 
of inserts (other than the original pair of inserts with respect to 
such shoes). In such case, the Secretary shall substitute, for the 
payment amount established under section 1834(h), a payment 
amount that the Secretary estimates will assure that there is no 
net increase in expenditures under this subsection as a result of 
this subparagraph. 

(3) In this title, the term ‘‘shoes’’ includes, except for purposes of 
subparagraphs (A)(ii) and (B) of paragraph (2), inserts for extra- 
depth shoes. 

(q)(1) Each request for payment, or bill submitted, for an item or 
service furnished by an entity for which payment may be made 
under this part and for which the entity knows or has reason to 
believe there has been a referral by a referring physician (within 
the meaning of section 1877) shall include the name and unique 
physician identification number for the referring physician. 

(2)(A) In the case of a request for payment for an item or service 
furnished by an entity under this part on an assignment-related 
basis and for which information is required to be provided under 
paragraph (1) but not included, payment may be denied under this 
part. 

(B) In the case of a request for payment for an item or service 
furnished by an entity under this part not submitted on an assign-
ment-related basis and for which information is required to be pro-
vided under paragraph (1) but not included— 

(i) if the entity knowingly and willfully fails to provide such 
information promptly upon request of the Secretary or a car-
rier, the entity may be subject to a civil money penalty in an 
amount not to exceed $2,000, and 

(ii) if the entity knowingly, willfully, and in repeated cases 
fails, after being notified by the Secretary of the obligations 
and requirements of this subsection to provide the information 
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required under paragraph (1), the entity may be subject to ex-
clusion from participation in the programs under this Act for 
a period not to exceed 5 years, in accordance with the proce-
dures of subsections (c), (f), and (g) of section 1128. 

The provisions of section 1128A (other than subsections (a) and (b)) 
shall apply to civil money penalties under clause (i) in the same 
manner as they apply to a penalty or proceeding under section 
1128A(a). 

(r)(1) With respect to services described in section 
1861(s)(2)(K)(ii) (relating to nurse practitioner or clinical nurse spe-
cialist services), payment may be made on the basis of a claim or 
request for payment presented by the nurse practitioner or clinical 
nurse specialist furnishing such services, or by a hospital, critical 
access hospital, skilled nursing facility or nursing facility (as de-
fined in section 1919(a)), physician, group practice, or ambulatory 
surgical center with which the nurse practitioner or clinical nurse 
specialist has an employment or contractual relationship that pro-
vides for payment to be made under this part for such services to 
such hospital, physician, group practice, or ambulatory surgical 
center. 

(2) No hospital or critical access hospital that presents a claim 
or request for payment under this part for services described in 
section 1861(s)(2)(K)(ii) may treat any uncollected coinsurance 
amount imposed under this part with respect to such services as 
a bad debt of such hospital for purposes of this title. 

(s) The Secretary may not provide for payment under subsection 
(a)(1)(A) with respect to an organization unless the organization 
provides assurances satisfactory to the Secretary that the organiza-
tion meets the requirement of section 1866(f) (relating to maintain-
ing written policies and procedures respecting advance directives). 

(t) PROSPECTIVE PAYMENT SYSTEM FOR HOSPITAL OUTPATIENT 
DEPARTMENT SERVICES.— 

(1) AMOUNT OF PAYMENT.— 
(A) IN GENERAL.—With respect to covered OPD services 

(as defined in subparagraph (B)) furnished during a year 
beginning with 1999, the amount of payment under this 
part shall be determined under a prospective payment sys-
tem established by the Secretary in accordance with this 
subsection. 

(B) DEFINITION OF COVERED OPD SERVICES.—For pur-
poses of this subsection, the term ‘‘covered OPD serv-
ices’’— 

(i) means hospital outpatient services designated by 
the Secretary; 

(ii) subject to clause (iv), includes inpatient hospital 
services designated by the Secretary that are covered 
under this part and furnished to a hospital inpatient 
who (I) is entitled to benefits under part A but has ex-
hausted benefits for inpatient hospital services during 
a spell of illness, or (II) is not so entitled; 

(iii) includes implantable items described in para-
graph (3), (6), or (8) of section 1861(s); but 

(iv) does not include any therapy services described 
in subsection (a)(8) or ambulance services, for which 
payment is made under a fee schedule described in 
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section 1834(k) or section 1834(l) and does not include 
screening mammography (as defined in section 
1861(jj)), diagnostic mammography, or personalized 
prevention plan services (as defined in section 
1861(hhh)(1)). 

(2) SYSTEM REQUIREMENTS.—Under the payment system— 
(A) the Secretary shall develop a classification system 

for covered OPD services; 
(B) the Secretary may establish groups of covered OPD 

services, within the classification system described in sub-
paragraph (A), so that services classified within each 
group are comparable clinically and with respect to the use 
of resources and so that an implantable item is classified 
to the group that includes the service to which the item re-
lates; 

(C) the Secretary shall, using data on claims from 1996 
and using data from the most recent available cost reports, 
establish relative payment weights for covered OPD serv-
ices (and any groups of such services described in subpara-
graph (B)) based on median (or, at the election of the Sec-
retary, mean) hospital costs and shall determine projec-
tions of the frequency of utilization of each such service (or 
group of services) in 1999; 

(D) subject to paragraph (19), the Secretary shall deter-
mine a wage adjustment factor to adjust the portion of 
payment and coinsurance attributable to labor-related 
costs for relative differences in labor and labor-related 
costs across geographic regions in a budget neutral man-
ner; 

(E) the Secretary shall establish, in a budget neutral 
manner, outlier adjustments under paragraph (5) and 
transitional pass-through payments under paragraph (6) 
and other adjustments as determined to be necessary to 
ensure equitable payments, such as adjustments for cer-
tain classes of hospitals; 

(F) the Secretary shall develop a method for controlling 
unnecessary increases in the volume of covered OPD serv-
ices; 

(G) the Secretary shall create additional groups of cov-
ered OPD services that classify separately those proce-
dures that utilize contrast agents from those that do not; 
and 

(H) with respect to devices of brachytherapy consisting 
of a seed or seeds (or radioactive source), the Secretary 
shall create additional groups of covered OPD services that 
classify such devices separately from the other services (or 
group of services) paid for under this subsection in a man-
ner reflecting the number, isotope, and radioactive inten-
sity of such devices furnished, including separate groups 
for palladium-103 and iodine-125 devices and for stranded 
and non-stranded devices furnished on or after July 1, 
2007. 

For purposes of subparagraph (B), items and services within a 
group shall not be treated as ‘‘comparable with respect to the 
use of resources’’ if the highest median cost (or mean cost, if 
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elected by the Secretary under subparagraph (C)) for an item 
or service within the group is more than 2 times greater than 
the lowest median cost (or mean cost, if so elected) for an item 
or service within the group; except that the Secretary may 
make exceptions in unusual cases, such as low volume items 
and services, but may not make such an exception in the case 
of a drug or biological that has been designated as an orphan 
drug under section 526 of the Federal Food, Drug and Cos-
metic Act. 

(3) CALCULATION OF BASE AMOUNTS.— 
(A) AGGREGATE AMOUNTS THAT WOULD BE PAYABLE IF 

DEDUCTIBLES WERE DISREGARDED.—The Secretary shall es-
timate the sum of— 

(i) the total amounts that would be payable from the 
Trust Fund under this part for covered OPD services 
in 1999, determined without regard to this subsection, 
as though the deductible under section 1833(b) did not 
apply, and 

(ii) the total amounts of copayments estimated to be 
paid under this subsection by beneficiaries to hospitals 
for covered OPD services in 1999, as though the de-
ductible under section 1833(b) did not apply. 

(B) UNADJUSTED COPAYMENT AMOUNT.— 
(i) IN GENERAL.—For purposes of this subsection, 

subject to clause (ii), the ‘‘unadjusted copayment 
amount’’ applicable to a covered OPD service (or group 
of such services) is 20 percent of the national median 
of the charges for the service (or services within the 
group) furnished during 1996, updated to 1999 using 
the Secretary’s estimate of charge growth during the 
period. 

(ii) ADJUSTED TO BE 20 PERCENT WHEN FULLY 
PHASED IN.—If the pre-deductible payment percentage 
for a covered OPD service (or group of such services) 
furnished in a year would be equal to or exceed 80 
percent, then the unadjusted copayment amount shall 
be 20 percent of amount determined under subpara-
graph (D). 

(iii) RULES FOR NEW SERVICES.—The Secretary shall 
establish rules for establishment of an unadjusted co-
payment amount for a covered OPD service not fur-
nished during 1996, based upon its classification with-
in a group of such services. 

(C) CALCULATION OF CONVERSION FACTORS.— 
(i) FOR 1999.— 

(I) IN GENERAL.—The Secretary shall establish a 
1999 conversion factor for determining the medi-
care OPD fee schedule amounts for each covered 
OPD service (or group of such services) furnished 
in 1999. Such conversion factor shall be estab-
lished on the basis of the weights and frequencies 
described in paragraph (2)(C) and in such a man-
ner that the sum for all services and groups of the 
products (described in subclause (II) for each such 
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service or group) equals the total projected 
amount described in subparagraph (A). 

(II) PRODUCT DESCRIBED.—The Secretary shall 
determine for each service or group the product of 
the medicare OPD fee schedule amounts (taking 
into account appropriate adjustments described in 
paragraphs (2)(D) and (2)(E)) and the estimated 
frequencies for such service or group. 

(ii) SUBSEQUENT YEARS.—Subject to paragraph 
(8)(B), the Secretary shall establish a conversion factor 
for covered OPD services furnished in subsequent 
years in an amount equal to the conversion factor es-
tablished under this subparagraph and applicable to 
such services furnished in the previous year increased 
by the OPD fee schedule increase factor specified 
under clause (iv) for the year involved. 

(iii) ADJUSTMENT FOR SERVICE MIX CHANGES.—Inso-
far as the Secretary determines that the adjustments 
for service mix under paragraph (2) for a previous 
year (or estimates that such adjustments for a future 
year) did (or are likely to) result in a change in aggre-
gate payments under this subsection during the year 
that are a result of changes in the coding or classifica-
tion of covered OPD services that do not reflect real 
changes in service mix, the Secretary may adjust the 
conversion factor computed under this subparagraph 
for subsequent years so as to eliminate the effect of 
such coding or classification changes. 

(iv) OPD FEE SCHEDULE INCREASE FACTOR.—For pur-
poses of this subparagraph, subject to paragraph (17) 
and subparagraph (F) of this paragraph, the ‘‘OPD fee 
schedule increase factor’’ for services furnished in a 
year is equal to the market basket percentage increase 
applicable under section 1886(b)(3)(B)(iii) to hospital 
discharges occurring during the fiscal year ending in 
such year, reduced by 1 percentage point for such fac-
tor for services furnished in each of 2000 and 2002. In 
applying the previous sentence for years beginning 
with 2000, the Secretary may substitute for the mar-
ket basket percentage increase an annual percentage 
increase that is computed and applied with respect to 
covered OPD services furnished in a year in the same 
manner as the market basket percentage increase is 
determined and applied to inpatient hospital services 
for discharges occurring in a fiscal year. 

(D) CALCULATION OF MEDICARE OPD FEE SCHEDULE 
AMOUNTS.—The Secretary shall compute a medicare OPD 
fee schedule amount for each covered OPD service (or 
group of such services) furnished in a year, in an amount 
equal to the product of— 

(i) the conversion factor computed under subpara-
graph (C) for the year, and 

(ii) the relative payment weight (determined under 
paragraph (2)(C)) for the service or group. 
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(E) PRE-DEDUCTIBLE PAYMENT PERCENTAGE.—The pre-de-
ductible payment percentage for a covered OPD service (or 
group of such services) furnished in a year is equal to the 
ratio of— 

(i) the medicare OPD fee schedule amount estab-
lished under subparagraph (D) for the year, minus the 
unadjusted copayment amount determined under sub-
paragraph (B) for the service or group, to 

(ii) the medicare OPD fee schedule amount deter-
mined under subparagraph (D) for the year for such 
service or group. 

(F) PRODUCTIVITY AND OTHER ADJUSTMENT.—After deter-
mining the OPD fee schedule increase factor under sub-
paragraph (C)(iv), the Secretary shall reduce such increase 
factor— 

(i) for 2012 and subsequent years, by the produc-
tivity adjustment described in section 
1886(b)(3)(B)(xi)(II); and 

(ii) for each of 2010 through 2019, by the adjustment 
described in subparagraph (G). 

The application of this subparagraph may result in the in-
crease factor under subparagraph (C)(iv) being less than 
0.0 for a year, and may result in payment rates under the 
payment system under this subsection for a year being less 
than such payment rates for the preceding year. 

(G) OTHER ADJUSTMENT.—For purposes of subparagraph 
(F)(ii), the adjustment described in this subparagraph is— 

(i) for each of 2010 and 2011, 0.25 percentage point; 
(ii) for each of 2012 and 2013, 0.1 percentage point; 
(iii) for 2014, 0.3 percentage point; 
(iv) for each of 2015 and 2016, 0.2 percentage point; 

and 
(v) for each of 2017, 2018, and 2019, 0.75 percentage 

point. 
(4) MEDICARE PAYMENT AMOUNT.—The amount of payment 

made from the Trust Fund under this part for a covered OPD 
service (and such services classified within a group) furnished 
in a year is determined, subject to paragraph (7), as follows: 

(A) FEE SCHEDULE ADJUSTMENTS.—The medicare OPD 
fee schedule amount (computed under paragraph (3)(D)) 
for the service or group and year is adjusted for relative 
differences in the cost of labor and other factors deter-
mined by the Secretary, as computed under paragraphs 
(2)(D) and (2)(E). 

(B) SUBTRACT APPLICABLE DEDUCTIBLE.—Reduce the ad-
justed amount determined under subparagraph (A) by the 
amount of the deductible under section 1833(b), to the ex-
tent applicable. 

(C) APPLY PAYMENT PROPORTION TO REMAINDER.—The 
amount of payment is the amount so determined under 
subparagraph (B) multiplied by the pre-deductible pay-
ment percentage (as determined under paragraph (3)(E)) 
for the service or group and year involved, plus the 
amount of any reduction in the copayment amount attrib-
utable to paragraph (8)(C). 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00369 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



364 

(5) OUTLIER ADJUSTMENT.— 
(A) IN GENERAL.—Subject to subparagraph (D), the Sec-

retary shall provide for an additional payment for each 
covered OPD service (or group of services) for which a hos-
pital’s charges, adjusted to cost, exceed— 

(i) a fixed multiple of the sum of— 
(I) the applicable medicare OPD fee schedule 

amount determined under paragraph (3)(D), as 
adjusted under paragraph (4)(A) (other than for 
adjustments under this paragraph or paragraph 
(6)); and 

(II) any transitional pass-through payment 
under paragraph (6); and 

(ii) at the option of the Secretary, such fixed dollar 
amount as the Secretary may establish. 

(B) AMOUNT OF ADJUSTMENT.—The amount of the addi-
tional payment under subparagraph (A) shall be deter-
mined by the Secretary and shall approximate the mar-
ginal cost of care beyond the applicable cutoff point under 
such subparagraph. 

(C) LIMIT ON AGGREGATE OUTLIER ADJUSTMENTS.— 
(i) IN GENERAL.—The total of the additional pay-

ments made under this paragraph for covered OPD 
services furnished in a year (as estimated by the Sec-
retary before the beginning of the year) may not ex-
ceed the applicable percentage (specified in clause (ii)) 
of the total program payments estimated to be made 
under this subsection for all covered OPD services fur-
nished in that year. If this paragraph is first applied 
to less than a full year, the previous sentence shall 
apply only to the portion of such year. 

(ii) APPLICABLE PERCENTAGE.—For purposes of 
clause (i), the term ‘‘applicable percentage’’ means a 
percentage specified by the Secretary up to (but not to 
exceed)— 

(I) for a year (or portion of a year) before 2004, 
2.5 percent; and 

(II) for 2004 and thereafter, 3.0 percent. 
(D) TRANSITIONAL AUTHORITY.—In applying subpara-

graph (A) for covered OPD services furnished before Janu-
ary 1, 2002, the Secretary may— 

(i) apply such subparagraph to a bill for such serv-
ices related to an outpatient encounter (rather than 
for a specific service or group of services) using OPD 
fee schedule amounts and transitional pass-through 
payments covered under the bill; and 

(ii) use an appropriate cost-to-charge ratio for the 
hospital involved (as determined by the Secretary), 
rather than for specific departments within the hos-
pital. 

(E) EXCLUSION OF SEPARATE DRUG AND BIOLOGICAL APCS 
FROM OUTLIER PAYMENTS.—No additional payment shall be 
made under subparagraph (A) in the case of ambulatory 
payment classification groups established separately for 
drugs or biologicals. 
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(6) TRANSITIONAL PASS-THROUGH FOR ADDITIONAL COSTS OF 
INNOVATIVE MEDICAL DEVICES, DRUGS, AND BIOLOGICALS.— 

(A) IN GENERAL.—The Secretary shall provide for an ad-
ditional payment under this paragraph for any of the fol-
lowing that are provided as part of a covered OPD service 
(or group of services): 

(i) CURRENT ORPHAN DRUGS.—A drug or biological 
that is used for a rare disease or condition with re-
spect to which the drug or biological has been des-
ignated as an orphan drug under section 526 of the 
Federal Food, Drug and Cosmetic Act if payment for 
the drug or biological as an outpatient hospital service 
under this part was being made on the first date that 
the system under this subsection is implemented. 

(ii) CURRENT CANCER THERAPY DRUGS AND 
BIOLOGICALS AND BRACHYTHERAPY.—A drug or biologi-
cal that is used in cancer therapy, including (but not 
limited to) a chemotherapeutic agent, an antiemetic, a 
hematopoietic growth factor, a colony stimulating fac-
tor, a biological response modifier, a bisphosphonate, 
and a device of brachytherapy or temperature mon-
itored cryoablation, if payment for such drug, biologi-
cal, or device as an outpatient hospital service under 
this part was being made on such first date. 

(iii) CURRENT RADIOPHARMACEUTICAL DRUGS AND BI-
OLOGICAL PRODUCTS.—A radiopharmaceutical drug or 
biological product used in diagnostic, monitoring, and 
therapeutic nuclear medicine procedures if payment 
for the drug or biological as an outpatient hospital 
service under this part was being made on such first 
date. 

(iv) NEW MEDICAL DEVICES, DRUGS, AND 
BIOLOGICALS.—A medical device, drug, or biological not 
described in clause (i), (ii), or (iii) if— 

(I) payment for the device, drug, or biological as 
an outpatient hospital service under this part was 
not being made as of December 31, 1996; and 

(II) the cost of the drug or biological or the aver-
age cost of the category of devices is not insignifi-
cant in relation to the OPD fee schedule amount 
(as calculated under paragraph (3)(D)) payable for 
the service (or group of services) involved. 

(B) USE OF CATEGORIES IN DETERMINING ELIGIBILITY OF 
A DEVICE FOR PASS-THROUGH PAYMENTS.—The following 
provisions apply for purposes of determining whether a 
medical device qualifies for additional payments under 
clause (ii) or (iv) of subparagraph (A): 

(i) ESTABLISHMENT OF INITIAL CATEGORIES.— 
(I) IN GENERAL.—The Secretary shall initially 

establish under this clause categories of medical 
devices based on type of device by April 1, 2001. 
Such categories shall be established in a manner 
such that each medical device that meets the re-
quirements of clause (ii) or (iv) of subparagraph 
(A) as of January 1, 2001, is included in such a 
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category and no such device is included in more 
than one category. For purposes of the preceding 
sentence, whether a medical device meets such re-
quirements as of such date shall be determined on 
the basis of the program memoranda issued before 
such date. 

(II) AUTHORIZATION OF IMPLEMENTATION OTHER 
THAN THROUGH REGULATIONS.—The categories 
may be established under this clause by program 
memorandum or otherwise, after consultation 
with groups representing hospitals, manufacturers 
of medical devices, and other affected parties. 

(ii) ESTABLISHING CRITERIA FOR ADDITIONAL CAT-
EGORIES.— 

(I) IN GENERAL.—The Secretary shall establish 
criteria that will be used for creation of additional 
categories (other than those established under 
clause (i)) through rulemaking (which may include 
use of an interim final rule with comment period). 

(II) STANDARD.—Such categories shall be estab-
lished under this clause in a manner such that no 
medical device is described by more than one cat-
egory. Such criteria shall include a test of whether 
the average cost of devices that would be included 
in a category and are in use at the time the cat-
egory is established is not insignificant, as de-
scribed in subparagraph (A)(iv)(II). 

(III) DEADLINE.—Criteria shall first be estab-
lished under this clause by July 1, 2001. The Sec-
retary may establish in compelling circumstances 
categories under this clause before the date such 
criteria are established. 

(IV) ADDING CATEGORIES.—The Secretary shall 
promptly establish a new category of medical de-
vices under this clause for any medical device that 
meets the requirements of subparagraph (A)(iv) 
and for which none of the categories in effect (or 
that were previously in effect) is appropriate. 

(iii) PERIOD FOR WHICH CATEGORY IS IN EFFECT.—A 
category of medical devices established under clause 
(i) or (ii) shall be in effect for a period of at least 2 
years, but not more than 3 years, that begins— 

(I) in the case of a category established under 
clause (i), on the first date on which payment was 
made under this paragraph for any device de-
scribed by such category (including payments 
made during the period before April 1, 2001); and 

(II) in the case of any other category, on the 
first date on which payment is made under this 
paragraph for any medical device that is described 
by such category. 

(iv) REQUIREMENTS TREATED AS MET.—A medical de-
vice shall be treated as meeting the requirements of 
subparagraph (A)(iv), regardless of whether the device 
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meets the requirement of subclause (I) of such sub-
paragraph, if— 

(I) the device is described by a category estab-
lished and in effect under clause (i); or 

(II) the device is described by a category estab-
lished and in effect under clause (ii) and an appli-
cation under section 515 of the Federal Food, 
Drug, and Cosmetic Act has been approved with 
respect to the device, or the device has been 
cleared for market under section 510(k) of such 
Act, or the device is exempt from the require-
ments of section 510(k) of such Act pursuant to 
subsection (l) or (m) of section 510 of such Act or 
section 520(g) of such Act. 

Nothing in this clause shall be construed as requiring 
an application or prior approval (other than that de-
scribed in subclause (II)) in order for a covered device 
described by a category to qualify for payment under 
this paragraph. 

(C) LIMITED PERIOD OF PAYMENT.— 
(i) DRUGS AND BIOLOGICALS.—The payment under 

this paragraph with respect to a drug or biological 
shall only apply during a period of at least 2 years, 
but not more than 3 years, that begins— 

(I) on the first date this subsection is imple-
mented in the case of a drug or biological de-
scribed in clause (i), (ii), or (iii) of subparagraph 
(A) and in the case of a drug or biological de-
scribed in subparagraph (A)(iv) and for which pay-
ment under this part is made as an outpatient 
hospital service before such first date; or 

(II) in the case of a drug or biological described 
in subparagraph (A)(iv) not described in subclause 
(I), on the first date on which payment is made 
under this part for the drug or biological as an 
outpatient hospital service. 

(ii) MEDICAL DEVICES.—Payment shall be made 
under this paragraph with respect to a medical device 
only if such device— 

(I) is described by a category of medical devices 
established and in effect under subparagraph (B); 
and 

(II) is provided as part of a service (or group of 
services) paid for under this subsection and pro-
vided during the period for which such category is 
in effect under such subparagraph. 

(D) AMOUNT OF ADDITIONAL PAYMENT.—Subject to sub-
paragraph (E)(iii), the amount of the payment under this 
paragraph with respect to a device, drug, or biological pro-
vided as part of a covered OPD service is— 

(i) in the case of a drug or biological, the amount by 
which the amount determined under section 1842(o) 
(or if the drug or biological is covered under a competi-
tive acquisition contract under section 1847B, an 
amount determined by the Secretary equal to the av-
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erage price for the drug or biological for all competi-
tive acquisition areas and year established under such 
section as calculated and adjusted by the Secretary for 
purposes of this paragraph) for the drug or biological 
exceeds the portion of the otherwise applicable medi-
care OPD fee schedule that the Secretary determines 
is associated with the drug or biological; or 

(ii) in the case of a medical device, the amount by 
which the hospital’s charges for the device, adjusted to 
cost, exceeds the portion of the otherwise applicable 
medicare OPD fee schedule that the Secretary deter-
mines is associated with the device. 

(E) LIMIT ON AGGREGATE ANNUAL ADJUSTMENT.— 
(i) IN GENERAL.—The total of the additional pay-

ments made under this paragraph for covered OPD 
services furnished in a year (as estimated by the Sec-
retary before the beginning of the year) may not ex-
ceed the applicable percentage (specified in clause (ii)) 
of the total program payments estimated to be made 
under this subsection for all covered OPD services fur-
nished in that year. If this paragraph is first applied 
to less than a full year, the previous sentence shall 
apply only to the portion of such year. 

(ii) APPLICABLE PERCENTAGE.—For purposes of 
clause (i), the term ‘‘applicable percentage’’ means— 

(I) for a year (or portion of a year) before 2004, 
2.5 percent; and 

(II) for 2004 and thereafter, a percentage speci-
fied by the Secretary up to (but not to exceed) 2.0 
percent. 

(iii) UNIFORM PROSPECTIVE REDUCTION IF AGGREGATE 
LIMIT PROJECTED TO BE EXCEEDED.—If the Secretary 
estimates before the beginning of a year that the 
amount of the additional payments under this para-
graph for the year (or portion thereof) as determined 
under clause (i) without regard to this clause will ex-
ceed the limit established under such clause, the Sec-
retary shall reduce pro rata the amount of each of the 
additional payments under this paragraph for that 
year (or portion thereof) in order to ensure that the 
aggregate additional payments under this paragraph 
(as so estimated) do not exceed such limit. 

(F) LIMITATION OF APPLICATION OF FUNCTIONAL EQUIVA-
LENCE STANDARD.— 

(i) IN GENERAL.—The Secretary may not publish reg-
ulations that apply a functional equivalence standard 
to a drug or biological under this paragraph. 

(ii) APPLICATION.—Clause (i) shall apply to the ap-
plication of a functional equivalence standard to a 
drug or biological on or after the date of enactment of 
the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 unless— 

(I) such application was being made to such 
drug or biological prior to such date of enactment; 
and 
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(II) the Secretary applies such standard to such 
drug or biological only for the purpose of deter-
mining eligibility of such drug or biological for ad-
ditional payments under this paragraph and not 
for the purpose of any other payments under this 
title. 

(iii) RULE OF CONSTRUCTION.—Nothing in this sub-
paragraph shall be construed to effect the Secretary’s 
authority to deem a particular drug to be identical to 
another drug if the 2 products are pharmaceutically 
equivalent and bioequivalent, as determined by the 
Commissioner of Food and Drugs. 

(7) TRANSITIONAL ADJUSTMENT TO LIMIT DECLINE IN PAY-
MENT.— 

(A) BEFORE 2002.—Subject to subparagraph (D), for cov-
ered OPD services furnished before January 1, 2002, for 
which the PPS amount (as defined in subparagraph (E)) 
is— 

(i) at least 90 percent, but less than 100 percent, of 
the pre-BBA amount (as defined in subparagraph (F)), 
the amount of payment under this subsection shall be 
increased by 80 percent of the amount of such dif-
ference; 

(ii) at least 80 percent, but less than 90 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by the amount by 
which (I) the product of 0.71 and the pre-BBA amount, 
exceeds (II) the product of 0.70 and the PPS amount; 

(iii) at least 70 percent, but less than 80 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by the amount by 
which (I) the product of 0.63 and the pre-BBA amount, 
exceeds (II) the product of 0.60 and the PPS amount; 
or 

(iv) less than 70 percent of the pre-BBA amount, the 
amount of payment under this subsection shall be in-
creased by 21 percent of the pre-BBA amount. 

(B) 2002.—Subject to subparagraph (D), for covered OPD 
services furnished during 2002, for which the PPS amount 
is— 

(i) at least 90 percent, but less than 100 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by 70 percent of the 
amount of such difference; 

(ii) at least 80 percent, but less than 90 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by the amount by 
which (I) the product of 0.61 and the pre-BBA amount, 
exceeds (II) the product of 0.60 and the PPS amount; 
or 

(iii) less than 80 percent of the pre-BBA amount, the 
amount of payment under this subsection shall be in-
creased by 13 percent of the pre-BBA amount. 
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(C) 2003.—Subject to subparagraph (D), for covered OPD 
services furnished during 2003, for which the PPS amount 
is— 

(i) at least 90 percent, but less than 100 percent, of 
the pre-BBA amount, the amount of payment under 
this subsection shall be increased by 60 percent of the 
amount of such difference; or 

(ii) less than 90 percent of the pre-BBA amount, the 
amount of payment under this subsection shall be in-
creased by 6 percent of the pre-BBA amount. 

(D) HOLD HARMLESS PROVISIONS.— 
(i) TEMPORARY TREATMENT FOR CERTAIN RURAL HOS-

PITALS.—(I) In the case of a hospital located in a rural 
area and that has not more than 100 beds or a sole 
community hospital (as defined in section 
1886(d)(5)(D)(iii)) located in a rural area, for covered 
OPD services furnished before January 1, 2006, for 
which the PPS amount is less than the pre-BBA 
amount, the amount of payment under this subsection 
shall be increased by the amount of such difference. 

(II) In the case of a hospital located in a rural area 
and that has not more than 100 beds and that is not 
a sole community hospital (as defined in section 
1886(d)(5)(D)(iii)), for covered OPD services furnished 
on or after January 1, 2006, and before January 1, 
2013, for which the PPS amount is less than the pre- 
BBA amount, the amount of payment under this sub-
section shall be increased by the applicable percentage 
of the amount of such difference. For purposes of the 
preceding sentence, the applicable percentage shall be 
95 percent with respect to covered OPD services fur-
nished in 2006, 90 percent with respect to such serv-
ices furnished in 2007, and 85 percent with respect to 
such services furnished in 2008, 2009, 2010, 2011, or 
2012. 

(III) In the case of a sole community hospital (as de-
fined in section 1886(d)(5)(D)(iii)) that has not more 
than 100 beds, for covered OPD services furnished on 
or after January 1, 2009, and before January 1, 2013, 
for which the PPS amount is less than the pre-BBA 
amount, the amount of payment under this subsection 
shall be increased by 85 percent of the amount of such 
difference. In the case of covered OPD services fur-
nished on or after January 1, 2010, and before March 
1, 2012, the preceding sentence shall be applied with-
out regard to the 100-bed limitation. 

(ii) PERMANENT TREATMENT FOR CANCER HOSPITALS 
AND CHILDREN’S HOSPITALS.—In the case of a hospital 
described in clause (iii) or (v) of section 1886(d)(1)(B), 
for covered OPD services for which the PPS amount is 
less than the pre-BBA amount, the amount of pay-
ment under this subsection shall be increased by the 
amount of such difference. 

(E) PPS AMOUNT DEFINED.—In this paragraph, the term 
‘‘PPS amount’’ means, with respect to covered OPD serv-
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ices, the amount payable under this title for such services 
(determined without regard to this paragraph), including 
amounts payable as copayment under paragraph (8), coin-
surance under section 1866(a)(2)(A)(ii), and the deductible 
under section 1833(b). 

(F) PRE-BBA AMOUNT DEFINED.— 
(i) IN GENERAL.—In this paragraph, the ‘‘pre-BBA 

amount’’ means, with respect to covered OPD services 
furnished by a hospital in a year, an amount equal to 
the product of the reasonable cost of the hospital for 
such services for the portions of the hospital’s cost re-
porting period (or periods) occurring in the year and 
the base OPD payment-to-cost ratio for the hospital 
(as defined in clause (ii)). 

(ii) BASE PAYMENT-TO-COST-RATIO DEFINED.—For 
purposes of this subparagraph, the ‘‘base payment-to- 
cost ratio’’ for a hospital means the ratio of— 

(I) the hospital’s reimbursement under this part 
for covered OPD services furnished during the 
cost reporting period ending in 1996 (or in the 
case of a hospital that did not submit a cost report 
for such period, during the first subsequent cost 
reporting period ending before 2001 for which the 
hospital submitted a cost report), including any 
reimbursement for such services through cost- 
sharing described in subparagraph (E), to 

(II) the reasonable cost of such services for such 
period. 

The Secretary shall determine such ratios as if the 
amendments made by section 4521 of the Balanced 
Budget Act of 1997 were in effect in 1996. 

(G) INTERIM PAYMENTS.—The Secretary shall make pay-
ments under this paragraph to hospitals on an interim 
basis, subject to retrospective adjustments based on settled 
cost reports. 

(H) NO EFFECT ON COPAYMENTS.—Nothing in this para-
graph shall be construed to affect the unadjusted copay-
ment amount described in paragraph (3)(B) or the copay-
ment amount under paragraph (8). 

(I) APPLICATION WITHOUT REGARD TO BUDGET NEU-
TRALITY.—The additional payments made under this para-
graph— 

(i) shall not be considered an adjustment under 
paragraph (2)(E); and 

(ii) shall not be implemented in a budget neutral 
manner. 

(8) COPAYMENT AMOUNT.— 
(A) IN GENERAL.—Except as provided in subparagraphs 

(B) and (C), the copayment amount under this subsection 
is the amount by which the amount described in para-
graph (4)(B) exceeds the amount of payment determined 
under paragraph (4)(C). 

(B) ELECTION TO OFFER REDUCED COPAYMENT AMOUNT.— 
The Secretary shall establish a procedure under which a 
hospital, before the beginning of a year (beginning with 
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1999), may elect to reduce the copayment amount other-
wise established under subparagraph (A) for some or all 
covered OPD services to an amount that is not less than 
20 percent of the medicare OPD fee schedule amount (com-
puted under paragraph (3)(D)) for the service involved. 
Under such procedures, such reduced copayment amount 
may not be further reduced or increased during the year 
involved and the hospital may disseminate information on 
the reduction of copayment amount effected under this 
subparagraph. 

(C) LIMITATION ON COPAYMENT AMOUNT.— 
(i) TO INPATIENT HOSPITAL DEDUCTIBLE AMOUNT.—In 

no case shall the copayment amount for a procedure 
performed in a year exceed the amount of the inpa-
tient hospital deductible established under section 
1813(b) for that year. 

(ii) TO SPECIFIED PERCENTAGE.—The Secretary shall 
reduce the national unadjusted copayment amount for 
a covered OPD service (or group of such services) fur-
nished in a year in a manner so that the effective co-
payment rate (determined on a national unadjusted 
basis) for that service in the year does not exceed the 
following percentage: 

(I) For procedures performed in 2001, on or 
after April 1, 2001, 57 percent. 

(II) For procedures performed in 2002 or 2003, 
55 percent. 

(III) For procedures performed in 2004, 50 per-
cent. 

(IV) For procedures performed in 2005, 45 per-
cent. 

(V) For procedures performed in 2006 and there-
after, 40 percent. 

(D) NO IMPACT ON DEDUCTIBLES.—Nothing in this para-
graph shall be construed as affecting a hospital’s authority 
to waive the charging of a deductible under section 
1833(b). 

(E) COMPUTATION IGNORING OUTLIER AND PASS-THROUGH 
ADJUSTMENTS.—The copayment amount shall be computed 
under subparagraph (A) as if the adjustments under para-
graphs (5) and (6) (and any adjustment made under para-
graph (2)(E) in relation to such adjustments) had not oc-
curred. 

(9) PERIODIC REVIEW AND ADJUSTMENTS COMPONENTS OF PRO-
SPECTIVE PAYMENT SYSTEM.— 

(A) PERIODIC REVIEW.—The Secretary shall review not 
less often than annually and revise the groups, the relative 
payment weights, and the wage and other adjustments de-
scribed in paragraph (2) to take into account changes in 
medical practice, changes in technology, the addition of 
new services, new cost data, and other relevant informa-
tion and factors. The Secretary shall consult with an ex-
pert outside advisory panel composed of an appropriate se-
lection of representatives of providers to review (and ad-
vise the Secretary concerning) the clinical integrity of the 
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groups and weights. Such panel may use data collected or 
developed by entities and organizations (other than the 
Department of Health and Human Services) in conducting 
such review. 

(B) BUDGET NEUTRALITY ADJUSTMENT.—If the Secretary 
makes adjustments under subparagraph (A), then the ad-
justments for a year may not cause the estimated amount 
of expenditures under this part for the year to increase or 
decrease from the estimated amount of expenditures under 
this part that would have been made if the adjustments 
had not been made. In determining adjustments under the 
preceding sentence for 2004 and 2005, the Secretary shall 
not take into account under this subparagraph or para-
graph (2)(E) any expenditures that would not have been 
made but for the application of paragraph (14). 

(C) UPDATE FACTOR.—If the Secretary determines under 
methodologies described in paragraph (2)(F) that the vol-
ume of services paid for under this subsection increased 
beyond amounts established through those methodologies, 
the Secretary may appropriately adjust the update to the 
conversion factor otherwise applicable in a subsequent 
year. 

(10) SPECIAL RULE FOR AMBULANCE SERVICES.—The Secretary 
shall pay for hospital outpatient services that are ambulance 
services on the basis described in section 1861(v)(1)(U), or, if 
applicable, the fee schedule established under section 1834(l). 

(11) SPECIAL RULES FOR CERTAIN HOSPITALS.—In the case of 
hospitals described in clause (iii) or (v) of section 
1886(d)(1)(B)— 

(A) the system under this subsection shall not apply to 
covered OPD services furnished before January 1, 2000; 
and 

(B) the Secretary may establish a separate conversion 
factor for such services in a manner that specifically takes 
into account the unique costs incurred by such hospitals by 
virtue of their patient population and service intensity. 

(12) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or otherwise 
of— 

(A) the development of the classification system under 
paragraph (2), including the establishment of groups and 
relative payment weights for covered OPD services, of 
wage adjustment factors, other adjustments, and methods 
described in paragraph (2)(F); 

(B) the calculation of base amounts under paragraph (3); 
(C) periodic adjustments made under paragraph (6); 
(D) the establishment of a separate conversion factor 

under paragraph (8)(B); and 
(E) the determination of the fixed multiple, or a fixed 

dollar cutoff amount, the marginal cost of care, or applica-
ble percentage under paragraph (5) or the determination of 
insignificance of cost, the duration of the additional pay-
ments, the determination and deletion of initial and new 
categories (consistent with subparagraphs (B) and (C) of 
paragraph (6)), the portion of the medicare OPD fee sched-

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00379 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



374 

ule amount associated with particular devices, drugs, or 
biologicals, and the application of any pro rata reduction 
under paragraph (6). 

(13) AUTHORIZATION OF ADJUSTMENT FOR RURAL HOS-
PITALS.— 

(A) STUDY.—The Secretary shall conduct a study to de-
termine if, under the system under this subsection, costs 
incurred by hospitals located in rural areas by ambulatory 
payment classification groups (APCs) exceed those costs in-
curred by hospitals located in urban areas. 

(B) AUTHORIZATION OF ADJUSTMENT.—Insofar as the Sec-
retary determines under subparagraph (A) that costs in-
curred by hospitals located in rural areas exceed those 
costs incurred by hospitals located in urban areas, the Sec-
retary shall provide for an appropriate adjustment under 
paragraph (2)(E) to reflect those higher costs by January 
1, 2006. 

(14) DRUG APC PAYMENT RATES.— 
(A) IN GENERAL.—The amount of payment under this 

subsection for a specified covered outpatient drug (defined 
in subparagraph (B)) that is furnished as part of a covered 
OPD service (or group of services)— 

(i) in 2004, in the case of— 
(I) a sole source drug shall in no case be less 

than 88 percent, or exceed 95 percent, of the ref-
erence average wholesale price for the drug; 

(II) an innovator multiple source drug shall in 
no case exceed 68 percent of the reference average 
wholesale price for the drug; or 

(III) a noninnovator multiple source drug shall 
in no case exceed 46 percent of the reference aver-
age wholesale price for the drug; 

(ii) in 2005, in the case of— 
(I) a sole source drug shall in no case be less 

than 83 percent, or exceed 95 percent, of the ref-
erence average wholesale price for the drug; 

(II) an innovator multiple source drug shall in 
no case exceed 68 percent of the reference average 
wholesale price for the drug; or 

(III) a noninnovator multiple source drug shall 
in no case exceed 46 percent of the reference aver-
age wholesale price for the drug; or 

(iii) in a subsequent year, shall be equal, subject to 
subparagraph (E)— 

(I) to the average acquisition cost for the drug 
for that year (which, at the option of the Sec-
retary, may vary by hospital group (as defined by 
the Secretary based on volume of covered OPD 
services or other relevant characteristics)), as de-
termined by the Secretary taking into account the 
hospital acquisition cost survey data under sub-
paragraph (D); or 

(II) if hospital acquisition cost data are not 
available, the average price for the drug in the 
year established under section 1842(o), section 
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1847A, or section 1847B, as the case may be, as 
calculated and adjusted by the Secretary as nec-
essary for purposes of this paragraph. 

(B) SPECIFIED COVERED OUTPATIENT DRUG DEFINED.— 
(i) IN GENERAL.—In this paragraph, the term ‘‘speci-

fied covered outpatient drug’’ means, subject to clause 
(ii), a covered outpatient drug (as defined in section 
1927(k)(2)) for which a separate ambulatory payment 
classification group (APC) has been established and 
that is— 

(I) a radiopharmaceutical; or 
(II) a drug or biological for which payment was 

made under paragraph (6) (relating to pass- 
through payments) on or before December 31, 
2002. 

(ii) EXCEPTION.—Such term does not include— 
(I) a drug or biological for which payment is 

first made on or after January 1, 2003, under 
paragraph (6); 

(II) a drug or biological for which a temporary 
HCPCS code has not been assigned; or 

(III) during 2004 and 2005, an orphan drug (as 
designated by the Secretary). 

(C) PAYMENT FOR DESIGNATED ORPHAN DRUGS DURING 
2004 AND 2005.—The amount of payment under this sub-
section for an orphan drug designated by the Secretary 
under subparagraph (B)(ii)(III) that is furnished as part of 
a covered OPD service (or group of services) during 2004 
and 2005 shall equal such amount as the Secretary may 
specify. 

(D) ACQUISITION COST SURVEY FOR HOSPITAL OUTPATIENT 
DRUGS.— 

(i) ANNUAL GAO SURVEYS IN 2004 AND 2005.— 
(I) IN GENERAL.—The Comptroller General of 

the United States shall conduct a survey in each 
of 2004 and 2005 to determine the hospital acqui-
sition cost for each specified covered outpatient 
drug. Not later than April 1, 2005, the Comp-
troller General shall furnish data from such sur-
veys to the Secretary for use in setting the pay-
ment rates under subparagraph (A) for 2006. 

(II) RECOMMENDATIONS.—Upon the completion 
of such surveys, the Comptroller General shall 
recommend to the Secretary the frequency and 
methodology of subsequent surveys to be con-
ducted by the Secretary under clause (ii). 

(ii) SUBSEQUENT SECRETARIAL SURVEYS.—The Sec-
retary, taking into account such recommendations, 
shall conduct periodic subsequent surveys to deter-
mine the hospital acquisition cost for each specified 
covered outpatient drug for use in setting the payment 
rates under subparagraph (A). 

(iii) SURVEY REQUIREMENTS.—The surveys conducted 
under clauses (i) and (ii) shall have a large sample of 
hospitals that is sufficient to generate a statistically 
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significant estimate of the average hospital acquisition 
cost for each specified covered outpatient drug. With 
respect to the surveys conducted under clause (i), the 
Comptroller General shall report to Congress on the 
justification for the size of the sample used in order to 
assure the validity of such estimates. 

(iv) DIFFERENTIATION IN COST.—In conducting sur-
veys under clause (i), the Comptroller General shall 
determine and report to Congress if there is (and the 
extent of any) variation in hospital acquisition costs 
for drugs among hospitals based on the volume of cov-
ered OPD services performed by such hospitals or 
other relevant characteristics of such hospitals (as de-
fined by the Comptroller General). 

(v) COMMENT ON PROPOSED RATES.—Not later than 
30 days after the date the Secretary promulgated pro-
posed rules setting forth the payment rates under sub-
paragraph (A) for 2006, the Comptroller General shall 
evaluate such proposed rates and submit to Congress 
a report regarding the appropriateness of such rates 
based on the surveys the Comptroller General has con-
ducted under clause (i). 

(E) ADJUSTMENT IN PAYMENT RATES FOR OVERHEAD 
COSTS.— 

(i) MEDPAC REPORT ON DRUG APC DESIGN.—The 
Medicare Payment Advisory Commission shall submit 
to the Secretary, not later than July 1, 2005, a report 
on adjustment of payment for ambulatory payment 
classifications for specified covered outpatient drugs to 
take into account overhead and related expenses, such 
as pharmacy services and handling costs. Such report 
shall include— 

(I) a description and analysis of the data avail-
able with regard to such expenses; 

(II) a recommendation as to whether such a 
payment adjustment should be made; and 

(III) if such adjustment should be made, a rec-
ommendation regarding the methodology for mak-
ing such an adjustment. 

(ii) ADJUSTMENT AUTHORIZED.—The Secretary may 
adjust the weights for ambulatory payment classifica-
tions for specified covered outpatient drugs to take 
into account the recommendations contained in the re-
port submitted under clause (i). 

(F) CLASSES OF DRUGS.—For purposes of this paragraph: 
(i) SOLE SOURCE DRUGS.—The term ‘‘sole source 

drug’’ means— 
(I) a biological product (as defined under section 

1861(t)(1)); or 
(II) a single source drug (as defined in section 

1927(k)(7)(A)(iv)). 
(ii) INNOVATOR MULTIPLE SOURCE DRUGS.—The term 

‘‘innovator multiple source drug’’ has the meaning 
given such term in section 1927(k)(7)(A)(ii). 
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(iii) NONINNOVATOR MULTIPLE SOURCE DRUGS.—The 
term ‘‘noninnovator multiple source drug’’ has the 
meaning given such term in section 1927(k)(7)(A)(iii). 

(G) REFERENCE AVERAGE WHOLESALE PRICE.—The term 
‘‘reference average wholesale price’’ means, with respect to 
a specified covered outpatient drug, the average wholesale 
price for the drug as determined under section 1842(o) as 
of May 1, 2003. 

(H) INAPPLICABILITY OF EXPENDITURES IN DETERMINING 
CONVERSION, WEIGHTING, AND OTHER ADJUSTMENT FAC-
TORS.—Additional expenditures resulting from this para-
graph shall not be taken into account in establishing the 
conversion, weighting, and other adjustment factors for 
2004 and 2005 under paragraph (9), but shall be taken 
into account for subsequent years. 

(15) PAYMENT FOR NEW DRUGS AND BIOLOGICALS UNTIL HCPCS 
CODE ASSIGNED.—With respect to payment under this part for 
an outpatient drug or biological that is covered under this part 
and is furnished as part of covered OPD services for which a 
HCPCS code has not been assigned, the amount provided for 
payment for such drug or biological under this part shall be 
equal to 95 percent of the average wholesale price for the drug 
or biological. 

(16) MISCELLANEOUS PROVISIONS.— 
(A) APPLICATION OF RECLASSIFICATION OF CERTAIN HOS-

PITALS.—If a hospital is being treated as being located in 
a rural area under section 1886(d)(8)(E), that hospital 
shall be treated under this subsection as being located in 
that rural area. 

(B) THRESHOLD FOR ESTABLISHMENT OF SEPARATE APCS 
FOR DRUGS.—The Secretary shall reduce the threshold for 
the establishment of separate ambulatory payment classi-
fication groups (APCs) with respect to drugs or biologicals 
to $50 per administration for drugs and biologicals fur-
nished in 2005 and 2006. 

(C) PAYMENT FOR DEVICES OF BRACHYTHERAPY AND 
THERAPEUTIC RADIOPHARMACEUTICALS AT CHARGES AD-
JUSTED TO COST.—Notwithstanding the preceding provi-
sions of this subsection, for a device of brachytherapy con-
sisting of a seed or seeds (or radioactive source) furnished 
on or after January 1, 2004, and before January 1, 2010, 
and for therapeutic radiopharmaceuticals furnished on or 
after January 1, 2008, and before January 1, 2010, the 
payment basis for the device or therapeutic radiopharma-
ceutical under this subsection shall be equal to the hos-
pital’s charges for each device or therapeutic radiopharma-
ceutical furnished, adjusted to cost. Charges for such de-
vices or therapeutic radiopharmaceuticals shall not be in-
cluded in determining any outlier payment under this sub-
section. 

(D) SPECIAL PAYMENT RULE.— 
(i) IN GENERAL.—In the case of covered OPD services 

furnished on or after April 1, 2013, in a hospital de-
scribed in clause (ii), if— 
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(I) the payment rate that would otherwise apply 
under this subsection for stereotactic 
radiosurgery, complete course of treatment of cra-
nial lesion(s) consisting of 1 session that is multi- 
source Cobalt 60 based (identified as of January 1, 
2013, by HCPCS code 77371 (and any succeeding 
code) and reimbursed as of such date under APC 
0127 (and any succeeding classification group)); 
exceeds 

(II) the payment rate that would otherwise 
apply under this subsection for linear accelerator 
based stereotactic radiosurgery, complete course of 
therapy in one session (identified as of January 1, 
2013, by HCPCS code G0173 (and any succeeding 
code) and reimbursed as of such date under APC 
0067 (and any succeeding classification group)), 

the payment rate for the service described in sub-
clause (I) shall be reduced to an amount equal to the 
payment rate for the service described in subclause 
(II). 

(ii) HOSPITAL DESCRIBED.—A hospital described in 
this clause is a hospital that is not— 

(I) located in a rural area (as defined in section 
1886(d)(2)(D)); 

(II) classified as a rural referral center under 
section 1886(d)(5)(C); or 

(III) a sole community hospital (as defined in 
section 1886(d)(5)(D)(iii)). 

(iii) NOT BUDGET NEUTRAL.—In making any budget 
neutrality adjustments under this subsection for 2013 
(with respect to covered OPD services furnished on or 
after April 1, 2013, and before January 1, 2014) or a 
subsequent year, the Secretary shall not take into ac-
count the reduced expenditures that result from the 
application of this subparagraph. 

(E) APPLICATION OF APPROPRIATE USE CRITERIA FOR CER-
TAIN IMAGING SERVICES.—For provisions relating to the ap-
plication of appropriate use criteria for certain imaging 
services, see section 1834(q). 

(17) QUALITY REPORTING.— 
(A) REDUCTION IN UPDATE FOR FAILURE TO REPORT.— 

(i) IN GENERAL.—For purposes of paragraph 
(3)(C)(iv) for 2009 and each subsequent year, in the 
case of a subsection (d) hospital (as defined in section 
1886(d)(1)(B)) that does not submit, to the Secretary in 
accordance with this paragraph, data required to be 
submitted on measures selected under this paragraph 
with respect to such a year, the OPD fee schedule in-
crease factor under paragraph (3)(C)(iv) for such year 
shall be reduced by 2.0 percentage points. 

(ii) NON-CUMULATIVE APPLICATION.—A reduction 
under this subparagraph shall apply only with respect 
to the year involved and the Secretary shall not take 
into account such reduction in computing the OPD fee 
schedule increase factor for a subsequent year. 
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(B) FORM AND MANNER OF SUBMISSION.—Each subsection 
(d) hospital shall submit data on measures selected under 
this paragraph to the Secretary in a form and manner, and 
at a time, specified by the Secretary for purposes of this 
paragraph. 

(C) DEVELOPMENT OF OUTPATIENT MEASURES.— 
(i) IN GENERAL.—The Secretary shall develop meas-

ures that the Secretary determines to be appropriate 
for the measurement of the quality of care (including 
medication errors) furnished by hospitals in outpatient 
settings and that reflect consensus among affected 
parties and, to the extent feasible and practicable, 
shall include measures set forth by one or more na-
tional consensus building entities. 

(ii) CONSTRUCTION.—Nothing in this paragraph shall 
be construed as preventing the Secretary from select-
ing measures that are the same as (or a subset of) the 
measures for which data are required to be submitted 
under section 1886(b)(3)(B)(viii). 

(D) REPLACEMENT OF MEASURES.—For purposes of this 
paragraph, the Secretary may replace any measures or in-
dicators in appropriate cases, such as where all hospitals 
are effectively in compliance or the measures or indicators 
have been subsequently shown not to represent the best 
clinical practice. 

(E) AVAILABILITY OF DATA.—The Secretary shall estab-
lish procedures for making data submitted under this 
paragraph available to the public. Such procedures shall 
ensure that a hospital has the opportunity to review the 
data that are to be made public with respect to the hos-
pital prior to such data being made public. The Secretary 
shall report quality measures of process, structure, out-
come, patients’ perspectives on care, efficiency, and costs of 
care that relate to services furnished in outpatient settings 
in hospitals on the Internet website of the Centers for 
Medicare & Medicaid Services. 

(18) AUTHORIZATION OF ADJUSTMENT FOR CANCER HOS-
PITALS.— 

(A) STUDY.—The Secretary shall conduct a study to de-
termine if, under the system under this subsection, costs 
incurred by hospitals described in section 1886(d)(1)(B)(v) 
with respect to ambulatory payment classification groups 
exceed those costs incurred by other hospitals furnishing 
services under this subsection (as determined appropriate 
by the Secretary). In conducting the study under this sub-
paragraph, the Secretary shall take into consideration the 
cost of drugs and biologicals incurred by such hospitals. 

(B) AUTHORIZATION OF ADJUSTMENT.—Insofar as the Sec-
retary determines under subparagraph (A) that costs in-
curred by hospitals described in section 1886(d)(1)(B)(v) ex-
ceed those costs incurred by other hospitals furnishing 
services under this subsection, the Secretary shall provide 
for an appropriate adjustment under paragraph (2)(E) to 
reflect those higher costs effective for services furnished on 
or after January 1, 2011. 
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(19) FLOOR ON AREA WAGE ADJUSTMENT FACTOR FOR HOS-
PITAL OUTPATIENT DEPARTMENT SERVICES IN FRONTIER 
STATES.— 

(A) IN GENERAL.—Subject to subparagraph (B), with re-
spect to covered OPD services furnished on or after Janu-
ary 1, 2011, the area wage adjustment factor applicable 
under the payment system established under this sub-
section to any hospital outpatient department which is lo-
cated in a frontier State (as defined in section 
1886(d)(3)(E)(iii)(II)) may not be less than 1.00. The pre-
ceding sentence shall not be applied in a budget neutral 
manner. 

(B) LIMITATION.—This paragraph shall not apply to any 
hospital outpatient department located in a State that re-
ceives a non-labor related share adjustment under section 
1886(d)(5)(H). 

(20) NOT BUDGET NEUTRAL APPLICATION OF REDUCED EXPEND-
ITURES RESULTING FROM QUALITY INCENTIVES FOR COMPUTED 
TOMOGRAPHY.—The Secretary shall not take into account the 
reduced expenditures that result from the application of sec-
tion 1834(p) in making any budget neutrality adjustments this 
subsection. 

(u) INCENTIVE PAYMENTS FOR PHYSICIAN SCARCITY AREAS.— 
(1) IN GENERAL.—In the case of physicians’ services fur-

nished on or after January 1, 2005, and before July 1, 2008— 
(A) by a primary care physician in a primary care scar-

city county (identified under paragraph (4)); or 
(B) by a physician who is not a primary care physician 

in a specialist care scarcity county (as so identified), 
in addition to the amount of payment that would otherwise be 
made for such services under this part, there also shall be paid 
an amount equal to 5 percent of the payment amount for the 
service under this part. 

(2) DETERMINATION OF RATIOS OF PHYSICIANS TO MEDICARE 
BENEFICIARIES IN AREA.—Based upon available data, the Sec-
retary shall establish for each county or equivalent area in the 
United States, the following: 

(A) NUMBER OF PHYSICIANS PRACTICING IN THE AREA.— 
The number of physicians who furnish physicians’ services 
in the active practice of medicine or osteopathy in that 
county or area, other than physicians whose practice is ex-
clusively for the Federal Government, physicians who are 
retired, or physicians who only provide administrative 
services. Of such number, the number of such physicians 
who are— 

(i) primary care physicians; or 
(ii) physicians who are not primary care physicians. 

(B) NUMBER OF MEDICARE BENEFICIARIES RESIDING IN 
THE AREA.—The number of individuals who are residing in 
the county and are entitled to benefits under part A or en-
rolled under this part, or both (in this subsection referred 
to as ‘‘individuals’’). 

(C) DETERMINATION OF RATIOS.— 
(i) PRIMARY CARE RATIO.—The ratio (in this para-

graph referred to as the ‘‘primary care ratio’’) of the 
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number of primary care physicians (determined under 
subparagraph (A)(i)), to the number of individuals de-
termined under subparagraph (B). 

(ii) SPECIALIST CARE RATIO.—The ratio (in this para-
graph referred to as the ‘‘specialist care ratio’’) of the 
number of other physicians (determined under sub-
paragraph (A)(ii)), to the number of individuals deter-
mined under subparagraph (B). 

(3) RANKING OF COUNTIES.—The Secretary shall rank each 
such county or area based separately on its primary care ratio 
and its specialist care ratio. 

(4) IDENTIFICATION OF COUNTIES.— 
(A) IN GENERAL.—The Secretary shall identify— 

(i) those counties and areas (in this paragraph re-
ferred to as ‘‘primary care scarcity counties’’) with the 
lowest primary care ratios that represent, if each such 
county or area were weighted by the number of indi-
viduals determined under paragraph (2)(B), an aggre-
gate total of 20 percent of the total of the individuals 
determined under such paragraph; and 

(ii) those counties and areas (in this subsection re-
ferred to as ‘‘specialist care scarcity counties’’) with the 
lowest specialist care ratios that represent, if each 
such county or area were weighted by the number of 
individuals determined under paragraph (2)(B), an ag-
gregate total of 20 percent of the total of the individ-
uals determined under such paragraph. 

(B) PERIODIC REVISIONS.—The Secretary shall periodi-
cally revise the counties or areas identified in subpara-
graph (A) (but not less often than once every three years) 
unless the Secretary determines that there is no new data 
available on the number of physicians practicing in the 
county or area or the number of individuals residing in the 
county or area, as identified in paragraph (2). 

(C) IDENTIFICATION OF COUNTIES WHERE SERVICE IS FUR-
NISHED.—For purposes of paying the additional amount 
specified in paragraph (1), if the Secretary uses the 5-digit 
postal ZIP Code where the service is furnished, the domi-
nant county of the postal ZIP Code (as determined by the 
United States Postal Service, or otherwise) shall be used 
to determine whether the postal ZIP Code is in a scarcity 
county identified in subparagraph (A) or revised in sub-
paragraph (B). 

(D) SPECIAL RULE.—With respect to physicians’ services 
furnished on or after January 1, 2008, and before July 1, 
2008, for purposes of this subsection, the Secretary shall 
use the primary care scarcity counties and the specialty 
care scarcity counties (as identified under the preceding 
provisions of this paragraph) that the Secretary was using 
under this subsection with respect to physicians’ services 
furnished on December 31, 2007. 

(E) JUDICIAL REVIEW.—There shall be no administrative 
or judicial review under section 1869, 1878, or otherwise, 
respecting— 

116.(i) the identification of a county or area; 
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(ii) the assignment of a specialty of any physician 
under this paragraph; 

(iii) the assignment of a physician to a county under 
paragraph (2); or 

(iv) the assignment of a postal ZIP Code to a county 
or other area under this subsection. 

(5) RURAL CENSUS TRACTS.—To the extent feasible, the Sec-
retary shall treat a rural census tract of a metropolitan statis-
tical area (as determined under the most recent modification of 
the Goldsmith Modification, originally published in the Federal 
Register on February 27, 1992 (57 Fed. Reg. 6725)), as an 
equivalent area for purposes of qualifying as a primary care 
scarcity county or specialist care scarcity county under this 
subsection. 

(6) PHYSICIAN DEFINED.—For purposes of this paragraph, the 
term ‘‘physician’’ means a physician described in section 
1861(r)(1) and the term ‘‘primary care physician’’ means a phy-
sician who is identified in the available data as a general prac-
titioner, family practice practitioner, general internist, or ob-
stetrician or gynecologist. 

(7) PUBLICATION OF LIST OF COUNTIES; POSTING ON 
WEBSITE.—With respect to a year for which a county or area 
is identified or revised under paragraph (4), the Secretary shall 
identify such counties or areas as part of the proposed and 
final rule to implement the physician fee schedule under sec-
tion 1848 for the applicable year. The Secretary shall post the 
list of counties identified or revised under paragraph (4) on the 
Internet website of the Centers for Medicare & Medicaid Serv-
ices. 

(v) INCREASE OF FQHC PAYMENT LIMITS.—In the case of services 
furnished by Federally qualified health centers (as defined in sec-
tion 1861(aa)(4)), the Secretary shall establish payment limits with 
respect to such services under this part for services furnished— 

(1) in 2010, at the limits otherwise established under this 
part for such year increased by $5; and 

(2) in a subsequent year, at the limits established under this 
subsection for the previous year increased by the percentage 
increase in the MEI (as defined in section 1842(i)(3)) for such 
subsequent year. 

(w) METHODS OF PAYMENT.—The Secretary may develop alter-
native methods of payment for items and services provided under 
clinical trials and comparative effectiveness studies sponsored or 
supported by an agency of the Department of Health and Human 
Services, as determined by the Secretary, to those that would oth-
erwise apply under this section, to the extent such alternative 
methods are necessary to preserve the scientific validity of such 
trials or studies, such as in the case where masking the identity 
of interventions from patients and investigators is necessary to 
comply with the particular trial or study design. 

(x) INCENTIVE PAYMENTS FOR PRIMARY CARE SERVICES.— 
(1) IN GENERAL.—In the case of primary care services fur-

nished on or after January 1, 2011, and before January 1, 
2016, by a primary care practitioner, in addition to the amount 
of payment that would otherwise be made for such services 
under this part, there also shall be paid (on a monthly or quar-
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terly basis) an amount equal to 10 percent of the payment 
amount for the service under this part. 

(2) DEFINITIONS.—In this subsection: 
(A) PRIMARY CARE PRACTITIONER.—The term ‘‘primary 

care practitioner’’ means an individual— 
(i) who— 

(I) is a physician (as described in section 
1861(r)(1)) who has a primary specialty designa-
tion of family medicine, internal medicine, geri-
atric medicine, or pediatric medicine; or 

(II) is a nurse practitioner, clinical nurse spe-
cialist, or physician assistant (as those terms are 
defined in section 1861(aa)(5)); and 

(ii) for whom primary care services accounted for at 
least 60 percent of the allowed charges under this part 
for such physician or practitioner in a prior period as 
determined appropriate by the Secretary. 

(B) PRIMARY CARE SERVICES.—The term ‘‘primary care 
services’’ means services identified, as of January 1, 2009, 
by the following HCPCS codes (and as subsequently modi-
fied by the Secretary): 

(i) 99201 through 99215. 
(ii) 99304 through 99340. 
(iii) 99341 through 99350. 

(3) COORDINATION WITH OTHER PAYMENTS.—The amount of 
the additional payment for a service under this subsection and 
subsection (m) shall be determined without regard to any addi-
tional payment for the service under subsection (m) and this 
subsection, respectively. 

(4) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or otherwise, 
respecting the identification of primary care practitioners 
under this subsection. 

(y) INCENTIVE PAYMENTS FOR MAJOR SURGICAL PROCEDURES 
FURNISHED IN HEALTH PROFESSIONAL SHORTAGE AREAS.— 

(1) IN GENERAL.—In the case of major surgical procedures 
furnished on or after January 1, 2011, and before January 1, 
2016, by a general surgeon in an area that is designated 
(under section 332(a)(1)(A) of the Public Health Service Act) as 
a health professional shortage area as identified by the Sec-
retary prior to the beginning of the year involved, in addition 
to the amount of payment that would otherwise be made for 
such services under this part, there also shall be paid (on a 
monthly or quarterly basis) an amount equal to 10 percent of 
the payment amount for the service under this part. 

(2) DEFINITIONS.—In this subsection: 
(A) GENERAL SURGEON.—In this subsection, the term 

‘‘general surgeon’’ means a physician (as described in sec-
tion 1861(r)(1)) who has designated CMS specialty code 
02–General Surgery as their primary specialty code in the 
physician’s enrollment under section 1866(j). 

(B) MAJOR SURGICAL PROCEDURES.—The term ‘‘major 
surgical procedures’’ means physicians’ services which are 
surgical procedures for which a 10-day or 90-day global pe-
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riod is used for payment under the fee schedule under sec-
tion 1848(b). 

(3) COORDINATION WITH OTHER PAYMENTS.—The amount of 
the additional payment for a service under this subsection and 
subsection (m) shall be determined without regard to any addi-
tional payment for the service under subsection (m) and this 
subsection, respectively. 

(4) APPLICATION.—The provisions of paragraph (2) and (4) of 
subsection (m) shall apply to the determination of additional 
payments under this subsection in the same manner as such 
provisions apply to the determination of additional payments 
under subsection (m). 

SPECIAL PAYMENT RULES FOR PARTICULAR ITEMS AND SERVICES 

SEC. 1834. (a) PAYMENT FOR DURABLE MEDICAL EQUIPMENT.— 
(1) GENERAL RULE FOR PAYMENT.— 

(A) IN GENERAL.—With respect to a covered item (as de-
fined in paragraph (13)) for which payment is determined 
under this subsection, payment shall be made in the fre-
quency specified in paragraphs (2) through (7) and in an 
amount equal to 80 percent of the payment basis described 
in subparagraph (B). 

(B) PAYMENT BASIS.—Subject to subparagraph (F)(i), the 
payment basis described in this subparagraph is the lesser 
of— 

(i) the actual charge for the item, or 
(ii) the payment amount recognized under para-

graphs (2) through (7) of this subsection for the item; 
except that clause (i) shall not apply if the covered item is 
furnished by a public home health agency (or by another 
home health agency which demonstrates to the satisfaction 
of the Secretary that a significant portion of its patients 
are low income) free of charge or at nominal charges to the 
public. 

(C) EXCLUSIVE PAYMENT RULE.—Subject to subparagraph 
(F)(ii), this subsection shall constitute the exclusive provi-
sion of this title for payment for covered items under this 
part or under part A to a home health agency. 

(D) REDUCTION IN FEE SCHEDULES FOR CERTAIN ITEMS.— 
With respect to a seat-lift chair or transcutaneous elec-
trical nerve stimulator furnished on or after April 1, 1990, 
the Secretary shall reduce the payment amount applied 
under subparagraph (B)(ii) for such an item by 15 percent, 
and, in the case of a transcutaneous electrical nerve stimu-
lator furnished on or after January 1, 1991, the Secretary 
shall further reduce such payment amount (as previously 
reduced) by 45 percent. 

(E) CLINICAL CONDITIONS FOR COVERAGE.— 
(i) IN GENERAL.—The Secretary shall establish 

standards for clinical conditions for payment for cov-
ered items under this subsection. 

(ii) REQUIREMENTS.—The standards established 
under clause (i) shall include the specification of types 
or classes of covered items that require, as a condition 
of payment under this subsection, a face-to-face exam-
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ination of the individual by a physician (as defined in 
section 1861(r)), a physician assistant, nurse practi-
tioner, or a clinical nurse specialist (as those terms are 
defined in section 1861(aa)(5)) and a prescription for 
the item. 

(iii) PRIORITY OF ESTABLISHMENT OF STANDARDS.—In 
establishing the standards under this subparagraph, 
the Secretary shall first establish standards for those 
covered items for which the Secretary determines 
there has been a proliferation of use, consistent find-
ings of charges for covered items that are not deliv-
ered, or consistent findings of falsification of docu-
mentation to provide for payment of such covered 
items under this part. 

(iv) STANDARDS FOR POWER WHEELCHAIRS.—Effective 
on the date of the enactment of this subparagraph, in 
the case of a covered item consisting of a motorized or 
power wheelchair for an individual, payment may not 
be made for such covered item unless a physician (as 
defined in section 1861(r)(1)), a physician assistant, 
nurse practitioner, or a clinical nurse specialist (as 
those terms are defined in section 1861(aa)(5)) has 
conducted a face-to-face examination of the individual 
and written a prescription for the item. 

(v) LIMITATION ON PAYMENT FOR COVERED ITEMS.— 
Payment may not be made for a covered item under 
this subsection unless the item meets any standards 
established under this subparagraph for clinical condi-
tion of coverage. 

(F) APPLICATION OF COMPETITIVE ACQUISITION; LIMITA-
TION OF INHERENT REASONABLENESS AUTHORITY.—In the 
case of covered items furnished on or after January 1, 
2011, subject to subparagraphs (G) and (H), that are in-
cluded in a competitive acquisition program in a competi-
tive acquisition area under section 1847(a)— 

(i) the payment basis under this subsection for such 
items and services furnished in such area shall be the 
payment basis determined under such competitive ac-
quisition program; 

(ii) the Secretary may (and, in the case of covered 
items furnished on or after January 1, 2016, subject to 
clause (iii), shall) use information on the payment de-
termined under such competitive acquisition programs 
to adjust the payment amount otherwise recognized 
under subparagraph (B)(ii) for an area that is not a 
competitive acquisition area under section 1847 and in 
the case of such adjustment, paragraph (10)(B) shall 
not be applied; and 

(iii) in the case of covered items furnished on or 
after January 1, 2016, the Secretary shall continue to 
make such adjustments described in clause (ii) as, 
under such competitive acquisition programs, addi-
tional covered items are phased in or information is 
updated as contracts under section 1847 are recom-
peted in accordance with section 1847(b)(3)(B). 
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(G) USE OF INFORMATION ON COMPETITIVE BID RATES.— 
The Secretary shall specify by regulation the methodology 
to be used in applying the provisions of subparagraph 
(F)(ii) and subsection (h)(1)(H)(ii). In promulgating such 
regulation, the Secretary shall consider the costs of items 
and services in areas in which such provisions would be 
applied compared to the payment rates for such items and 
services in competitive acquisition areas. 

(H) DIABETIC SUPPLIES.— 
(i) IN GENERAL.—On or after the date described in 

clause (ii), the payment amount under this part for di-
abetic supplies, including testing strips, that are non- 
mail order items (as defined by the Secretary) shall be 
equal to the single payment amounts established 
under the national mail order competition for diabetic 
supplies under section 1847. 

(ii) DATE DESCRIBED.—The date described in this 
clause is the date of the implementation of the single 
payment amounts under the national mail order com-
petition for diabetic supplies under section 1847. 

(I) TREATMENT OF VACUUM ERECTION SYSTEMS.—Effec-
tive for items and services furnished on and after July 1, 
2015, vacuum erection systems described as prosthetic de-
vices described in section 1861(s)(8) shall be treated in the 
same manner as erectile dysfunction drugs are treated for 
purposes of section 1860D-2(e)(2)(A). 

(2) PAYMENT FOR INEXPENSIVE AND OTHER ROUTINELY PUR-
CHASED DURABLE MEDICAL EQUIPMENT.— 

(A) IN GENERAL.—Payment for an item of durable med-
ical equipment (as defined in paragraph (13))— 

(i) the purchase price of which does not exceed $150, 
(ii) which the Secretary determines is acquired at 

least 75 percent of the time by purchase, or 
(iii) which is an accessory used in conjunction with 

a nebulizer, aspirator, or a ventilator excluded under 
paragraph (3)(A), 

shall be made on a rental basis or in a lump-sum amount 
for the purchase of the item. The payment amount recog-
nized for purchase or rental of such equipment is the 
amount specified in subparagraph (B) for purchase or rent-
al, except that the total amount of payments with respect 
to an item may not exceed the payment amount specified 
in subparagraph (B) with respect to the purchase of the 
item. 

(B) PAYMENT AMOUNT.—For purposes of subparagraph 
(A), the amount specified in this subparagraph, with re-
spect to the purchase or rental of an item furnished in a 
carrier service area— 

(i) in 1989 and in 1990 is the average reasonable 
charge in the area for the purchase or rental, respec-
tively, of the item for the 12-month period ending on 
June 30, 1987, increased by the percentage increase in 
the consumer price index for all urban consumers 
(U.S. city average) for the 6-month period ending with 
December 1987; 
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(ii) in 1991 is the sum of (I) 67 percent of the local 
payment amount for the item or device computed 
under subparagraph (C)(i)(I) for 1991, and (II) 33 per-
cent of the national limited payment amount for the 
item or device computed under subparagraph (C)(ii) 
for 1991; 

(iii) in 1992 is the sum of (I) 33 percent of the local 
payment amount for the item or device computed 
under subparagraph (C)(i)(II) for 1992, and (II) 67 per-
cent of the national limited payment amount for the 
item or device computed under subparagraph (C)(ii) 
for 1992; and 

(iv) in 1993 and each subsequent year is the na-
tional limited payment amount for the item or device 
computed under subparagraph (C)(ii) for that year (re-
duced by 10 percent, in the case of a blood glucose 
testing strip furnished after 1997 for an individual 
with diabetes). 

(C) COMPUTATION OF LOCAL PAYMENT AMOUNT AND NA-
TIONAL LIMITED PAYMENT AMOUNT.—For purposes of sub-
paragraph (B)— 

(i) the local payment amount for an item or device 
for a year is equal to— 

(I) for 1991, the amount specified in subpara-
graph (B)(i) for 1990 increased by the covered 
item update for 1991, and 

(II) for 1992, 1993, and 1994 the amount deter-
mined under this clause for the preceding year in-
creased by the covered item update for the year; 
and 

(ii) the national limited payment amount for an item 
or device for a year is equal to— 

(I) for 1991, the local payment amount deter-
mined under clause (i) for such item or device for 
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the 
weighted average of all local payment amounts de-
termined under such clause for such item for that 
year and may not be less than 85 percent of the 
weighted average of all local payment amounts de-
termined under such clause for such item, 

(II) for 1992 and 1993, the amount determined 
under this clause for the preceding year increased 
by the covered item update for such subsequent 
year, 

(III) for 1994, the local payment amount deter-
mined under clause (i) for such item or device for 
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the 
median of all local payment amounts determined 
under such clause for such item for that year and 
may not be less than 85 percent of the median of 
all local payment amounts determined under such 
clause for such item or device for that year, and 
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(IV) for each subsequent year, the amount de-
termined under this clause for the preceding year 
increased by the covered item update for such sub-
sequent year. 

(3) PAYMENT FOR ITEMS REQUIRING FREQUENT AND SUBSTAN-
TIAL SERVICING.— 

(A) IN GENERAL.—Payment for a covered item (such as 
IPPB machines and ventilators, excluding ventilators that 
are either continuous airway pressure devices or intermit-
tent assist devices with continuous airway pressure de-
vices) for which there must be frequent and substantial 
servicing in order to avoid risk to the patient’s health shall 
be made on a monthly basis for the rental of the item and 
the amount recognized is the amount specified in subpara-
graph (B). 

(B) PAYMENT AMOUNT.—For purposes of subparagraph 
(A), the amount specified in this subparagraph, with re-
spect to an item or device furnished in a carrier service 
area— 

(i) in 1989 and in 1990 is the average reasonable 
charge in the area for the rental of the item or device 
for the 12-month period ending with June 1987, in-
creased by the percentage increase in the consumer 
price index for all urban consumers (U.S. city average) 
for the 6-month period ending with December 1987; 

(ii) in 1991 is the sum of (I) 67 percent of the local 
payment amount for the item or device computed 
under subparagraph (C)(i)(I) for 1991, and (II) 33 per-
cent of the national limited payment amount for the 
item or device computed under subparagraph (C)(ii) 
for 1991; 

(iii) in 1992 is the sum of (I) 33 percent of the local 
payment amount for the item or device computed 
under subparagraph (C)(i)(II) for 1992, and (II) 67 per-
cent of the national limited payment amount for the 
item or device computed under subparagraph (C)(ii) 
for 1992; and 

(iv) in 1993 and each subsequent year is the na-
tional limited payment amount for the item or device 
computed under subparagraph (C)(ii) for that year. 

(C) COMPUTATION OF LOCAL PAYMENT AMOUNT AND NA-
TIONAL LIMITED PAYMENT AMOUNT.—For purposes of sub-
paragraph (B)— 

(i) the local payment amount for an item or device 
for a year is equal to— 

(I) for 1991, the amount specified in subpara-
graph (B)(i) for 1990 increased by the covered 
item update for 1991, and 

(II) for 1992, 1993, and 1994 the amount deter-
mined under this clause for the preceding year in-
creased by the covered item update for the year; 
and 

(ii) the national limited payment amount for an item 
or device for a year is equal to— 
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(I) for 1991, the local payment amount deter-
mined under clause (i) for such item or device for 
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the 
weighted average of all local payment amounts de-
termined under such clause for such item for that 
year and may not be less than 85 percent of the 
weighted average of all local payment amounts de-
termined under such clause for such item, 

(II) for 1992 and 1993, the amount determined 
under this clause for the preceding year increased 
by the covered item update for such subsequent 
year, 

(III) for 1994, the local payment amount deter-
mined under clause (i) for such item or device for 
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the 
median of all local payment amounts determined 
under such clause for such item for that year and 
may not be less than 85 percent of the median of 
all local payment amounts determined under such 
clause for such item or device for that year, and 

(IV) for each subsequent year, the amount de-
termined under this clause for the preceding year 
increased by the covered item update for such sub-
sequent year. 

(4) PAYMENT FOR CERTAIN CUSTOMIZED ITEMS.—Payment 
with respect to a covered item that is uniquely constructed or 
substantially modified to meet the specific needs of an indi-
vidual patient, and for that reason cannot be grouped with 
similar items for purposes of payment under this title, shall be 
made in a lump-sum amount (A) for the purchase of the item 
in a payment amount based upon the carrier’s individual con-
sideration for that item, and (B) for the reasonable and nec-
essary maintenance and servicing for parts and labor not cov-
ered by the supplier’s or manufacturer’s warranty, when nec-
essary during the period of medical need, and the amount rec-
ognized for such maintenance and servicing shall be paid on a 
lump-sum, as needed basis based upon the carrier’s individual 
consideration for that item. In the case of a wheelchair fur-
nished on or after January 1, 1992, the wheelchair shall be 
treated as a customized item for purposes of this paragraph if 
the wheelchair has been measured, fitted, or adapted in consid-
eration of the patient’s body size, disability, period of need, or 
intended use, and has been assembled by a supplier or ordered 
from a manufacturer who makes available customized features, 
modifications, or components for wheelchairs that are intended 
for an individual patient’s use in accordance with instructions 
from the patient’s physician. 

(5) PAYMENT FOR OXYGEN AND OXYGEN EQUIPMENT.— 
(A) IN GENERAL.—Payment for oxygen and oxygen equip-

ment shall be made on a monthly basis in the monthly 
payment amount recognized under paragraph (9) for oxy-
gen and oxygen equipment (other than portable oxygen 
equipment), subject to subparagraphs (B), (C), (E), and (F). 
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(B) ADD-ON FOR PORTABLE OXYGEN EQUIPMENT.—When 
portable oxygen equipment is used, but subject to subpara-
graph (D), the payment amount recognized under subpara-
graph (A) shall be increased by the monthly payment 
amount recognized under paragraph (9) for portable oxy-
gen equipment. 

(C) VOLUME ADJUSTMENT.—When the attending physi-
cian prescribes an oxygen flow rate— 

(i) exceeding 4 liters per minute, the payment 
amount recognized under subparagraph (A), subject to 
subparagraph (D), shall be increased by 50 percent, or 

(ii) of less than 1 liter per minute, the payment 
amount recognized under subparagraph (A) shall be 
decreased by 50 percent. 

(D) LIMIT ON ADJUSTMENT.—When portable oxygen 
equipment is used and the attending physician prescribes 
an oxygen flow rate exceeding 4 liters per minute, there 
shall only be an increase under either subparagraph (B) or 
(C), whichever increase is larger, and not under both such 
subparagraphs. 

(E) RECERTIFICATION FOR PATIENTS RECEIVING HOME OX-
YGEN THERAPY.—In the case of a patient receiving home 
oxygen therapy services who, at the time such services are 
initiated, has an initial arterial blood gas value at or above 
a partial pressure of 56 or an arterial oxygen saturation at 
or above 89 percent (or such other values, pressures, or cri-
teria as the Secretary may specify) no payment may be 
made under this part for such services after the expiration 
of the 90-day period that begins on the date the patient 
first receives such services unless the patient’s attending 
physician certifies that, on the basis of a follow-up test of 
the patient’s arterial blood gas value or arterial oxygen 
saturation conducted during the final 30 days of such 90- 
day period, there is a medical need for the patient to con-
tinue to receive such services. 

(F) RENTAL CAP.— 
(i) IN GENERAL.—Payment for oxygen equipment (in-

cluding portable oxygen equipment) under this para-
graph may not extend over a period of continuous use 
(as determined by the Secretary) of longer than 36 
months. 

(ii) PAYMENTS AND RULES AFTER RENTAL CAP.—After 
the 36th continuous month during which payment is 
made for the equipment under this paragraph— 

(I) the supplier furnishing such equipment 
under this subsection shall continue to furnish the 
equipment during any period of medical need for 
the remainder of the reasonable useful lifetime of 
the equipment, as determined by the Secretary; 

(II) payments for oxygen shall continue to be 
made in the amount recognized for oxygen under 
paragraph (9) for the period of medical need; and 

(III) maintenance and servicing payments shall, 
if the Secretary determines such payments are 
reasonable and necessary, be made (for parts and 
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labor not covered by the supplier’s or manufactur-
er’s warranty, as determined by the Secretary to 
be appropriate for the equipment), and such pay-
ments shall be in an amount determined to be ap-
propriate by the Secretary. 

(6) PAYMENT FOR OTHER COVERED ITEMS (OTHER THAN DURA-
BLE MEDICAL EQUIPMENT).—Payment for other covered items 
(other than durable medical equipment and other covered 
items described in paragraph (3), (4), or (5)) shall be made in 
a lump-sum amount for the purchase of the item in the 
amount of the purchase price recognized under paragraph (8). 

(7) PAYMENT FOR OTHER ITEMS OF DURABLE MEDICAL EQUIP-
MENT.— 

(A) PAYMENT.—In the case of an item of durable medical 
equipment not described in paragraphs (2) through (6), the 
following rules shall apply: 

(i) RENTAL.— 
(I) IN GENERAL.—Except as provided in clause 

(iii), payment for the item shall be made on a 
monthly basis for the rental of the item during the 
period of medical need (but payments under this 
clause may not extend over a period of continuous 
use (as determined by the Secretary) of longer 
than 13 months). 

(II) PAYMENT AMOUNT.—Subject to subclause 
(III) and subparagraph (B), the amount recognized 
for the item, for each of the first 3 months of such 
period, is 10 percent of the purchase price recog-
nized under paragraph (8) with respect to the 
item, and, for each of the remaining months of 
such period, is 7.5 percent of such purchase price. 

(III) SPECIAL RULE FOR POWER-DRIVEN WHEEL-
CHAIRS.—For purposes of payment for power-driv-
en wheelchairs, subclause (II) shall be applied by 
substituting ‘‘15 percent’’ and ‘‘6 percent’’ for ‘‘10 
percent’’ and ‘‘7.5 percent’’, respectively. 

(ii) OWNERSHIP AFTER RENTAL.—On the first day 
that begins after the 13th continuous month during 
which payment is made for the rental of an item 
under clause (i), the supplier of the item shall transfer 
title to the item to the individual. 

(iii) PURCHASE AGREEMENT OPTION FOR COMPLEX, RE-
HABILITATIVE POWER-DRIVEN WHEELCHAIRS.—In the 
case of a complex, rehabilitative power-driven wheel-
chair, at the time the supplier furnishes the item, the 
supplier shall offer the individual the option to pur-
chase the item, and payment for such item shall be 
made on a lump-sum basis if the individual exercises 
such option. 

(iv) MAINTENANCE AND SERVICING.—After the sup-
plier transfers title to the item under clause (ii) or in 
the case of a power-driven wheelchair for which a pur-
chase agreement has been entered into under clause 
(iii), maintenance and servicing payments shall, if the 
Secretary determines such payments are reasonable 
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and necessary, be made (for parts and labor not cov-
ered by the supplier’s or manufacturer’s warranty, as 
determined by the Secretary to be appropriate for the 
particular type of durable medical equipment), and 
such payments shall be in an amount determined to 
be appropriate by the Secretary. 

(B) RANGE FOR RENTAL AMOUNTS.— 
(i) FOR 1989.—For items furnished during 1989, the 

payment amount recognized under subparagraph (A)(i) 
shall not be more than 115 percent, and shall not be 
less than 85 percent, of the prevailing charge estab-
lished for rental of the item in January 1987, in-
creased by the percentage increase in the consumer 
price index for all urban consumers (U.S. city average) 
for the 6-month period ending with December 1987. 

(ii) FOR 1990.—For items furnished during 1990, 
clause (i) shall apply in the same manner as it applies 
to items furnished during 1989. 

(C) REPLACEMENT OF ITEMS.— 
(i) ESTABLISHMENT OF REASONABLE USEFUL LIFE-

TIME.—In accordance with clause (iii), the Secretary 
shall determine and establish a reasonable useful life-
time for items of durable medical equipment for which 
payment may be made under this paragraph. 

(ii) PAYMENT FOR REPLACEMENT ITEMS.—If the rea-
sonable lifetime of such an item, as so established, has 
been reached during a continuous period of medical 
need, or the carrier determines that the item is lost or 
irreparably damaged, the patient may elect to have 
payment for an item serving as a replacement for such 
item made— 

(I) on a monthly basis for the rental of the re-
placement item in accordance with subparagraph 
(A); or 

(II) in the case of an item for which a purchase 
agreement has been entered into under subpara-
graph (A)(iii), in a lump-sum amount for the pur-
chase of the item. 

(iii) LENGTH OF REASONABLE USEFUL LIFETIME.—The 
reasonable useful lifetime of an item of durable med-
ical equipment under this subparagraph shall be equal 
to 5 years, except that, if the Secretary determines 
that, on the basis of prior experience in making pay-
ments for such an item under this title, a reasonable 
useful lifetime of 5 years is not appropriate with re-
spect to a particular item, the Secretary shall estab-
lish an alternative reasonable lifetime for such item. 

(8) PURCHASE PRICE RECOGNIZED FOR MISCELLANEOUS DE-
VICES AND ITEMS.—For purposes of paragraphs (6) and (7), the 
amount that is recognized under this paragraph as the pur-
chase price for a covered item is the amount described in sub-
paragraph (C) of this paragraph, determined as follows: 

(A) COMPUTATION OF LOCAL PURCHASE PRICE.—Each car-
rier under section 1842 shall compute a base local pur-
chase price for the item as follows: 
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(i) The carrier shall compute a base local purchase 
price, for each item described— 

(I) in paragraph (6) equal to the average reason-
able charge in the locality for the purchase of the 
item for the 12-month period ending with June 
1987, or 

(II) in paragraph (7) equal to the average of the 
purchase prices on the claims submitted on an as-
signment-related basis for the unused item sup-
plied during the 6-month period ending with De-
cember 1986. 

(ii) The carrier shall compute a local purchase price, 
with respect to the furnishing of each particular 
item— 

(I) in 1989 and 1990, equal to the base local 
purchase price computed under clause (i) in-
creased by the percentage increase in the con-
sumer price index for all urban consumers (U.S. 
city average) for the 6-month period ending with 
December 1987, 

(II) in 1991, equal to the local purchase price 
computed under this clause for the previous year, 
increased by the covered item update for 1991, 
and decreased by the percentage by which the av-
erage of the reasonable charges for claims paid for 
all items described in paragraph (7) is lower than 
the average of the purchase prices submitted for 
such items during the final 9 months of 1988; or 

(III) in 1992, 1993, and 1994 equal to the local 
purchase price computed under this clause for the 
previous year increased by the covered item up-
date for the year. 

(B) COMPUTATION OF NATIONAL LIMITED PURCHASE 
PRICE.—With respect to the furnishing of a particular item 
in a year, the Secretary shall compute a national limited 
purchase price— 

(i) for 1991, equal to the local purchase price com-
puted under subparagraph (A)(ii) for the item for the 
year, except that such national limited purchase price 
may not exceed 100 percent of the weighted average of 
all local purchase prices for the item computed under 
such subparagraph for the year, and may not be less 
than 85 percent of the weighted average of all local 
purchase prices for the item computed under such sub-
paragraph for the year; 

(ii) for 1992 and 1993, the amount determined under 
this subparagraph for the preceding year increased by 
the covered item update for such subsequent year; 

(iii) for 1994, the local purchase price computed 
under subparagraph (A)(ii) for the item for the year, 
except that such national limited purchase price may 
not exceed 100 percent of the median of all local pur-
chase prices computed for the item under such sub-
paragraph for the year and may not be less than 85 
percent of the median of all local purchase prices com-
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puted under such subparagraph for the item for the 
year; and 

(iv) for each subsequent year, equal to the amount 
determined under this subparagraph for the preceding 
year increased by the covered item update for such 
subsequent year. 

(C) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graphs (6) and (7), the amount that is recognized under 
this paragraph as the purchase price for each item fur-
nished— 

(i) in 1989 or 1990, is 100 percent of the local pur-
chase price computed under subparagraph (A)(ii)(I); 

(ii) in 1991, is the sum of (I) 67 percent of the local 
purchase price computed under subparagraph 
(A)(ii)(II) for 1991, and (II) 33 percent of the national 
limited purchase price computed under subparagraph 
(B) for 1991; 

(iii) in 1992, is the sum of (I) 33 percent of the local 
purchase price computed under subparagraph 
(A)(ii)(III) for 1992, and (II) 67 percent of the national 
limited purchase price computed under subparagraph 
(B) for 1992; and 

(iv) in 1993 or a subsequent year, is the national 
limited purchase price computed under subparagraph 
(B) for that year. 

(9) MONTHLY PAYMENT AMOUNT RECOGNIZED WITH RESPECT 
TO OXYGEN AND OXYGEN EQUIPMENT.—For purposes of para-
graph (5), the amount that is recognized under this paragraph 
for payment for oxygen and oxygen equipment is the monthly 
payment amount described in subparagraph (C) of this para-
graph. Such amount shall be computed separately (i) for all 
items of oxygen and oxygen equipment (other than portable ox-
ygen equipment) and (ii) for portable oxygen equipment (each 
such group referred to in this paragraph as an ‘‘item’’). 

(A) COMPUTATION OF LOCAL MONTHLY PAYMENT RATE.— 
Each carrier under this section shall compute a base local 
payment rate for each item as follows: 

(i) The carrier shall compute a base local average 
monthly payment rate per beneficiary as an amount 
equal to (I) the total reasonable charges for the item 
during the 12-month period ending with December 
1986, divided by (II) the total number of months for all 
beneficiaries receiving the item in the area during the 
12-month period for which the carrier made payment 
for the item under this title. 

(ii) The carrier shall compute a local average month-
ly payment rate for the item applicable— 

(I) to 1989 and 1990, equal to 95 percent of the 
base local average monthly payment rate com-
puted under clause (i) for the item increased by 
the percentage increase in the consumer price 
index for all urban consumers (U.S. city average) 
for the 6-month period ending with December 
1987, or 
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(II) to 1991, 1992, 1993, and 1994 equal to the 
local average monthly payment rate computed 
under this clause for the item for the previous 
year increased by the covered item increase for 
the year. 

(B) COMPUTATION OF NATIONAL LIMITED MONTHLY PAY-
MENT RATE.—With respect to the furnishing of an item in 
a year, the Secretary shall compute a national limited 
monthly payment rate equal to— 

(i) for 1991, the local monthly payment rate com-
puted under subparagraph (A)(ii)(II) for the item for 
the year, except that such national limited monthly 
payment rate may not exceed 100 percent of the 
weighted average of all local monthly payment rates 
computed for the item under such subparagraph for 
the year, and may not be less than 85 percent of the 
weighted average of all local monthly payment rates 
computed for the item under such subparagraph for 
the year; 

(ii) for 1992 and 1993, the amount determined under 
this subparagraph for the preceding year increased by 
the covered item update for such subsequent year; 

(iii) for 1994, the local monthly payment rate com-
puted under subparagraph (A)(ii) for the item for the 
year, except that such national limited monthly pay-
ment rate may not exceed 100 percent of the median 
of all local monthly payment rates computed for the 
item under such subparagraph for the year and may 
not be less than 85 percent of the median of all local 
monthly payment rates computed for the item under 
such subparagraph for the year; 

(iv) for 1995, 1996, and 1997, equal to the amount 
determined under this subparagraph for the preceding 
year increased by the covered item update for such 
subsequent year; 

(v) for 1998, 75 percent of the amount determined 
under this subparagraph for 1997; and 

(vi) for 1999 and each subsequent year, 70 percent 
of the amount determined under this subparagraph for 
1997. 

(C) MONTHLY PAYMENT AMOUNT RECOGNIZED.—For pur-
poses of paragraph (5), the amount that is recognized 
under this paragraph as the base monthly payment 
amount for each item furnished— 

(i) in 1989 and in 1990, is 100 percent of the local 
average monthly payment rate computed under sub-
paragraph (A)(ii) for the item; 

(ii) in 1991, is the sum of (I) 67 percent of the local 
average monthly payment rate computed under sub-
paragraph (A)(ii)(II) for the item for 1991, and (II) 33 
percent of the national limited monthly payment rate 
computed under subparagraph (B)(i) for the item for 
1991; 

(iii) in 1992, is the sum of (I) 33 percent of the local 
average monthly payment rate computed under sub-
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paragraph (A)(ii)(II) for the item for 1992, and (II) 67 
percent of the national limited monthly payment rate 
computed under subparagraph (B)(ii) for the item for 
1992; and 

(iv) in a subsequent year, is the national limited 
monthly payment rate computed under subparagraph 
(B) for the item for that year. 

(10) EXCEPTIONS AND ADJUSTMENTS.— 
(A) AREAS OUTSIDE CONTINENTAL UNITED STATES.—Ex-

ceptions to the amounts recognized under the previous pro-
visions of this subsection shall be made to take into ac-
count the unique circumstances of covered items furnished 
in Alaska, Hawaii, or Puerto Rico. 

(B) ADJUSTMENT FOR INHERENT REASONABLENESS.—The 
Secretary is authorized to apply the provisions of para-
graphs (8) and (9) of section 1842(b) to covered items and 
suppliers of such items and payments under this sub-
section in an area and with respect to covered items and 
services for which the Secretary does not make a payment 
amount adjustment under paragraph (1)(F). 

(C) TRANSCUTANEOUS ELECTRICAL NERVE STIMULATOR 
(TENS).—In order to permit an attending physician time to 
determine whether the purchase of a transcutaneous elec-
trical nerve stimulator is medically appropriate for a par-
ticular patient, the Secretary may determine an appro-
priate payment amount for the initial rental of such item 
for a period of not more than 2 months. If such item is 
subsequently purchased, the payment amount with respect 
to such purchase is the payment amount determined under 
paragraph (2). 

(11) IMPROPER BILLING AND REQUIREMENT OF PHYSICIAN 
ORDER.— 

(A) IMPROPER BILLING FOR CERTAIN RENTAL ITEMS.—Not-
withstanding any other provision of this title, a supplier of 
a covered item for which payment is made under this sub-
section and which is furnished on a rental basis shall con-
tinue to supply the item without charge (other than a 
charge provided under this subsection for the maintenance 
and servicing of the item) after rental payments may no 
longer be made under this subsection. If a supplier know-
ingly and willfully violates the previous sentence, the Sec-
retary may apply sanctions against the supplier under sec-
tion 1842(j)(2) in the same manner such sanctions may 
apply with respect to a physician. 

(B) REQUIREMENT OF PHYSICIAN ORDER.— 
(i) IN GENERAL.—The Secretary is authorized to re-

quire, for specified covered items, that payment may 
be made under this subsection with respect to the item 
only if a physician enrolled under section 1866(j) or an 
eligible professional under section 1848(k)(3)(B) that is 
enrolled under section 1866(j) has communicated to 
the supplier, before delivery of the item, a written 
order for the item. 

(ii) REQUIREMENT FOR FACE TO FACE ENCOUNTER.— 
The Secretary shall require that such an order be 
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written pursuant to the physician documenting that a 
physician, a physician assistant, a nurse practitioner, 
or a clinical nurse specialist (as those terms are de-
fined in section 1861(aa)(5)) has had a face-to-face en-
counter documenting such physician, physician assist-
ant, practitioner, or specialist has had a face-to-face 
encounter (including through use of telehealth under 
subsection (m) and other than with respect to encoun-
ters that are incident to services involved) with the in-
dividual involved during the 6-month period preceding 
such written order, or other reasonable timeframe as 
determined by the Secretary. 

(12) REGIONAL CARRIERS.—The Secretary may designate, by 
regulation under section 1842, one carrier for one or more en-
tire regions to process all claims within the region for covered 
items under this section. 

(13) COVERED ITEM.—In this subsection, the term ‘‘covered 
item’’ means durable medical equipment (as defined in section 
1861(n)), including such equipment described in section 
1861(m)(5), but not including implantable items for which pay-
ment may be made under section 1833(t). 

(14) COVERED ITEM UPDATE.—In this subsection, the term 
‘‘covered item update’’ means, with respect to a year— 

(A) for 1991 and 1992, the percentage increase in the 
consumer price index for all urban consumers (U.S. city 
average) for the 12-month period ending with June of the 
previous year reduced by 1 percentage point; 

(B) for 1993, 1994, 1995, 1996, and 1997, the percentage 
increase in the consumer price index for all urban con-
sumers (U.S. city average) for the 12-month period ending 
with June of the previous year; 

(C) for each of the years 1998 through 2000, 0 percent-
age points; 

(D) for 2001, the percentage increase in the consumer 
price index for all urban consumers (U.S. city average) for 
the 12-month period ending with June 2000; 

(E) for 2002, 0 percentage points; 
(F) for 2003, the percentage increase in the consumer 

price index for all urban consumers (U.S. urban average) 
for the 12-month period ending with June of 2002; 

(G) for 2004 through 2006— 
(i) subject to clause (ii), in the case of class III med-

ical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage increase described in sub-
paragraph (B) for the year involved; and 

(ii) in the case of covered items not described in 
clause (i), 0 percentage points; 

(H) for 2007— 
(i) subject to clause (ii), in the case of class III med-

ical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage change determined by the 
Secretary to be appropriate taking into account rec-
ommendations contained in the report of the Comp-
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troller General of the United States under section 
302(c)(1)(B) of the Medicare Prescription Drug, Im-
provement, and Modernization Act of 2003; and 

(ii) in the case of covered items not described in 
clause (i), 0 percentage points; 

(I) for 2008— 
(i) subject to clause (ii), in the case of class III med-

ical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage increase described in sub-
paragraph (B) (as applied to the payment amount for 
2007 determined after the application of the percent-
age change under subparagraph (H)(i)); and 

(ii) in the case of covered items not described in 
clause (i), 0 percentage points; 

(J) for 2009— 
(i) in the case of items and services furnished in any 

geographic area, if such items or services were se-
lected for competitive acquisition in any area under 
the competitive acquisition program under section 
1847(a)(1)(B)(i)(I) before July 1, 2008, including re-
lated accessories but only if furnished with such items 
and services selected for such competition and diabetic 
supplies but only if furnished through mail order, - 9.5 
percent; or 

(ii) in the case of other items and services, the per-
centage increase in the consumer price index for all 
urban consumers (U.S. urban average) for the 12- 
month period ending with June 2008; 

(K) for 2010, the percentage increase in the consumer 
price index for all urban consumers (U.S. urban average) 
for the 12-month period ending with June of the previous 
year; and 

(L) for 2011 and each subsequent year— 
(i) the percentage increase in the consumer price 

index for all urban consumers (United States city av-
erage) for the 12-month period ending with June of 
the previous year, reduced by— 

(ii) the productivity adjustment described in section 
1886(b)(3)(B)(xi)(II). 

The application of subparagraph (L)(ii) may result in the cov-
ered item update under this paragraph being less than 0.0 for 
a year, and may result in payment rates under this subsection 
for a year being less than such payment rates for the preceding 
year. 

(15) ADVANCE DETERMINATIONS OF COVERAGE FOR CERTAIN 
ITEMS.— 

(A) DEVELOPMENT OF LISTS OF ITEMS BY SECRETARY.— 
The Secretary may develop and periodically update a list 
of items for which payment may be made under this sub-
section that the Secretary determines, on the basis of prior 
payment experience, are frequently subject to unnecessary 
utilization throughout a carrier’s entire service area or a 
portion of such area. 
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(B) DEVELOPMENT OF LISTS OF SUPPLIERS BY SEC-
RETARY.—The Secretary may develop and periodically up-
date a list of suppliers of items for which payment may be 
made under this subsection with respect to whom— 

(i) the Secretary has found that a substantial num-
ber of claims for payment under this part for items 
furnished by the supplier have been denied on the 
basis of the application of section 1862(a)(1); or 

(ii) the Secretary has identified a pattern of over-
utilization resulting from the business practice of the 
supplier. 

(C) DETERMINATIONS OF COVERAGE IN ADVANCE.—A car-
rier shall determine in advance of delivery of an item 
whether payment for the item may not be made because 
the item is not covered or because of the application of sec-
tion 1862(a)(1) if— 

(i) the item is included on the list developed by the 
Secretary under subparagraph (A); 

(ii) the item is furnished by a supplier included on 
the list developed by the Secretary under subpara-
graph (B); or 

(iii) the item is a customized item (other than inex-
pensive items specified by the Secretary) and the pa-
tient to whom the item is to be furnished or the sup-
plier requests that such advance determination be 
made. 

(16) DISCLOSURE OF INFORMATION AND SURETY BOND.—The 
Secretary shall not provide for the issuance (or renewal) of a 
provider number for a supplier of durable medical equipment, 
for purposes of payment under this part for durable medical 
equipment furnished by the supplier, unless the supplier pro-
vides the Secretary on a continuing basis— 

(A) with— 
(i) full and complete information as to the identity 

of each person with an ownership or control interest 
(as defined in section 1124(a)(3)) in the supplier or in 
any subcontractor (as defined by the Secretary in reg-
ulations) in which the supplier directly or indirectly 
has a 5 percent or more ownership interest; and 

(ii) to the extent determined to be feasible under 
regulations of the Secretary, the name of any dis-
closing entity (as defined in section 1124(a)(2)) with 
respect to which a person with such an ownership or 
control interest in the supplier is a person with such 
an ownership or control interest in the disclosing enti-
ty; and 

(B) with a surety bond in a form specified by the Sec-
retary and in an amount that is not less than $50,000 that 
the Secretary determines is commensurate with the vol-
ume of the billing of the supplier. 

The Secretary may waive the requirement of a bond under sub-
paragraph (B) in the case of a supplier that provides a com-
parable surety bond under State law. The Secretary, at the 
Secretary’s discretion, may impose the requirements of the 
first sentence with respect to some or all providers of items or 
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services under part A or some or all suppliers or other persons 
(other than physicians or other practitioners, as defined in sec-
tion 1842(b)(18)(C)) who furnish items or services under this 
part. 

(17) PROHIBITION AGAINST UNSOLICITED TELEPHONE CON-
TACTS BY SUPPLIERS.— 

(A) IN GENERAL.—A supplier of a covered item under 
this subsection may not contact an individual enrolled 
under this part by telephone regarding the furnishing of a 
covered item to the individual unless 1 of the following ap-
plies: 

(i) The individual has given written permission to 
the supplier to make contact by telephone regarding 
the furnishing of a covered item. 

(ii) The supplier has furnished a covered item to the 
individual and the supplier is contacting the indi-
vidual only regarding the furnishing of such covered 
item. 

(iii) If the contact is regarding the furnishing of a 
covered item other than a covered item already fur-
nished to the individual, the supplier has furnished at 
least 1 covered item to the individual during the 15- 
month period preceding the date on which the supplier 
makes such contact. 

(B) PROHIBITING PAYMENT FOR ITEMS FURNISHED SUBSE-
QUENT TO UNSOLICITED CONTACTS.—If a supplier know-
ingly contacts an individual in violation of subparagraph 
(A), no payment may be made under this part for any item 
subsequently furnished to the individual by the supplier. 

(C) EXCLUSION FROM PROGRAM FOR SUPPLIERS ENGAGING 
IN PATTERN OF UNSOLICITED CONTACTS.—If a supplier 
knowingly contacts individuals in violation of subpara-
graph (A) to such an extent that the supplier’s conduct es-
tablishes a pattern of contacts in violation of such subpara-
graph, the Secretary shall exclude the supplier from par-
ticipation in the programs under this Act, in accordance 
with the procedures set forth in subsections (c), (f), and (g) 
of section 1128. 

(18) REFUND OF AMOUNTS COLLECTED FOR CERTAIN DIS-
ALLOWED ITEMS.— 

(A) IN GENERAL.—If a nonparticipating supplier fur-
nishes to an individual enrolled under this part a covered 
item for which no payment may be made under this part 
by reason of paragraph (17)(B), the supplier shall refund 
on a timely basis to the patient (and shall be liable to the 
patient for) any amounts collected from the patient for the 
item, unless— 

(i) the supplier establishes that the supplier did not 
know and could not reasonably have been expected to 
know that payment may not be made for the item by 
reason of paragraph (17)(B), or 

(ii) before the item was furnished, the patient was 
informed that payment under this part may not be 
made for that item and the patient has agreed to pay 
for that item. 
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(B) SANCTIONS.—If a supplier knowingly and willfully 
fails to make refunds in violation of subparagraph (A), the 
Secretary may apply sanctions against the supplier in ac-
cordance with section 1842(j)(2). 

(C) NOTICE.—Each carrier with a contract in effect 
under this part with respect to suppliers of covered items 
shall send any notice of denial of payment for covered 
items by reason of paragraph (17)(B) and for which pay-
ment is not requested on an assignment-related basis to 
the supplier and the patient involved. 

(D) TIMELY BASIS DEFINED.—A refund under subpara-
graph (A) is considered to be on a timely basis only if— 

(i) in the case of a supplier who does not request re-
consideration or seek appeal on a timely basis, the re-
fund is made within 30 days after the date the sup-
plier receives a denial notice under subparagraph (C), 
or 

(ii) in the case in which such a reconsideration or 
appeal is taken, the refund is made within 15 days 
after the date the supplier receives notice of an ad-
verse determination on reconsideration or appeal. 

(19) CERTAIN UPGRADED ITEMS.— 
(A) INDIVIDUAL’S RIGHT TO CHOOSE UPGRADED ITEM.— 

Notwithstanding any other provision of this title, the Sec-
retary may issue regulations under which an individual 
may purchase or rent from a supplier an item of upgraded 
durable medical equipment for which payment would be 
made under this subsection if the item were a standard 
item. 

(B) PAYMENTS TO SUPPLIER.—In the case of the purchase 
or rental of an upgraded item under subparagraph (A)— 

(i) the supplier shall receive payment under this 
subsection with respect to such item as if such item 
were a standard item; and 

(ii) the individual purchasing or renting the item 
shall pay the supplier an amount equal to the dif-
ference between the supplier’s charge and the amount 
under clause (i). 

In no event may the supplier’s charge for an upgraded 
item exceed the applicable fee schedule amount (if any) for 
such item. 

(C) CONSUMER PROTECTION SAFEGUARDS.—Any regula-
tions under subparagraph (A) shall provide for consumer 
protection standards with respect to the furnishing of up-
graded equipment under subparagraph (A). Such regula-
tions shall provide for— 

(i) determination of fair market prices with respect 
to an upgraded item; 

(ii) full disclosure of the availability and price of 
standard items and proof of receipt of such disclosure 
information by the beneficiary before the furnishing of 
the upgraded item; 

(iii) conditions of participation for suppliers in the 
billing arrangement; 
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(iv) sanctions of suppliers who are determined to en-
gage in coercive or abusive practices, including exclu-
sion; and 

(v) such other safeguards as the Secretary deter-
mines are necessary. 

(20) IDENTIFICATION OF QUALITY STANDARDS.— 
(A) IN GENERAL.—Subject to subparagraph (C), the Sec-

retary shall establish and implement quality standards for 
suppliers of items and services described in subparagraph 
(D) to be applied by recognized independent accreditation 
organizations (as designated under subparagraph (B)) and 
with which such suppliers shall be required to comply in 
order to— 

(i) furnish any such item or service for which pay-
ment is made under this part; and 

(ii) receive or retain a provider or supplier number 
used to submit claims for reimbursement for any such 
item or service for which payment may be made under 
this title. 

(B) DESIGNATION OF INDEPENDENT ACCREDITATION ORGA-
NIZATIONS.—Not later than the date that is 1 year after 
the date on which the Secretary implements the quality 
standards under subparagraph (A), notwithstanding sec-
tion 1865(a), the Secretary shall designate and approve 
one or more independent accreditation organizations for 
purposes of such subparagraph. 

(C) QUALITY STANDARDS.—The quality standards de-
scribed in subparagraph (A) may not be less stringent than 
the quality standards that would otherwise apply if this 
paragraph did not apply and shall include consumer serv-
ices standards. 

(D) ITEMS AND SERVICES DESCRIBED.—The items and 
services described in this subparagraph are the following 
items and services, as the Secretary determines appro-
priate: 

(i) Covered items (as defined in paragraph (13)) for 
which payment may otherwise be made under this 
subsection. 

(ii) Prosthetic devices and orthotics and prosthetics 
described in section 1834(h)(4). 

(iii) Items and services described in section 
1842(s)(2). 

(E) IMPLEMENTATION.—The Secretary may establish by 
program instruction or otherwise the quality standards 
under this paragraph, including subparagraph (F), after 
consultation with representatives of relevant parties. Such 
standards shall be applied prospectively and shall be pub-
lished on the Internet website of the Centers for Medicare 
& Medicaid Services. 

(F) APPLICATION OF ACCREDITATION REQUIREMENT.—In 
implementing quality standards under this paragraph— 

(i) subject to clause (ii) and subparagraph (G), the 
Secretary shall require suppliers furnishing items and 
services described in subparagraph (D) on or after Oc-
tober 1, 2009, directly or as a subcontractor for an-
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other entity, to have submitted to the Secretary evi-
dence of accreditation by an accreditation organization 
designated under subparagraph (B) as meeting appli-
cable quality standards, except that the Secretary 
shall not require under this clause pharmacies to ob-
tain such accreditation before January 1, 2010, except 
that the Secretary shall not require a pharmacy to 
have submitted to the Secretary such evidence of ac-
creditation prior to January 1, 2011; and 

(ii) in applying such standards and the accreditation 
requirement of clause (i) with respect to eligible pro-
fessionals (as defined in section 1848(k)(3)(B)), and in-
cluding such other persons, such as orthotists and 
prosthetists, as specified by the Secretary, furnishing 
such items and services— 

(I) such standards and accreditation require-
ment shall not apply to such professionals and 
persons unless the Secretary determines that the 
standards being applied are designed specifically 
to be applied to such professionals and persons; 
and 

(II) the Secretary may exempt such profes-
sionals and persons from such standards and re-
quirement if the Secretary determines that licens-
ing, accreditation, or other mandatory quality re-
quirements apply to such professionals and per-
sons with respect to the furnishing of such items 
and services. 

(G) APPLICATION OF ACCREDITATION REQUIREMENT TO 
CERTAIN PHARMACIES.— 

(i) IN GENERAL.—With respect to items and services 
furnished on or after January 1, 2011, in imple-
menting quality standards under this paragraph— 

(I) subject to subclause (II), in applying such 
standards and the accreditation requirement of 
subparagraph (F)(i) with respect to pharmacies 
described in clause (ii) furnishing such items and 
services, such standards and accreditation re-
quirement shall not apply to such pharmacies; 
and 

(II) the Secretary may apply to such pharmacies 
an alternative accreditation requirement estab-
lished by the Secretary if the Secretary deter-
mines such alternative accreditation requirement 
is more appropriate for such pharmacies. 

(ii) PHARMACIES DESCRIBED.—A pharmacy described 
in this clause is a pharmacy that meets each of the fol-
lowing criteria: 

(I) The total billings by the pharmacy for such 
items and services under this title are less than 5 
percent of total pharmacy sales, as determined 
based on the average total pharmacy sales for the 
previous 3 calendar years, 3 fiscal years, or other 
yearly period specified by the Secretary. 
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(II) The pharmacy has been enrolled under sec-
tion 1866(j) as a supplier of durable medical 
equipment, prosthetics, orthotics, and supplies, 
has been issued (which may include the renewal 
of) a provider number for at least 5 years, and for 
which a final adverse action (as defined in section 
424.57(a) of title 42, Code of Federal Regulations) 
has not been imposed in the past 5 years. 

(III) The pharmacy submits to the Secretary an 
attestation, in a form and manner, and at a time, 
specified by the Secretary, that the pharmacy 
meets the criteria described in subclauses (I) and 
(II). Such attestation shall be subject to section 
1001 of title 18, United States Code. 

(IV) The pharmacy agrees to submit materials 
as requested by the Secretary, or during the 
course of an audit conducted on a random sample 
of pharmacies selected annually, to verify that the 
pharmacy meets the criteria described in sub-
clauses (I) and (II). Materials submitted under the 
preceding sentence shall include a certification by 
an accountant on behalf of the pharmacy or the 
submission of tax returns filed by the pharmacy 
during the relevant periods, as requested by the 
Secretary. 

(21) SPECIAL PAYMENT RULE FOR SPECIFIED ITEMS AND SUP-
PLIES.— 

(A) IN GENERAL.—Notwithstanding the preceding provi-
sions of this subsection, for specified items and supplies 
(described in subparagraph (B)) furnished during 2005, the 
payment amount otherwise determined under this sub-
section for such specified items and supplies shall be re-
duced by the percentage difference between— 

(i) the amount of payment otherwise determined for 
the specified item or supply under this subsection for 
2002, and 

(ii) the amount of payment for the specified item or 
supply under chapter 89 of title 5, United States Code, 
as identified in the column entitled ‘‘Median FEHP 
Price’’ in the table entitled ‘‘SUMMARY OF MEDI-
CARE PRICES COMPARED TO VA, MEDICAID, RE-
TAIL, AND FEHP PRICES FOR 16 ITEMS’’ included 
in the Testimony of the Inspector General before the 
Senate Committee on Appropriations, June 12, 2002, 
or any subsequent report by the Inspector General. 

(B) SPECIFIED ITEM OR SUPPLY DESCRIBED.—For purposes 
of subparagraph (A), a specified item or supply means oxy-
gen and oxygen equipment, standard wheelchairs (includ-
ing standard power wheelchairs), nebulizers, diabetic sup-
plies consisting of lancets and testing strips, hospital beds, 
and air mattresses, but only if the HCPCS code for the 
item or supply is identified in a table referred to in sub-
paragraph (A)(ii). 

(C) APPLICATION OF UPDATE TO SPECIAL PAYMENT 
AMOUNT.—The covered item update under paragraph (14) 
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for specified items and supplies for 2006 and each subse-
quent year shall be applied to the payment amount under 
subparagraph (A) unless payment is made for such items 
and supplies under section 1847. 

(22) SPECIAL PAYMENT RULE FOR DIABETIC SUPPLIES.—Not-
withstanding the preceding provisions of this subsection, for 
purposes of determining the payment amount under this sub-
section for diabetic supplies furnished on or after the first day 
of the calendar quarter during 2013 that is at least 30 days 
after the date of the enactment of this paragraph and before 
the date described in paragraph (1)(H)(ii), the Secretary shall 
recalculate and apply the covered item update under para-
graph (14) as if subparagraph (J)(i) of such paragraph was 
amended by striking ‘‘but only if furnished through mail 
order’’. 

(b) FEE SCHEDULES FOR RADIOLOGIST SERVICES.— 
(1) DEVELOPMENT.—The Secretary shall develop— 

(A) a relative value scale to serve as the basis for the 
payment for radiologist services under this part, and 

(B) using such scale and appropriate conversion factors 
and subject to subsection (c)(1)(A), fee schedules (on a re-
gional, statewide, locality, or carrier service area basis) for 
payment for radiologist services under this part, to be im-
plemented for such services furnished during 1989. 

(2) CONSULTATION.—In carrying out paragraph (1), the Sec-
retary shall regularly consult closely with the Physician Pay-
ment Review Commission, the American College of Radiology, 
and other organizations representing physicians or suppliers 
who furnish radiologist services and shall share with them the 
data and data analysis being used to make the determinations 
under paragraph (1), including data on variations in current 
medicare payments by geographic area, and by service and 
physician specialty. 

(3) CONSIDERATIONS.—In developing the relative value scale 
and fee schedules under paragraph (1), the Secretary— 

(A) shall take into consideration variations in the cost of 
furnishing such services among geographic areas and 
among different sites where services are furnished, and 

(B) may also take into consideration such other factors 
respecting the manner in which physicians in different 
specialties furnish such services as may be appropriate to 
assure that payment amounts are equitable and designed 
to promote effective and efficient provision of radiologist 
services by physicians in the different specialties. 

(4) SAVINGS.— 
(A) BUDGET NEUTRAL FEE SCHEDULES.—The Secretary 

shall develop preliminary fee schedules for 1989, which are 
designed to result in the same amount of aggregate pay-
ments (net of any coinsurance and deductibles under sec-
tions 1833(a)(1)(J) and 1833(b)) for radiologist services fur-
nished in 1989 as would have been made if this subsection 
had not been enacted. 

(B) INITIAL SAVINGS.—The fee schedules established for 
payment purposes under this subsection for services fur-
nished in 1989 shall be 97 percent of the amounts per-
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mitted under these preliminary fee schedules developed 
under subparagraph (A). 

(C) 1990 FEE SCHEDULES.—For radiologist services (other 
than portable X-ray services) furnished under this part 
during 1990, after March 31 of such year, the conversion 
factors used under this subsection shall be 96 percent of 
the conversion factors that applied under this subsection 
as of December 31, 1989. 

(D) 1991 FEE SCHEDULES.—For radiologist services (other 
than portable X-ray services) furnished under this part 
during 1991, the conversion factors used in a locality 
under this subsection shall, subject to clause (vii), be re-
duced to the adjusted conversion factor for the locality de-
termined as follows: 

(i) NATIONAL WEIGHTED AVERAGE CONVERSION FAC-
TOR.—The Secretary shall estimate the national 
weighted average of the conversion factors used under 
this subsection for services furnished during 1990 be-
ginning on April 1, using the best available data. 

(ii) REDUCED NATIONAL WEIGHTED AVERAGE.—The 
national weighted average estimated under clause (i) 
shall be reduced by 13 percent. 

(iii) COMPUTATION OF 1990 LOCALITY INDEX RELATIVE 
TO NATIONAL AVERAGE.—The Secretary shall establish 
an index which reflects, for each locality, the ratio of 
the conversion factor used in the locality under this 
subsection to the national weighted average estimated 
under clause (i). 

(iv) ADJUSTED CONVERSION FACTOR.—The adjusted 
conversion factor for the professional or technical com-
ponent of a service in a locality is the sum of 1⁄2 of the 
locally-adjusted amount determined under clause (v) 
and 1⁄2 of the GPCI-adjusted amount determined 
under clause (vi). 

(v) LOCALLY-ADJUSTED AMOUNT.—For purposes of 
clause (iv), the locally adjusted amount determined 
under this clause is the product of (I) the national 
weighted average conversion factor computed under 
clause (ii), and (II) the index value established under 
clause (iii) for the locality. 

(vi) GPCI-ADJUSTED AMOUNT.—For purposes of 
clause (iv), the GPCI-adjusted amount determined 
under this clause is the sum of— 

(I) the product of (a) the portion of the reduced 
national weighted average conversion factor com-
puted under clause (ii) which is attributable to 
physician work and (b) the geographic work index 
value for the locality (specified in Addendum C to 
the Model Fee Schedule for Physician Services 
(published on September 4, 1990, 55 Federal Reg-
ister pp. 36238–36243)); and 

(II) the product of (a) the remaining portion of 
the reduced national weighted average conversion 
factor computed under clause (ii), and (b) the geo-

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00412 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



407 

graphic practice cost index value specified in sec-
tion 1842(b)(14)(C)(iv) for the locality. 

In applying this clause with respect to the professional 
component of a service, 80 percent of the conversion 
factor shall be considered to be attributable to physi-
cian work and with respect to the technical component 
of the service, 0 percent shall be considered to be at-
tributable to physician work. 

(vii) LIMITS ON CONVERSION FACTOR.—The conver-
sion factor to be applied to a locality to the profes-
sional or technical component of a service shall not be 
reduced under this subparagraph by more than 9.5 
percent below the conversion factor applied in the lo-
cality under subparagraph (C) to such component, but 
in no case shall the conversion factor be less than 60 
percent of the national weighted average of the con-
version factors (computed under clause (i)). 

(E) RULE FOR CERTAIN SCANNING SERVICES.—In the case 
of the technical components of magnetic resonance imaging 
(MRI) services and computer assisted tomography (CAT) 
services furnished after December 31, 1990, the amount 
otherwise payable shall be reduced by 10 percent. 

(F) SUBSEQUENT UPDATING.—For radiologist services fur-
nished in subsequent years, the fee schedules shall be the 
schedules for the previous year updated by the percentage 
increase in the MEI (as defined in section 1842(i)(3)) for 
the year. 

(G) NONPARTICIPATING PHYSICIANS AND SUPPLIERS.— 
Each fee schedule so established shall provide that the 
payment rate recognized for nonparticipating physicians 
and suppliers is equal to the appropriate percent (as de-
fined in section 1842(b)(4)(A)(iv)) of the payment rate rec-
ognized for participating physicians and suppliers. 

(5) LIMITING CHARGES OF NONPARTICIPATING PHYSICIANS AND 
SUPPLIERS.— 

(A) IN GENERAL.—In the case of radiologist services fur-
nished after January 1, 1989, for which payment is made 
under a fee schedule under this subsection, if a nonpartici-
pating physician or supplier furnishes the service to an in-
dividual entitled to benefits under this part, the physician 
or supplier may not charge the individual more than the 
limiting charge (as defined in subparagraph (B)). 

(B) LIMITING CHARGE DEFINED.—In subparagraph (A), 
the term ‘‘limiting charge’’ means, with respect to a service 
furnished— 

(i) in 1989, 125 percent of the amount specified for 
the service in the appropriate fee schedule established 
under paragraph (1), 

(ii) in 1990, 120 percent of the amount specified for 
the service in the appropriate fee schedule established 
under paragraph (1), and 

(iii) after 1990, 115 percent of the amount specified 
for the service in the appropriate fee schedule estab-
lished under paragraph (1). 
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(C) ENFORCEMENT.—If a physician or supplier knowingly 
and willfully bills in violation of subparagraph (A), the 
Secretary may apply sanctions against such physician or 
supplier in accordance with section 1842(j)(2) in the same 
manner as such sanctions may apply to a physician. 

(6) RADIOLOGIST SERVICES DEFINED.—For the purposes of 
this subsection and section 1833(a)(1)(J), the term ‘‘radiologist 
services’’ only includes radiology services performed by, or 
under the direction or supervision of, a physician— 

(A) who is certified, or eligible to be certified, by the 
American Board of Radiology, or 

(B) for whom radiology services account for at least 50 
percent of the total amount of charges made under this 
part. 

(c) PAYMENT AND STANDARDS FOR SCREENING MAMMOGRAPHY.— 
(1) IN GENERAL.—With respect to expenses incurred for 

screening mammography (as defined in section 1861(jj)), pay-
ment may be made only— 

(A) for screening mammography conducted consistent 
with the frequency permitted under paragraph (2); and 

(B) if the screening mammography is conducted by a fa-
cility that has a certificate (or provisional certificate) 
issued under section 354 of the Public Health Service Act. 

(2) FREQUENCY COVERED.— 
(A) IN GENERAL.—Subject to revision by the Secretary 

under subparagraph (B)— 
(i) no payment may be made under this part for 

screening mammography performed on a woman 
under 35 years of age; 

(ii) payment may be made under this part for only 
one screening mammography performed on a woman 
over 34 years of age, but under 40 years of age; and 

(iii) in the case of a woman over 39 years of age, 
payment may not be made under this part for screen-
ing mammography performed within 11 months fol-
lowing the month in which a previous screening mam-
mography was performed. 

(B) REVISION OF FREQUENCY.— 
(i) REVIEW.—The Secretary, in consultation with the 

Director of the National Cancer Institute, shall review 
periodically the appropriate frequency for performing 
screening mammography, based on age and such other 
factors as the Secretary believes to be pertinent. 

(ii) REVISION OF FREQUENCY.—The Secretary, taking 
into consideration the review made under clause (i), 
may revise from time to time the frequency with 
which screening mammography may be paid for under 
this subsection. 

(d) FREQUENCY LIMITS AND PAYMENT FOR COLORECTAL CANCER 
SCREENING TESTS.— 

(1) SCREENING FECAL-OCCULT BLOOD TESTS.— 
(A) PAYMENT AMOUNT.—The payment amount for 

colorectal cancer screening tests consisting of screening 
fecal-occult blood tests is equal to the payment amount es-
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tablished for diagnostic fecal-occult blood tests under sec-
tion 1833(h). 

(B) FREQUENCY LIMIT.—No payment may be made under 
this part for a colorectal cancer screening test consisting of 
a screening fecal-occult blood test— 

(i) if the individual is under 50 years of age; or 
(ii) if the test is performed within the 11 months 

after a previous screening fecal-occult blood test. 
(2) SCREENING FLEXIBLE SIGMOIDOSCOPIES.— 

(A) FEE SCHEDULE.—With respect to colorectal cancer 
screening tests consisting of screening flexible 
sigmoidoscopies, payment under section 1848 shall be con-
sistent with payment under such section for similar or re-
lated services. 

(B) PAYMENT LIMIT.—In the case of screening flexible 
sigmoidoscopy services, payment under this part shall not 
exceed such amount as the Secretary specifies, based upon 
the rates recognized for diagnostic flexible sigmoidoscopy 
services. 

(C) FACILITY PAYMENT LIMIT.— 
(i) IN GENERAL.—Notwithstanding subsections 

(i)(2)(A) and (t) of section 1833, in the case of screen-
ing flexible sigmoidoscopy services furnished on or 
after January 1, 1999, that— 

(I) in accordance with regulations, may be per-
formed in an ambulatory surgical center and for 
which the Secretary permits ambulatory surgical 
center payments under this part, and 

(II) are performed in an ambulatory surgical 
center or hospital outpatient department, 

payment under this part shall be based on the lesser 
of the amount under the fee schedule that would apply 
to such services if they were performed in a hospital 
outpatient department in an area or the amount under 
the fee schedule that would apply to such services if 
they were performed in an ambulatory surgical center 
in the same area. 

(ii) LIMITATION ON COINSURANCE.—Notwithstanding 
any other provision of this title, in the case of a bene-
ficiary who receives the services described in clause 
(i)— 

(I) in computing the amount of any applicable 
copayment, the computation of such coinsurance 
shall be based upon the fee schedule under which 
payment is made for the services, and 

(II) the amount of such coinsurance is equal to 
25 percent of the payment amount under the fee 
schedule described in subclause (I). 

(D) SPECIAL RULE FOR DETECTED LESIONS.—If during the 
course of such screening flexible sigmoidoscopy, a lesion or 
growth is detected which results in a biopsy or removal of 
the lesion or growth, payment under this part shall not be 
made for the screening flexible sigmoidoscopy but shall be 
made for the procedure classified as a flexible 
sigmoidoscopy with such biopsy or removal. 
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(E) FREQUENCY LIMIT.—No payment may be made under 
this part for a colorectal cancer screening test consisting of 
a screening flexible sigmoidoscopy— 

(i) if the individual is under 50 years of age; or 
(ii) if the procedure is performed within the 47 

months after a previous screening flexible 
sigmoidoscopy or, in the case of an individual who is 
not at high risk for colorectal cancer, if the procedure 
is performed within the 119 months after a previous 
screening colonoscopy. 

(3) SCREENING COLONOSCOPY.— 
(A) FEE SCHEDULE.—With respect to colorectal cancer 

screening test consisting of a screening colonoscopy, pay-
ment under section 1848 shall be consistent with payment 
amounts under such section for similar or related services. 

(B) PAYMENT LIMIT.—In the case of screening 
colonoscopy services, payment under this part shall not ex-
ceed such amount as the Secretary specifies, based upon 
the rates recognized for diagnostic colonoscopy services. 

(C) FACILITY PAYMENT LIMIT.— 
(i) IN GENERAL.—Notwithstanding subsections 

(i)(2)(A) and (t) of section 1833, in the case of screen-
ing colonoscopy services furnished on or after January 
1, 1999, that are performed in an ambulatory surgical 
center or a hospital outpatient department, payment 
under this part shall be based on the lesser of the 
amount under the fee schedule that would apply to 
such services if they were performed in a hospital out-
patient department in an area or the amount under 
the fee schedule that would apply to such services if 
they were performed in an ambulatory surgical center 
in the same area. 

(ii) LIMITATION ON COINSURANCE.—Notwithstanding 
any other provision of this title, in the case of a bene-
ficiary who receives the services described in clause 
(i)— 

(I) in computing the amount of any applicable 
coinsurance, the computation of such coinsurance 
shall be based upon the fee schedule under which 
payment is made for the services, and 

(II) the amount of such coinsurance is equal to 
25 percent of the payment amount under the fee 
schedule described in subclause (I). 

(D) SPECIAL RULE FOR DETECTED LESIONS.—If during the 
course of such screening colonoscopy, a lesion or growth is 
detected which results in a biopsy or removal of the lesion 
or growth, payment under this part shall not be made for 
the screening colonoscopy but shall be made for the proce-
dure classified as a colonoscopy with such biopsy or re-
moval. 

(E) FREQUENCY LIMIT.—No payment may be made under 
this part for a colorectal cancer screening test consisting of 
a screening colonoscopy for individuals at high risk for 
colorectal cancer if the procedure is performed within the 
23 months after a previous screening colonoscopy or for 
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other individuals if the procedure is performed within the 
119 months after a previous screening colonoscopy or with-
in 47 months after a previous screening flexible 
sigmoidoscopy. 

(e) ACCREDITATION REQUIREMENT FOR ADVANCED DIAGNOSTIC IM-
AGING SERVICES.— 

(1) IN GENERAL.— 
(A) IN GENERAL.—Beginning with January 1, 2012, with 

respect to the technical component of advanced diagnostic 
imaging services for which payment is made under the fee 
schedule established under section 1848(b) and that are 
furnished by a supplier, payment may only be made if 
such supplier is accredited by an accreditation organiza-
tion designated by the Secretary under paragraph (2)(B)(i). 

(B) ADVANCED DIAGNOSTIC IMAGING SERVICES DEFINED.— 
In this subsection, the term ‘‘advanced diagnostic imaging 
services’’ includes— 

(i) diagnostic magnetic resonance imaging, computed 
tomography, and nuclear medicine (including positron 
emission tomography); and 

(ii) such other diagnostic imaging services, including 
services described in section 1848(b)(4)(B) (excluding 
X-ray, ultrasound, and fluoroscopy), as specified by the 
Secretary in consultation with physician specialty or-
ganizations and other stakeholders. 

(C) SUPPLIER DEFINED.—In this subsection, the term 
‘‘supplier’’ has the meaning given such term in section 
1861(d). 

(2) ACCREDITATION ORGANIZATIONS.— 
(A) FACTORS FOR DESIGNATION OF ACCREDITATION ORGA-

NIZATIONS.—The Secretary shall consider the following fac-
tors in designating accreditation organizations under sub-
paragraph (B)(i) and in reviewing and modifying the list of 
accreditation organizations designated pursuant to sub-
paragraph (C): 

(i) The ability of the organization to conduct timely 
reviews of accreditation applications. 

(ii) Whether the organization has established a proc-
ess for the timely integration of new advanced diag-
nostic imaging services into the organization’s accredi-
tation program. 

(iii) Whether the organization uses random site vis-
its, site audits, or other strategies for ensuring accred-
ited suppliers maintain adherence to the criteria de-
scribed in paragraph (3). 

(iv) The ability of the organization to take into ac-
count the capacities of suppliers located in a rural 
area (as defined in section 1886(d)(2)(D)). 

(v) Whether the organization has established rea-
sonable fees to be charged to suppliers applying for ac-
creditation. 

(vi) Such other factors as the Secretary determines 
appropriate. 

(B) DESIGNATION.—Not later than January 1, 2010, the 
Secretary shall designate organizations to accredit sup-
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pliers furnishing the technical component of advanced di-
agnostic imaging services. The list of accreditation organi-
zations so designated may be modified pursuant to sub-
paragraph (C). 

(C) REVIEW AND MODIFICATION OF LIST OF ACCREDITA-
TION ORGANIZATIONS.— 

(i) IN GENERAL.—The Secretary shall review the list 
of accreditation organizations designated under sub-
paragraph (B) taking into account the factors under 
subparagraph (A). Taking into account the results of 
such review, the Secretary may, by regulation, modify 
the list of accreditation organizations designated 
under subparagraph (B). 

(ii) SPECIAL RULE FOR ACCREDITATIONS DONE PRIOR 
TO REMOVAL FROM LIST OF DESIGNATED ACCREDITATION 
ORGANIZATIONS.—In the case where the Secretary re-
moves an organization from the list of accreditation or-
ganizations designated under subparagraph (B), any 
supplier that is accredited by the organization during 
the period beginning on the date on which the organi-
zation is designated as an accreditation organization 
under subparagraph (B) and ending on the date on 
which the organization is removed from such list shall 
be considered to have been accredited by an organiza-
tion designated by the Secretary under subparagraph 
(B) for the remaining period such accreditation is in 
effect. 

(3) CRITERIA FOR ACCREDITATION.—The Secretary shall estab-
lish procedures to ensure that the criteria used by an accredi-
tation organization designated under paragraph (2)(B) to 
evaluate a supplier that furnishes the technical component of 
advanced diagnostic imaging services for the purpose of accred-
itation of such supplier is specific to each imaging modality. 
Such criteria shall include— 

(A) standards for qualifications of medical personnel who 
are not physicians and who furnish the technical compo-
nent of advanced diagnostic imaging services; 

(B) standards for qualifications and responsibilities of 
medical directors and supervising physicians, including 
standards that recognize the considerations described in 
paragraph (4); 

(C) procedures to ensure that equipment used in fur-
nishing the technical component of advanced diagnostic 
imaging services meets performance specifications; 

(D) standards that require the supplier have procedures 
in place to ensure the safety of persons who furnish the 
technical component of advanced diagnostic imaging serv-
ices and individuals to whom such services are furnished; 

(E) standards that require the establishment and main-
tenance of a quality assurance and quality control program 
by the supplier that is adequate and appropriate to ensure 
the reliability, clarity, and accuracy of the technical qual-
ity of diagnostic images produced by such supplier; and 

(F) any other standards or procedures the Secretary de-
termines appropriate. 
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(4) RECOGNITION IN STANDARDS FOR THE EVALUATION OF 
MEDICAL DIRECTORS AND SUPERVISING PHYSICIANS.—The stand-
ards described in paragraph (3)(B) shall recognize whether a 
medical director or supervising physician— 

(A) in a particular specialty receives training in ad-
vanced diagnostic imaging services in a residency program; 

(B) has attained, through experience, the necessary ex-
pertise to be a medical director or a supervising physician; 

(C) has completed any continuing medical education 
courses relating to such services; or 

(D) has met such other standards as the Secretary deter-
mines appropriate. 

(5) RULE FOR ACCREDITATIONS MADE PRIOR TO DESIGNA-
TION.—In the case of a supplier that is accredited before Janu-
ary 1, 2010, by an accreditation organization designated by the 
Secretary under paragraph (2)(B) as of January 1, 2010, such 
supplier shall be considered to have been accredited by an or-
ganization designated by the Secretary under such paragraph 
as of January 1, 2012, for the remaining period such accredita-
tion is in effect. 

(f) REDUCTION IN PAYMENTS FOR PHYSICIAN PATHOLOGY SERVICES 
DURING 1991.— 

(1) IN GENERAL.—For physician pathology services furnished 
under this part during 1991, the prevailing charges used in a 
locality under this part shall be 7 percent below the prevailing 
charges used in the locality under this part in 1990 after 
March 31. 

(2) LIMITATION.—The prevailing charge for the technical and 
professional components of an physician pathology service fur-
nished by a physician through an independent laboratory shall 
not be reduced pursuant to paragraph (1) to the extent that 
such reduction would reduce such prevailing charge below 115 
percent of the prevailing charge for the professional component 
of such service when furnished by a hospital-based physician 
in the same locality. For purposes of the preceding sentence, 
an independent laboratory is a laboratory that is independent 
of a hospital and separate from the attending or consulting 
physicians’ office. 

(g) PAYMENT FOR OUTPATIENT CRITICAL ACCESS HOSPITAL SERV-
ICES.— 

(1) IN GENERAL.—The amount of payment for outpatient crit-
ical access hospital services of a critical access hospital is equal 
to 101 percent of the reasonable costs of the hospital in pro-
viding such services, unless the hospital makes the election 
under paragraph (2). 

(2) ELECTION OF COST-BASED HOSPITAL OUTPATIENT SERVICE 
PAYMENT PLUS FEE SCHEDULE FOR PROFESSIONAL SERVICES.—A 
critical access hospital may elect to be paid for outpatient crit-
ical access hospital services amounts equal to the sum of the 
following, less the amount that such hospital may charge as 
described in section 1866(a)(2)(A): 

(A) FACILITY FEE.—With respect to facility services, not 
including any services for which payment may be made 
under subparagraph (B), 101 percent of the reasonable 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00419 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



414 

costs of the critical access hospital in providing such serv-
ices. 

(B) FEE SCHEDULE FOR PROFESSIONAL SERVICES.—With 
respect to professional services otherwise included within 
outpatient critical access hospital services, 115 percent of 
such amounts as would otherwise be paid under this part 
if such services were not included in outpatient critical ac-
cess hospital services. Subsections (x) and (y) of section 
1833 shall not be taken into account in determining the 
amounts that would otherwise be paid pursuant to the pre-
ceding sentence. 

The Secretary may not require, as a condition for applying sub-
paragraph (B) with respect to a critical access hospital, that 
each physician or other practitioner providing professional 
services in the hospital must assign billing rights with respect 
to such services, except that such subparagraph shall not apply 
to those physicians and practitioners who have not assigned 
such billing rights. 

(3) DISREGARDING CHARGES.—The payment amounts under 
this subsection shall be determined without regard to the 
amount of the customary or other charge. 

(4) TREATMENT OF CLINICAL DIAGNOSTIC LABORATORY SERV-
ICES.—No coinsurance, deductible, copayment, or other cost- 
sharing otherwise applicable under this part shall apply with 
respect to clinical diagnostic laboratory services furnished as 
an outpatient critical access hospital service. Nothing in this 
title shall be construed as providing for payment for clinical di-
agnostic laboratory services furnished as part of outpatient 
critical access hospital services, other than on the basis de-
scribed in this subsection. For purposes of the preceding sen-
tence and section 1861(mm)(3), clinical diagnostic laboratory 
services furnished by a critical access hospital shall be treated 
as being furnished as part of outpatient critical access services 
without regard to whether the individual with respect to whom 
such services are furnished is physically present in the critical 
access hospital, or in a skilled nursing facility or a clinic (in-
cluding a rural health clinic) that is operated by a critical ac-
cess hospital, at the time the specimen is collected. 

(5) COVERAGE OF COSTS FOR CERTAIN EMERGENCY ROOM ON- 
CALL PROVIDERS.—In determining the reasonable costs of out-
patient critical access hospital services under paragraphs (1) 
and (2)(A), the Secretary shall recognize as allowable costs, 
amounts (as defined by the Secretary) for reasonable com-
pensation and related costs for physicians, physician assist-
ants, nurse practitioners, and clinical nurse specialists who are 
on-call (as defined by the Secretary) to provide emergency serv-
ices but who are not present on the premises of the critical ac-
cess hospital involved, and are not otherwise furnishing serv-
ices covered under this title and are not on-call at any other 
provider or facility. 

(h) PAYMENT FOR PROSTHETIC DEVICES AND ORTHOTICS AND 
PROSTHETICS.— 

(1) GENERAL RULE FOR PAYMENT.— 
(A) IN GENERAL.—Payment under this subsection for 

prosthetic devices and orthotics and prosthetics shall be 
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made in a lump-sum amount for the purchase of the item 
in an amount equal to 80 percent of the payment basis de-
scribed in subparagraph (B). 

(B) PAYMENT BASIS.—Except as provided in subpara-
graphs (C), (E), and (H)(i), the payment basis described in 
this subparagraph is the lesser of— 

(i) the actual charge for the item; or 
(ii) the amount recognized under paragraph (2) as 

the purchase price for the item. 
(C) EXCEPTION FOR CERTAIN PUBLIC HOME HEALTH AGEN-

CIES.—Subparagraph (B)(i) shall not apply to an item fur-
nished by a public home health agency (or by another 
home health agency which demonstrates to the satisfaction 
of the Secretary that a significant portion of its patients 
are low income) free of charge or at nominal charges to the 
public. 

(D) EXCLUSIVE PAYMENT RULE.—Subject to subparagraph 
(H)(ii), this subsection shall constitute the exclusive provi-
sion of this title for payment for prosthetic devices, 
orthotics, and prosthetics under this part or under part A 
to a home health agency. 

(E) EXCEPTION FOR CERTAIN ITEMS.—Payment for ostomy 
supplies, tracheostomy supplies, and urologicals shall be 
made in accordance with subparagraphs (B) and (C) of sec-
tion 1834(a)(2). 

(F) SPECIAL PAYMENT RULES FOR CERTAIN PROSTHETICS 
AND CUSTOM-FABRICATED ORTHOTICS.— 

(i) IN GENERAL.—No payment shall be made under 
this subsection for an item of custom-fabricated 
orthotics described in clause (ii) or for an item of pros-
thetics unless such item is— 

(I) furnished by a qualified practitioner; and 
(II) fabricated by a qualified practitioner or a 

qualified supplier at a facility that meets such cri-
teria as the Secretary determines appropriate. 

(ii) DESCRIPTION OF CUSTOM-FABRICATED ITEM.— 
(I) IN GENERAL.—An item described in this 

clause is an item of custom-fabricated orthotics 
that requires education, training, and experience 
to custom-fabricate and that is included in a list 
established by the Secretary in subclause (II). 
Such an item does not include shoes and shoe in-
serts. 

(II) LIST OF ITEMS.—The Secretary, in consulta-
tion with appropriate experts in orthotics (includ-
ing national organizations representing manufac-
turers of orthotics), shall establish and update as 
appropriate a list of items to which this subpara-
graph applies. No item may be included in such 
list unless the item is individually fabricated for 
the patient over a positive model of the patient. 

(iii) QUALIFIED PRACTITIONER DEFINED.—In this sub-
paragraph, the term ‘‘qualified practitioner’’ means a 
physician or other individual who— 
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(I) is a qualified physical therapist or a qualified 
occupational therapist; 

(II) in the case of a State that provides for the 
licensing of orthotics and prosthetics, is licensed 
in orthotics or prosthetics by the State in which 
the item is supplied; or 

(III) in the case of a State that does not provide 
for the licensing of orthotics and prosthetics, is 
specifically trained and educated to provide or 
manage the provision of prosthetics and custom- 
designed or -fabricated orthotics, and is certified 
by the American Board for Certification in 
Orthotics and Prosthetics, Inc. or by the Board for 
Orthotist/Prosthetist Certification, or is 
credentialed and approved by a program that the 
Secretary determines, in consultation with appro-
priate experts in orthotics and prosthetics, has 
training and education standards that are nec-
essary to provide such prosthetics and orthotics. 

(iv) QUALIFIED SUPPLIER DEFINED.—In this subpara-
graph, the term ‘‘qualified supplier’’ means any entity 
that is accredited by the American Board for Certifi-
cation in Orthotics and Prosthetics, Inc. or by the 
Board for Orthotist/Prosthetist Certification, or accred-
ited and approved by a program that the Secretary de-
termines has accreditation and approval standards 
that are essentially equivalent to those of such Board. 

(G) REPLACEMENT OF PROSTHETIC DEVICES AND PARTS.— 
(i) IN GENERAL.—Payment shall be made for the re-

placement of prosthetic devices which are artificial 
limbs, or for the replacement of any part of such de-
vices, without regard to continuous use or useful life-
time restrictions if an ordering physician determines 
that the provision of a replacement device, or a re-
placement part of such a device, is necessary because 
of any of the following: 

(I) A change in the physiological condition of the 
patient. 

(II) An irreparable change in the condition of 
the device, or in a part of the device. 

(III) The condition of the device, or the part of 
the device, requires repairs and the cost of such 
repairs would be more than 60 percent of the cost 
of a replacement device, or, as the case may be, of 
the part being replaced. 

(ii) CONFIRMATION MAY BE REQUIRED IF DEVICE OR 
PART BEING REPLACED IS LESS THAN 3 YEARS OLD.—If 
a physician determines that a replacement device, or 
a replacement part, is necessary pursuant to clause 
(i)— 

(I) such determination shall be controlling; and 
(II) such replacement device or part shall be 

deemed to be reasonable and necessary for pur-
poses of section 1862(a)(1)(A); 
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except that if the device, or part, being replaced is less 
than 3 years old (calculated from the date on which 
the beneficiary began to use the device or part), the 
Secretary may also require confirmation of necessity of 
the replacement device or replacement part, as the 
case may be. 

(H) APPLICATION OF COMPETITIVE ACQUISITION TO 
ORTHOTICS; LIMITATION OF INHERENT REASONABLENESS AU-
THORITY.—In the case of orthotics described in paragraph 
(2)(C) of section 1847(a) furnished on or after January 1, 
2009, subject to subsection (a)(1)(G), that are included in 
a competitive acquisition program in a competitive acquisi-
tion area under such section— 

(i) the payment basis under this subsection for such 
orthotics furnished in such area shall be the payment 
basis determined under such competitive acquisition 
program; and 

(ii) the Secretary may use information on the pay-
ment determined under such competitive acquisition 
programs to adjust the payment amount otherwise 
recognized under subparagraph (B)(ii) for an area that 
is not a competitive acquisition area under section 
1847, and in the case of such adjustment, paragraphs 
(8) and (9) of section 1842(b) shall not be applied. 

(2) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graph (1), the amount that is recognized under this paragraph 
as the purchase price for prosthetic devices, orthotics, and 
prosthetics is the amount described in subparagraph (C) of this 
paragraph, determined as follows: 

(A) COMPUTATION OF LOCAL PURCHASE PRICE.—Each car-
rier under section 1842 shall compute a base local pur-
chase price for the item as follows: 

(i) The carrier shall compute a base local purchase 
price for each item equal to the average reasonable 
charge in the locality for the purchase of the item for 
the 12-month period ending with June 1987. 

(ii) The carrier shall compute a local purchase price, 
with respect to the furnishing of each particular 
item— 

(I) in 1989 and 1990, equal to the base local 
purchase price computed under clause (i) in-
creased by the percentage increase in the con-
sumer price index for all urban consumers (United 
States city average) for the 6-month period ending 
with December 1987, or 

(II) in 1991, 1992 or 1993, equal to the local 
purchase price computed under this clause for the 
previous year increased by the applicable percent-
age increase for the year. 

(B) COMPUTATION OF REGIONAL PURCHASE PRICE.—With 
respect to the furnishing of a particular item in each re-
gion (as defined by the Secretary), the Secretary shall com-
pute a regional purchase price— 

(i) for 1992, equal to the average (weighted by rel-
ative volume of all claims among carriers) of the local 
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purchase prices for the carriers in the region computed 
under subparagraph (A)(ii)(II) for the year, and 

(ii) for each subsequent year, equal to the regional 
purchase price computed under this subparagraph for 
the previous year increased by the applicable percent-
age increase for the year. 

(C) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graph (1) and subject to subparagraph (D), the amount 
that is recognized under this paragraph as the purchase 
price for each item furnished— 

(i) in 1989, 1990, or 1991, is 100 percent of the local 
purchase price computed under subparagraph (A)(ii); 

(ii) in 1992, is the sum of (I) 75 percent of the local 
purchase price computed under subparagraph 
(A)(ii)(II) for 1992, and (II) 25 percent of the regional 
purchase price computed under subparagraph (B) for 
1992; 

(iii) in 1993, is the sum of (I) 50 percent of the local 
purchase price computed under subparagraph 
(A)(ii)(II) for 1993, and (II) 50 percent of the regional 
purchase price computed under subparagraph (B) for 
1993; and 

(iv) in 1994 or a subsequent year, is the regional 
purchase price computed under subparagraph (B) for 
that year. 

(D) RANGE ON AMOUNT RECOGNIZED.—The amount that 
is recognized under subparagraph (C) as the purchase 
price for an item furnished— 

(i) in 1992, may not exceed 125 percent, and may 
not be lower than 85 percent, of the average of the 
purchase prices recognized under such subparagraph 
for all the carrier service areas in the United States 
in that year; and 

(ii) in a subsequent year, may not exceed 120 per-
cent, and may not be lower than 90 percent, of the av-
erage of the purchase prices recognized under such 
subparagraph for all the carrier service areas in the 
United States in that year. 

(3) APPLICABILITY OF CERTAIN PROVISIONS RELATING TO DURA-
BLE MEDICAL EQUIPMENT.—Paragraphs (12) and (17) and sub-
paragraphs (A) and (B) of paragraph (10) and paragraph (11) 
of subsection (a) shall apply to prosthetic devices, orthotics, 
and prosthetics in the same manner as such provisions apply 
to covered items under such subsection. 

(4) DEFINITIONS.—In this subsection— 
(A) the term ‘‘applicable percentage increase’’ means— 

(i) for 1991, 0 percent; 
(ii) for 1992 and 1993, the percentage increase in 

the consumer price index for all urban consumers 
(United States city average) for the 12-month period 
ending with June of the previous year; 

(iii) for 1994 and 1995, 0 percent; 
(iv) for 1996 and 1997, the percentage increase in 

the consumer price index for all urban consumers 
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(United States city average) for the 12-month period 
ending with June of the previous year; 

(v) for each of the years 1998 through 2000, 1 per-
cent; 

(vi) for 2001, the percentage increase in the con-
sumer price index for all urban consumers (U.S. city 
average) for the 12-month period ending with June 
2000; 

(vii) for 2002, 1 percent; 
(viii) for 2003, the percentage increase in the con-

sumer price index for all urban consumers (United 
States city average) for the 12-month period ending 
with June of the previous year; 

(ix) for 2004, 2005, and 2006, 0 percent; 
(x) for for each of 2007 through 2010, the percentage 

increase in the consumer price index for all urban con-
sumers (United States city average) for the 12-month 
period ending with June of the previous year; and 

(xi) for 2011 and each subsequent year— 
(I) the percentage increase in the consumer 

price index for all urban consumers (United States 
city average) for the 12-month period ending with 
June of the previous year, reduced by— 

(II) the productivity adjustment described in 
section 1886(b)(3)(B)(xi)(II). 

(B) the term ‘‘prosthetic devices’’ has the meaning given 
such term in section 1861(s)(8), except that such term does 
not include parenteral and enteral nutrition nutrients, 
supplies, and equipment and does not include an 
implantable item for which payment may be made under 
section 1833(t); and 

(C) the term ‘‘orthotics and prosthetics’’ has the meaning 
given such term in section 1861(s)(9) (and includes shoes 
described in section 1861(s)(12)), but does not include 
intraocular lenses or medical supplies (including catheters, 
catheter supplies, ostomy bags, and supplies related to 
ostomy care) furnished by a home health agency under sec-
tion 1861(m)(5). 

The application of subparagraph (A)(xi)(II) may result in the 
applicable percentage increase under subparagraph (A) being 
less than 0.0 for a year, and may result in payment rates 
under this subsection for a year being less than such payment 
rates for the preceding year. 

(i) PAYMENT FOR SURGICAL DRESSINGS.— 
(1) IN GENERAL.—Payment under this subsection for surgical 

dressings (described in section 1861(s)(5)) shall be made in a 
lump sum amount for the purchase of the item in an amount 
equal to 80 percent of the lesser of— 

(A) the actual charge for the item; or 
(B) a payment amount determined in accordance with 

the methodology described in subparagraphs (B) and (C) of 
subsection (a)(2) (except that in applying such method-
ology, the national limited payment amount referred to in 
such subparagraphs shall be initially computed based on 
local payment amounts using average reasonable charges 
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for the 12-month period ending December 31, 1992, in-
creased by the covered item updates described in such sub-
section for 1993 and 1994). 

(2) EXCEPTIONS.—Paragraph (1) shall not apply to surgical 
dressings that are— 

(A) furnished as an incident to a physician’s professional 
service; or 

(B) furnished by a home health agency. 
(j) REQUIREMENTS FOR SUPPLIERS OF MEDICAL EQUIPMENT AND 

SUPPLIES.— 
(1) ISSUANCE AND RENEWAL OF SUPPLIER NUMBER.— 

(A) PAYMENT.—Except as provided in subparagraph (C), 
no payment may be made under this part after the date 
of the enactment of the Social Security Act Amendments 
of 1994 for items furnished by a supplier of medical equip-
ment and supplies unless such supplier obtains (and re-
news at such intervals as the Secretary may require) a 
supplier number. 

(B) STANDARDS FOR POSSESSING A SUPPLIER NUMBER.—A 
supplier may not obtain a supplier number unless— 

(i) for medical equipment and supplies furnished on 
or after the date of the enactment of the Social Secu-
rity Act Amendments of 1994 and before January 1, 
1996, the supplier meets standards prescribed by the 
Secretary in regulations issued on June 18, 1992; and 

(ii) for medical equipment and supplies furnished on 
or after January 1, 1996, the supplier meets revised 
standards prescribed by the Secretary (in consultation 
with representatives of suppliers of medical equipment 
and supplies, carriers, and consumers) that shall in-
clude requirements that the supplier— 

(I) comply with all applicable State and Federal 
licensure and regulatory requirements; 

(II) maintain a physical facility on an appro-
priate site; 

(III) have proof of appropriate liability insur-
ance; and 

(IV) meet such other requirements as the Sec-
retary may specify. 

(C) EXCEPTION FOR ITEMS FURNISHED AS INCIDENT TO A 
PHYSICIAN’S SERVICE.—Subparagraph (A) shall not apply 
with respect to medical equipment and supplies furnished 
incident to a physician’s service. 

(D) PROHIBITION AGAINST MULTIPLE SUPPLIER NUM-
BERS.—The Secretary may not issue more than one sup-
plier number to any supplier of medical equipment and 
supplies unless the issuance of more than one number is 
appropriate to identify subsidiary or regional entities 
under the supplier’s ownership or control. 

(E) PROHIBITION AGAINST DELEGATION OF SUPPLIER DE-
TERMINATIONS.—The Secretary may not delegate (other 
than by contract under section 1842) the responsibility to 
determine whether suppliers meet the standards necessary 
to obtain a supplier number. 

(2) CERTIFICATES OF MEDICAL NECESSITY.— 
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(A) LIMITATION ON INFORMATION PROVIDED BY SUPPLIERS 
ON CERTIFICATES OF MEDICAL NECESSITY.— 

(i) IN GENERAL.—Effective 60 days after the date of 
the enactment of the Social Security Act Amendments 
of 1994, a supplier of medical equipment and supplies 
may distribute to physicians, or to individuals entitled 
to benefits under this part, a certificate of medical ne-
cessity for commercial purposes which contains no 
more than the following information completed by the 
supplier: 

(I) An identification of the supplier and the ben-
eficiary to whom such medical equipment and 
supplies are furnished. 

(II) A description of such medical equipment 
and supplies. 

(III) Any product code identifying such medical 
equipment and supplies. 

(IV) Any other administrative information 
(other than information relating to the bene-
ficiary’s medical condition) identified by the Sec-
retary. 

(ii) INFORMATION ON PAYMENT AMOUNT AND 
CHARGES.—If a supplier distributes a certificate of 
medical necessity containing any of the information 
permitted to be supplied under clause (i), the supplier 
shall also list on the certificate of medical necessity 
the fee schedule amount and the supplier’s charge for 
the medical equipment or supplies being furnished 
prior to distribution of such certificate to the physi-
cian. 

(iii) PENALTY.—Any supplier of medical equipment 
and supplies who knowingly and willfully distributes a 
certificate of medical necessity in violation of clause (i) 
or fails to provide the information required under 
clause (ii) is subject to a civil money penalty in an 
amount not to exceed $1,000 for each such certificate 
of medical necessity so distributed. The provisions of 
section 1128A (other than subsections (a) and (b)) 
shall apply to civil money penalties under this sub-
paragraph in the same manner as they apply to a pen-
alty or proceeding under section 1128A(a). 

(B) DEFINITION.—For purposes of this paragraph, the 
term ‘‘certificate of medical necessity’’ means a form or 
other document containing information required by the 
carrier to be submitted to show that an item is reasonable 
and necessary for the diagnosis or treatment of illness or 
injury or to improve the functioning of a malformed body 
member. 

(3) COVERAGE AND REVIEW CRITERIA.—The Secretary shall 
annually review the coverage and utilization of items of med-
ical equipment and supplies to determine whether such items 
should be made subject to coverage and utilization review cri-
teria, and if appropriate, shall develop and apply such criteria 
to such items. 
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(4) LIMITATION ON PATIENT LIABILITY.—If a supplier of med-
ical equipment and supplies (as defined in paragraph (5))— 

(A) furnishes an item or service to a beneficiary for 
which no payment may be made by reason of paragraph 
(1); 

(B) furnishes an item or service to a beneficiary for 
which payment is denied in advance under subsection 
(a)(15); or 

(C) furnishes an item or service to a beneficiary for 
which payment is denied under section 1862(a)(1); 

any expenses incurred for items and services furnished to an 
individual by such a supplier not on an assigned basis shall be 
the responsibility of such supplier. The individual shall have 
no financial responsibility for such expenses and the supplier 
shall refund on a timely basis to the individual (and shall be 
liable to the individual for) any amounts collected from the in-
dividual for such items or services. The provisions of subsection 
(a)(18) shall apply to refunds required under the previous sen-
tence in the same manner as such provisions apply to refunds 
under such subsection. 

(5) DEFINITION.—The term ‘‘medical equipment and supplies’’ 
means— 

(A) durable medical equipment (as defined in section 
1861(n)); 

(B) prosthetic devices (as described in section 1861(s)(8)); 
(C) orthotics and prosthetics (as described in section 

1861(s)(9)); 
(D) surgical dressings (as described in section 

1861(s)(5)); 
(E) such other items as the Secretary may determine; 

and 
(F) for purposes of paragraphs (1) and (3)— 

(i) home dialysis supplies and equipment (as de-
scribed in section 1861(s)(2)(F)), 

(ii) immunosuppressive drugs (as described in sec-
tion 1861(s)(2)(J)), 

(iii) therapeutic shoes for diabetics (as described in 
section 1861(s)(12)), 

(iv) oral drugs prescribed for use as an anticancer 
therapeutic agent (as described in section 
1861(s)(2)(Q)), and 

(v) self-administered erythropoetin (as described in 
section 1861(s)(2)(P)). 

(k) PAYMENT FOR OUTPATIENT THERAPY SERVICES AND COM-
PREHENSIVE OUTPATIENT REHABILITATION SERVICES.— 

(1) IN GENERAL.—With respect to services described in sec-
tion 1833(a)(8) or 1833(a)(9) for which payment is determined 
under this subsection, the payment basis shall be— 

(A) for services furnished during 1998, the amount de-
termined under paragraph (2); or 

(B) for services furnished during a subsequent year, 80 
percent of the lesser of— 

(i) the actual charge for the services, or 
(ii) the applicable fee schedule amount (as defined in 

paragraph (3)) for the services. 
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(2) PAYMENT IN 1998 BASED UPON ADJUSTED REASONABLE 
COSTS.—The amount under this paragraph for services is the 
lesser of— 

(A) the charges imposed for the services, or 
(B) the adjusted reasonable costs (as defined in para-

graph (4)) for the services, 
less 20 percent of the amount of the charges imposed for such 
services. 

(3) APPLICABLE FEE SCHEDULE AMOUNT.—In this subsection, 
the term ‘‘applicable fee schedule amount’’ means, with respect 
to services furnished in a year, the amount determined under 
the fee schedule established under section 1848 for such serv-
ices furnished during the year or, if there is no such fee sched-
ule established for such services, the amount determined under 
the fee schedule established for such comparable services as 
the Secretary specifies. 

(4) ADJUSTED REASONABLE COSTS.—In paragraph (2), the 
term ‘‘adjusted reasonable costs’’ means, with respect to any 
services, reasonable costs determined for such services, re-
duced by 10 percent. The 10-percent reduction shall not apply 
to services described in section 1833(a)(8)(B) (relating to serv-
ices provided by hospitals). 

(5) UNIFORM CODING.—For claims for services submitted on 
or after April 1, 1998, for which the amount of payment is de-
termined under this subsection, the claim shall include a code 
(or codes) under a uniform coding system specified by the Sec-
retary that identifies the services furnished. 

(6) RESTRAINT ON BILLING.—The provisions of subparagraphs 
(A) and (B) of section 1842(b)(18) shall apply to therapy serv-
ices for which payment is made under this subsection in the 
same manner as they apply to services provided by a practi-
tioner described in section 1842(b)(18)(C). 

(7) ADJUSTMENT IN DISCOUNT FOR CERTAIN MULTIPLE THER-
APY SERVICES.—In the case of therapy services furnished on or 
after April 1, 2013, and for which payment is made under this 
subsection pursuant to the applicable fee schedule amount (as 
defined in paragraph (3)), instead of the 25 percent multiple 
procedure payment reduction specified in the final rule pub-
lished by the Secretary in the Federal Register on November 
29, 2010, the reduction percentage shall be 50 percent. 

(l) ESTABLISHMENT OF FEE SCHEDULE FOR AMBULANCE SERV-
ICES.— 

(1) IN GENERAL.—The Secretary shall establish a fee sched-
ule for payment for ambulance services whether provided di-
rectly by a supplier or provider or under arrangement with a 
provider under this part through a negotiated rulemaking proc-
ess described in title 5, United States Code, and in accordance 
with the requirements of this subsection. 

(2) CONSIDERATIONS.—In establishing such fee schedule, the 
Secretary shall— 

(A) establish mechanisms to control increases in expend-
itures for ambulance services under this part; 

(B) establish definitions for ambulance services which 
link payments to the type of services provided; 
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(C) consider appropriate regional and operational dif-
ferences; 

(D) consider adjustments to payment rates to account for 
inflation and other relevant factors; and 

(E) phase in the application of the payment rates under 
the fee schedule in an efficient and fair manner consistent 
with paragraph (11), except that such phase-in shall pro-
vide for full payment of any national mileage rate for am-
bulance services provided by suppliers that are paid by 
carriers in any of the 50 States where payment by a car-
rier for such services for all such suppliers in such State 
did not, prior to the implementation of the fee schedule, in-
clude a separate amount for all mileage within the county 
from which the beneficiary is transported. 

(3) SAVINGS.—In establishing such fee schedule, the Sec-
retary shall— 

(A) ensure that the aggregate amount of payments made 
for ambulance services under this part during 2000 does 
not exceed the aggregate amount of payments which would 
have been made for such services under this part during 
such year if the amendments made by section 4531(a) of 
the Balanced Budget Act of 1997 continued in effect, ex-
cept that in making such determination the Secretary 
shall assume an update in such payments for 2002 equal 
to percentage increase in the consumer price index for all 
urban consumers (U.S. city average) for the 12-month pe-
riod ending with June of the previous year reduced in the 
case of 2002 by 1.0 percentage points; 

(B) set the payment amounts provided under the fee 
schedule for services furnished in 2001 and each subse-
quent year at amounts equal to the payment amounts 
under the fee schedule for services furnished during the 
previous year, increased, subject to subparagraph (C) and 
the succeeding sentence of this paragraph, by the percent-
age increase in the consumer price index for all urban con-
sumers (U.S. city average) for the 12-month period ending 
with June of the previous year reduced in the case of 2002 
by 1.0 percentage points; and 

(C) for 2011 and each subsequent year, after deter-
mining the percentage increase under subparagraph (B) 
for the year, reduce such percentage increase by the pro-
ductivity adjustment described in section 
1886(b)(3)(B)(xi)(II). 

The application of subparagraph (C) may result in the percent-
age increase under subparagraph (B) being less than 0.0 for a 
year, and may result in payment rates under the fee schedule 
under this subsection for a year being less than such payment 
rates for the preceding year. 

(4) CONSULTATION.—In establishing the fee schedule for am-
bulance services under this subsection, the Secretary shall con-
sult with various national organizations representing individ-
uals and entities who furnish and regulate ambulance services 
and share with such organizations relevant data in estab-
lishing such schedule. 
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(5) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869 or otherwise of the 
amounts established under the fee schedule for ambulance 
services under this subsection, including matters described in 
paragraph (2). 

(6) RESTRAINT ON BILLING.—The provisions of subparagraphs 
(A) and (B) of section 1842(b)(18) shall apply to ambulance 
services for which payment is made under this subsection in 
the same manner as they apply to services provided by a prac-
titioner described in section 1842(b)(18)(C). 

(7) CODING SYSTEM.—The Secretary may require the claim 
for any services for which the amount of payment is deter-
mined under this subsection to include a code (or codes) under 
a uniform coding system specified by the Secretary that identi-
fies the services furnished. 

(8) SERVICES FURNISHED BY CRITICAL ACCESS HOSPITALS.— 
Notwithstanding any other provision of this subsection, the 
Secretary shall pay 101 percent of the reasonable costs in-
curred in furnishing ambulance services if such services are 
furnished— 

(A) by a critical access hospital (as defined in section 
1861(mm)(1)), or 

(B) by an entity that is owned and operated by a critical 
access hospital, 

but only if the critical access hospital or entity is the only pro-
vider or supplier of ambulance services that is located within 
a 35-mile drive of such critical access hospital. 

(9) TRANSITIONAL ASSISTANCE FOR RURAL PROVIDERS.—In the 
case of ground ambulance services furnished on or after July 
1, 2001, and before January 1, 2004, for which the transpor-
tation originates in a rural area (as defined in section 
1886(d)(2)(D)) or in a rural census tract of a metropolitan sta-
tistical area (as determined under the most recent modification 
of the Goldsmith Modification, originally published in the Fed-
eral Register on February 27, 1992 (57 Fed. Reg. 6725)), the 
fee schedule established under this subsection shall provide 
that, with respect to the payment rate for mileage for a trip 
above 17 miles, and up to 50 miles, the rate otherwise estab-
lished shall be increased by not less than 1⁄2 of the additional 
payment per mile established for the first 17 miles of such a 
trip originating in a rural area. 

(10) PHASE-IN PROVIDING FLOOR USING BLEND OF FEE SCHED-
ULE AND REGIONAL FEE SCHEDULES.—In carrying out the 
phase-in under paragraph (2)(E) for each level of ground serv-
ice furnished in a year, the portion of the payment amount 
that is based on the fee schedule shall be the greater of the 
amount determined under such fee schedule (without regard to 
this paragraph) or the following blended rate of the fee sched-
ule under paragraph (1) and of a regional fee schedule for the 
region involved: 

(A) For 2004 (for services furnished on or after July 1, 
2004), the blended rate shall be based 20 percent on the 
fee schedule under paragraph (1) and 80 percent on the re-
gional fee schedule. 
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(B) For 2005, the blended rate shall be based 40 percent 
on the fee schedule under paragraph (1) and 60 percent on 
the regional fee schedule. 

(C) For 2006, the blended rate shall be based 60 percent 
on the fee schedule under paragraph (1) and 40 percent on 
the regional fee schedule. 

(D) For 2007, 2008, and 2009, the blended rate shall be 
based 80 percent on the fee schedule under paragraph (1) 
and 20 percent on the regional fee schedule. 

(E) For 2010 and each succeeding year, the blended rate 
shall be based 100 percent on the fee schedule under para-
graph (1). 

For purposes of this paragraph, the Secretary shall establish 
a regional fee schedule for each of the nine census divisions 
(referred to in section 1886(d)(2)) using the methodology (used 
in establishing the fee schedule under paragraph (1)) to cal-
culate a regional conversion factor and a regional mileage pay-
ment rate and using the same payment adjustments and the 
same relative value units as used in the fee schedule under 
such paragraph. 

(11) ADJUSTMENT IN PAYMENT FOR CERTAIN LONG TRIPS.—In 
the case of ground ambulance services furnished on or after 
July 1, 2004, and before January 1, 2009, regardless of where 
the transportation originates, the fee schedule established 
under this subsection shall provide that, with respect to the 
payment rate for mileage for a trip above 50 miles the per mile 
rate otherwise established shall be increased by 1⁄4 of the pay-
ment per mile otherwise applicable to miles in excess of 50 
miles in such trip. 

(12) ASSISTANCE FOR RURAL PROVIDERS FURNISHING SERVICES 
IN LOW POPULATION DENSITY AREAS.— 

(A) IN GENERAL.—In the case of ground ambulance serv-
ices furnished on or after July 1, 2004, and before April 1, 
2015, for which the transportation originates in a qualified 
rural area (identified under subparagraph (B)(iii)), the Sec-
retary shall provide for a percent increase in the base rate 
of the fee schedule for a trip established under this sub-
section. In establishing such percent increase, the Sec-
retary shall estimate the average cost per trip for such 
services (not taking into account mileage) in the lowest 
quartile as compared to the average cost per trip for such 
services (not taking into account mileage) in the highest 
quartile of all rural county populations. 

(B) IDENTIFICATION OF QUALIFIED RURAL AREAS.— 
(i) DETERMINATION OF POPULATION DENSITY IN 

AREA.—Based upon data from the United States de-
cennial census for the year 2000, the Secretary shall 
determine, for each rural area, the population density 
for that area. 

(ii) RANKING OF AREAS.—The Secretary shall rank 
each such area based on such population density. 

(iii) IDENTIFICATION OF QUALIFIED RURAL AREAS.— 
The Secretary shall identify those areas (in subpara-
graph (A) referred to as ‘‘qualified rural areas’’) with 
the lowest population densities that represent, if each 
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such area were weighted by the population of such 
area (as used in computing such population densities), 
an aggregate total of 25 percent of the total of the pop-
ulation of all such areas. 

(iv) RURAL AREA.—For purposes of this paragraph, 
the term ‘‘rural area’’ has the meaning given such 
term in section 1886(d)(2)(D). If feasible, the Secretary 
shall treat a rural census tract of a metropolitan sta-
tistical area (as determined under the most recent 
modification of the Goldsmith Modification, originally 
published in the Federal Register on February 27, 
1992 (57 Fed. Reg. 6725) as a rural area for purposes 
of this paragraph. 

(v) JUDICIAL REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or 
otherwise, respecting the identification of an area 
under this subparagraph. 

(13) TEMPORARY INCREASE FOR GROUND AMBULANCE SERV-
ICES.— 

(A) IN GENERAL.—After computing the rates with respect 
to ground ambulance services under the other applicable 
provisions of this subsection, in the case of such services 
furnished on or after July 1, 2004, and before January 1, 
2007, and for such services furnished on or after July 1, 
2008, and before April 1, 2015, for which the transpor-
tation originates in— 

(i) a rural area described in paragraph (9) or in a 
rural census tract described in such paragraph, the fee 
schedule established under this section shall provide 
that the rate for the service otherwise established, 
after the application of any increase under paragraphs 
(11) and (12), shall be increased by 2 percent (or 3 per-
cent if such service is furnished on or after July 1, 
2008, and before April 1, 2015); and 

(ii) an area not described in clause (i), the fee sched-
ule established under this subsection shall provide 
that the rate for the service otherwise established, 
after the application of any increase under paragraph 
(11), shall be increased by 1 percent (or 2 percent if 
such service is furnished on or after July 1, 2008, and 
before April 1, 2015). 

(B) APPLICATION OF INCREASED PAYMENTS AFTER APPLI-
CABLE PERIOD.—The increased payments under subpara-
graph (A) shall not be taken into account in calculating 
payments for services furnished after the applicable period 
specified in such subparagraph. 

(14) PROVIDING APPROPRIATE COVERAGE OF RURAL AIR AMBU-
LANCE SERVICES.— 

(A) IN GENERAL.—The regulations described in section 
1861(s)(7) shall provide, to the extent that any ambulance 
services (whether ground or air) may be covered under 
such section, that a rural air ambulance service (as defined 
in subparagraph (C)) is reimbursed under this subsection 
at the air ambulance rate if the air ambulance service— 
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(i) is reasonable and necessary based on the health 
condition of the individual being transported at or im-
mediately prior to the time of the transport; and 

(ii) complies with equipment and crew requirements 
established by the Secretary. 

(B) SATISFACTION OF REQUIREMENT OF MEDICALLY NEC-
ESSARY.—The requirement of subparagraph (A)(i) is 
deemed to be met for a rural air ambulance service if— 

(i) subject to subparagraph (D), such service is re-
quested by a physician or other qualified medical per-
sonnel (as specified by the Secretary) who certifies or 
reasonably determines that the individual’s condition 
is such that the time needed to transport the indi-
vidual by land or the instability of transportation by 
land poses a threat to the individual’s survival or seri-
ously endangers the individual’s health; or 

(ii) such service is furnished pursuant to a protocol 
that is established by a State or regional emergency 
medical service (EMS) agency and recognized or ap-
proved by the Secretary under which the use of an air 
ambulance is recommended, if such agency does not 
have an ownership interest in the entity furnishing 
such service. 

(C) RURAL AIR AMBULANCE SERVICE DEFINED.—For pur-
poses of this paragraph, the term ‘‘rural air ambulance 
service’’ means fixed wing and rotary wing air ambulance 
service in which the point of pick up of the individual oc-
curs in a rural area (as defined in section 1886(d)(2)(D)) or 
in a rural census tract of a metropolitan statistical area 
(as determined under the most recent modification of the 
Goldsmith Modification, originally published in the Fed-
eral Register on February 27, 1992 (57 Fed. Reg. 6725)). 

(D) LIMITATION.— 
(i) IN GENERAL.—Subparagraph (B)(i) shall not apply 

if there is a financial or employment relationship be-
tween the person requesting the rural air ambulance 
service and the entity furnishing the ambulance serv-
ice, or an entity under common ownership with the en-
tity furnishing the air ambulance service, or a finan-
cial relationship between an immediate family mem-
ber of such requester and such an entity. 

(ii) EXCEPTION.—Where a hospital and the entity 
furnishing rural air ambulance services are under 
common ownership, clause (i) shall not apply to remu-
neration (through employment or other relationship) 
by the hospital of the requester or immediate family 
member if the remuneration is for provider-based phy-
sician services furnished in a hospital (as described in 
section 1887) which are reimbursed under part A and 
the amount of the remuneration is unrelated directly 
or indirectly to the provision of rural air ambulance 
services. 

(15) PAYMENT ADJUSTMENT FOR NON-EMERGENCY AMBULANCE 
TRANSPORTS FOR ESRD BENEFICIARIES.—The fee schedule 
amount otherwise applicable under the preceding provisions of 
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this subsection shall be reduced by 10 percent for ambulance 
services furnished on or after October 1, 2013, consisting of 
non-emergency basic life support services involving transport 
of an individual with end-stage renal disease for renal dialysis 
services (as described in section 1881(b)(14)(B)) furnished other 
than on an emergency basis by a provider of services or a renal 
dialysis facility. 

(m) PAYMENT FOR TELEHEALTH SERVICES.— 
(1) IN GENERAL.—The Secretary shall pay for telehealth serv-

ices that are furnished via a telecommunications system by a 
physician (as defined in section 1861(r)) or a practitioner (de-
scribed in section 1842(b)(18)(C)) to an eligible telehealth indi-
vidual enrolled under this part notwithstanding that the indi-
vidual physician or practitioner providing the telehealth serv-
ice is not at the same location as the beneficiary. For purposes 
of the preceding sentence, in the case of any Federal telemedi-
cine demonstration program conducted in Alaska or Hawaii, 
the term ‘‘telecommunications system’’ includes store-and-for-
ward technologies that provide for the asynchronous trans-
mission of health care information in single or multimedia for-
mats. 

(2) PAYMENT AMOUNT.— 
(A) DISTANT SITE.—The Secretary shall pay to a physi-

cian or practitioner located at a distant site that furnishes 
a telehealth service to an eligible telehealth individual an 
amount equal to the amount that such physician or practi-
tioner would have been paid under this title had such serv-
ice been furnished without the use of a telecommuni-
cations system. 

(B) FACILITY FEE FOR ORIGINATING SITE.—With respect to 
a telehealth service, subject to section 1833(a)(1)(U), there 
shall be paid to the originating site a facility fee equal to— 

(i) for the period beginning on October 1, 2001, and 
ending on December 31, 2001, and for 2002, $20; and 

(ii) for a subsequent year, the facility fee specified in 
clause (i) or this clause for the preceding year in-
creased by the percentage increase in the MEI (as de-
fined in section 1842(i)(3)) for such subsequent year. 

(C) TELEPRESENTER NOT REQUIRED.—Nothing in this 
subsection shall be construed as requiring an eligible tele-
health individual to be presented by a physician or practi-
tioner at the originating site for the furnishing of a service 
via a telecommunications system, unless it is medically 
necessary (as determined by the physician or practitioner 
at the distant site). 

(3) LIMITATION ON BENEFICIARY CHARGES.— 
(A) PHYSICIAN AND PRACTITIONER.—The provisions of 

section 1848(g) and subparagraphs (A) and (B) of section 
1842(b)(18) shall apply to a physician or practitioner re-
ceiving payment under this subsection in the same manner 
as they apply to physicians or practitioners under such 
sections. 

(B) ORIGINATING SITE.—The provisions of section 
1842(b)(18) shall apply to originating sites receiving a fa-
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cility fee in the same manner as they apply to practi-
tioners under such section. 

(4) DEFINITIONS.—For purposes of this subsection: 
(A) DISTANT SITE.—The term ‘‘distant site’’ means the 

site at which the physician or practitioner is located at the 
time the service is provided via a telecommunications sys-
tem. 

(B) ELIGIBLE TELEHEALTH INDIVIDUAL.—The term ‘‘eligi-
ble telehealth individual’’ means an individual enrolled 
under this part who receives a telehealth service furnished 
at an originating site. 

(C) ORIGINATING SITE.— 
(i) IN GENERAL.—The term ‘‘originating site’’ means 

only those sites described in clause (ii) at which the el-
igible telehealth individual is located at the time the 
service is furnished via a telecommunications system 
and only if such site is located— 

(I) in an area that is designated as a rural 
health professional shortage area under section 
332(a)(1)(A) of the Public Health Service Act (42 
U.S.C. 254e(a)(1)(A)); 

(II) in a county that is not included in a Metro-
politan Statistical Area; or 

(III) from an entity that participates in a Fed-
eral telemedicine demonstration project that has 
been approved by (or receives funding from) the 
Secretary of Health and Human Services as of De-
cember 31, 2000. 

(ii) SITES DESCRIBED.—The sites referred to in clause 
(i) are the following sites: 

(I) The office of a physician or practitioner. 
(II) A critical access hospital (as defined in sec-

tion 1861(mm)(1)). 
(III) A rural health clinic (as defined in section 

1861(aa)(2)). 
(IV) A Federally qualified health center (as de-

fined in section 1861(aa)(4)). 
(V) A hospital (as defined in section 1861(e)). 
(VI) A hospital-based or critical access hospital- 

based renal dialysis center (including satellites). 
(VII) A skilled nursing facility (as defined in 

section 1819(a)). 
(VIII) A community mental health center (as de-

fined in section 1861(ff)(3)(B)). 
(D) PHYSICIAN.—The term ‘‘physician’’ has the meaning 

given that term in section 1861(r). 
(E) PRACTITIONER.—The term ‘‘practitioner’’ has the 

meaning given that term in section 1842(b)(18)(C). 
(F) TELEHEALTH SERVICE.— 

(i) IN GENERAL.—The term ‘‘telehealth service’’ 
means professional consultations, office visits, and of-
fice psychiatry services (identified as of July 1, 2000, 
by HCPCS codes 99241–99275, 99201–99215, 90804– 
90809, and 90862 (and as subsequently modified by 
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the Secretary)), and any additional service specified by 
the Secretary. 

(ii) YEARLY UPDATE.—The Secretary shall establish a 
process that provides, on an annual basis, for the addi-
tion or deletion of services (and HCPCS codes), as ap-
propriate, to those specified in clause (i) for authorized 
payment under paragraph (1). 

(n) AUTHORITY TO MODIFY OR ELIMINATE COVERAGE OF CERTAIN 
PREVENTIVE SERVICES.—Notwithstanding any other provision of 
this title, effective beginning on January 1, 2010, if the Secretary 
determines appropriate, the Secretary may— 

(1) modify— 
(A) the coverage of any preventive service described in 

subparagraph (A) of section 1861(ddd)(3) to the extent that 
such modification is consistent with the recommendations 
of the United States Preventive Services Task Force; and 

(B) the services included in the initial preventive phys-
ical examination described in subparagraph (B) of such 
section; and 

(2) provide that no payment shall be made under this title 
for a preventive service described in subparagraph (A) of such 
section that has not received a grade of A, B, C, or I by such 
Task Force. 

(o) DEVELOPMENT AND IMPLEMENTATION OF PROSPECTIVE PAY-
MENT SYSTEM.— 

(1) DEVELOPMENT.— 
(A) IN GENERAL.—The Secretary shall develop a prospec-

tive payment system for payment for Federally qualified 
health center services furnished by Federally qualified 
health centers under this title. Such system shall include 
a process for appropriately describing the services fur-
nished by Federally qualified health centers and shall es-
tablish payment rates for specific payment codes based on 
such appropriate descriptions of services. Such system 
shall be established to take into account the type, inten-
sity, and duration of services furnished by Federally quali-
fied health centers. Such system may include adjustments, 
including geographic adjustments, determined appropriate 
by the Secretary. 

(B) COLLECTION OF DATA AND EVALUATION.—By not later 
than January 1, 2011, the Secretary shall require Feder-
ally qualified health centers to submit to the Secretary 
such information as the Secretary may require in order to 
develop and implement the prospective payment system 
under this subsection, including the reporting of services 
using HCPCS codes. 

(2) IMPLEMENTATION.— 
(A) IN GENERAL.—Notwithstanding section 1833(a)(3)(A), 

the Secretary shall provide, for cost reporting periods be-
ginning on or after October 1, 2014, for payments of pro-
spective payment rates for Federally qualified health cen-
ter services furnished by Federally qualified health centers 
under this title in accordance with the prospective pay-
ment system developed by the Secretary under paragraph 
(1). 
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(B) PAYMENTS.— 
(i) INITIAL PAYMENTS.—The Secretary shall imple-

ment such prospective payment system so that the es-
timated aggregate amount of prospective payment 
rates (determined prior to the application of section 
1833(a)(1)(Z)) under this title for Federally qualified 
health center services in the first year that such sys-
tem is implemented is equal to 100 percent of the esti-
mated amount of reasonable costs (determined without 
the application of a per visit payment limit or produc-
tivity screen and prior to the application of section 
1866(a)(2)(A)(ii)) that would have occurred for such 
services under this title in such year if the system had 
not been implemented. 

(ii) PAYMENTS IN SUBSEQUENT YEARS.—Payment 
rates in years after the year of implementation of such 
system shall be the payment rates in the previous 
year increased— 

(I) in the first year after implementation of such 
system, by the percentage increase in the MEI (as 
defined in section 1842(i)(3)) for the year involved; 
and 

(II) in subsequent years, by the percentage in-
crease in a market basket of Federally qualified 
health center goods and services as promulgated 
through regulations, or if such an index is not 
available, by the percentage increase in the MEI 
(as defined in section 1842(i)(3)) for the year in-
volved. 

(C) PREPARATION FOR PPS IMPLEMENTATION.—Notwith-
standing any other provision of law, the Secretary may es-
tablish and implement by program instruction or other-
wise the payment codes to be used under the prospective 
payment system under this section. 

(p) QUALITY INCENTIVES TO PROMOTE PATIENT SAFETY AND PUB-
LIC HEALTH IN COMPUTED TOMOGRAPHY.— 

(1) QUALITY INCENTIVES.—In the case of an applicable com-
puted tomography service (as defined in paragraph (2)) for 
which payment is made under an applicable payment system 
(as defined in paragraph (3)) and that is furnished on or after 
January 1, 2016, using equipment that is not consistent with 
the CT equipment standard (described in paragraph (4)), the 
payment amount for such service shall be reduced by the appli-
cable percentage (as defined in paragraph (5)). 

(2) APPLICABLE COMPUTED TOMOGRAPHY SERVICES DEFINED.— 
In this subsection, the term ‘‘applicable computed tomography 
service’’ means a service billed using diagnostic radiological im-
aging codes for computed tomography (identified as of January 
1, 2014, by HCPCS codes 70450–70498, 71250–71275, 72125– 
72133, 72191–72194, 73200–73206, 73700–73706, 74150– 
74178, 74261–74263, and 75571–75574 (and any succeeding 
codes). 

(3) APPLICABLE PAYMENT SYSTEM DEFINED.—In this sub-
section, the term ‘‘applicable payment system’’ means the fol-
lowing: 
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(A) The technical component and the technical compo-
nent of the global fee under the fee schedule established 
under section 1848(b). 

(B) The prospective payment system for hospital out-
patient department services under section 1833(t). 

(4) CONSISTENCY WITH CT EQUIPMENT STANDARD.—In this 
subsection, the term ‘‘not consistent with the CT equipment 
standard’’ means, with respect to an applicable computed to-
mography service, that the service was furnished using equip-
ment that does not meet each of the attributes of the National 
Electrical Manufacturers Association (NEMA) Standard XR– 
29–2013, entitled ‘‘Standard Attributes on CT Equipment Re-
lated to Dose Optimization and Management’’. Through rule-
making, the Secretary may apply successor standards. 

(5) APPLICABLE PERCENTAGE DEFINED.—In this subsection, 
the term ‘‘applicable percentage’’ means— 

(A) for 2016, 5 percent; and 
(B) for 2017 and subsequent years, 15 percent. 

(6) IMPLEMENTATION.— 
(A) INFORMATION.—The Secretary shall require that in-

formation be provided and attested to by a supplier and a 
hospital outpatient department that indicates whether an 
applicable computed tomography service was furnished 
that was not consistent with the CT equipment standard 
(described in paragraph (4)). Such information may be in-
cluded on a claim and may be a modifier. Such information 
shall be verified, as appropriate, as part of the periodic ac-
creditation of suppliers under section 1834(e) and hospitals 
under section 1865(a). 

(B) ADMINISTRATION.—Chapter 35 of title 44, United 
States Code, shall not apply to information described in 
subparagraph (A). 

(q) RECOGNIZING APPROPRIATE USE CRITERIA FOR CERTAIN IMAG-
ING SERVICES.— 

(1) PROGRAM ESTABLISHED.— 
(A) IN GENERAL.—The Secretary shall establish a pro-

gram to promote the use of appropriate use criteria (as de-
fined in subparagraph (B)) for applicable imaging services 
(as defined in subparagraph (C)) furnished in an applicable 
setting (as defined in subparagraph (D)) by ordering pro-
fessionals and furnishing professionals (as defined in sub-
paragraphs (E) and (F), respectively). 

(B) APPROPRIATE USE CRITERIA DEFINED.—In this sub-
section, the term ‘‘appropriate use criteria’’ means criteria, 
only developed or endorsed by national professional med-
ical specialty societies or other provider-led entities, to as-
sist ordering professionals and furnishing professionals in 
making the most appropriate treatment decision for a spe-
cific clinical condition for an individual. To the extent fea-
sible, such criteria shall be evidence-based. 

(C) APPLICABLE IMAGING SERVICE DEFINED.—In this sub-
section, the term ‘‘applicable imaging service’’ means an 
advanced diagnostic imaging service (as defined in sub-
section (e)(1)(B)) for which the Secretary determines— 
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(i) one or more applicable appropriate use criteria 
specified under paragraph (2) apply; 

(ii) there are one or more qualified clinical decision 
support mechanisms listed under paragraph (3)(C); 
and 

(iii) one or more of such mechanisms is available 
free of charge. 

(D) APPLICABLE SETTING DEFINED.—In this subsection, 
the term ‘‘applicable setting’’ means a physician’s office, a 
hospital outpatient department (including an emergency 
department), an ambulatory surgical center, and any other 
provider-led outpatient setting determined appropriate by 
the Secretary. 

(E) ORDERING PROFESSIONAL DEFINED.—In this sub-
section, the term ‘‘ordering professional’’ means a physi-
cian (as defined in section 1861(r)) or a practitioner de-
scribed in section 1842(b)(18)(C) who orders an applicable 
imaging service. 

(F) FURNISHING PROFESSIONAL DEFINED.—In this sub-
section, the term ‘‘furnishing professional’’ means a physi-
cian (as defined in section 1861(r)) or a practitioner de-
scribed in section 1842(b)(18)(C) who furnishes an applica-
ble imaging service. 

(2) ESTABLISHMENT OF APPLICABLE APPROPRIATE USE CRI-
TERIA.— 

(A) IN GENERAL.—Not later than November 15, 2015, the 
Secretary shall through rulemaking, and in consultation 
with physicians, practitioners, and other stakeholders, 
specify applicable appropriate use criteria for applicable 
imaging services only from among appropriate use criteria 
developed or endorsed by national professional medical 
specialty societies or other provider-led entities. 

(B) CONSIDERATIONS.—In specifying applicable appro-
priate use criteria under subparagraph (A), the Secretary 
shall take into account whether the criteria— 

(i) have stakeholder consensus; 
(ii) are scientifically valid and evidence based; and 
(iii) are based on studies that are published and re-

viewable by stakeholders. 
(C) REVISIONS.—The Secretary shall review, on an an-

nual basis, the specified applicable appropriate use criteria 
to determine if there is a need to update or revise (as ap-
propriate) such specification of applicable appropriate use 
criteria and make such updates or revisions through rule-
making. 

(D) TREATMENT OF MULTIPLE APPLICABLE APPROPRIATE 
USE CRITERIA.—In the case where the Secretary deter-
mines that more than one appropriate use criterion applies 
with respect to an applicable imaging service, the Sec-
retary shall apply one or more applicable appropriate use 
criteria under this paragraph for the service. 

(3) MECHANISMS FOR CONSULTATION WITH APPLICABLE APPRO-
PRIATE USE CRITERIA.— 

(A) IDENTIFICATION OF MECHANISMS TO CONSULT WITH 
APPLICABLE APPROPRIATE USE CRITERIA.— 
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(i) IN GENERAL.—The Secretary shall specify quali-
fied clinical decision support mechanisms that could 
be used by ordering professionals to consult with ap-
plicable appropriate use criteria for applicable imaging 
services. 

(ii) CONSULTATION.—The Secretary shall consult 
with physicians, practitioners, health care technology 
experts, and other stakeholders in specifying mecha-
nisms under this paragraph. 

(iii) INCLUSION OF CERTAIN MECHANISMS.—Mecha-
nisms specified under this paragraph may include any 
or all of the following that meet the requirements de-
scribed in subparagraph (B)(ii): 

(I) Use of clinical decision support modules in 
certified EHR technology (as defined in section 
1848(o)(4)). 

(II) Use of private sector clinical decision sup-
port mechanisms that are independent from cer-
tified EHR technology, which may include use of 
clinical decision support mechanisms available 
from medical specialty organizations. 

(III) Use of a clinical decision support mecha-
nism established by the Secretary. 

(B) QUALIFIED CLINICAL DECISION SUPPORT MECHA-
NISMS.— 

(i) IN GENERAL.—For purposes of this subsection, a 
qualified clinical decision support mechanism is a 
mechanism that the Secretary determines meets the 
requirements described in clause (ii). 

(ii) REQUIREMENTS.—The requirements described in 
this clause are the following: 

(I) The mechanism makes available to the or-
dering professional applicable appropriate use cri-
teria specified under paragraph (2) and the sup-
porting documentation for the applicable imaging 
service ordered. 

(II) In the case where there is more than one 
applicable appropriate use criterion specified 
under such paragraph for an applicable imaging 
service, the mechanism indicates the criteria that 
it uses for the service. 

(III) The mechanism determines the extent to 
which an applicable imaging service ordered is 
consistent with the applicable appropriate use cri-
teria so specified. 

(IV) The mechanism generates and provides to 
the ordering professional a certification or docu-
mentation that documents that the qualified clin-
ical decision support mechanism was consulted by 
the ordering professional. 

(V) The mechanism is updated on a timely basis 
to reflect revisions to the specification of applica-
ble appropriate use criteria under such paragraph. 

(VI) The mechanism meets privacy and security 
standards under applicable provisions of law. 
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(VII) The mechanism performs such other func-
tions as specified by the Secretary, which may in-
clude a requirement to provide aggregate feedback 
to the ordering professional. 

(C) LIST OF MECHANISMS FOR CONSULTATION WITH APPLI-
CABLE APPROPRIATE USE CRITERIA.— 

(i) INITIAL LIST.—Not later than April 1, 2016, the 
Secretary shall publish a list of mechanisms specified 
under this paragraph. 

(ii) PERIODIC UPDATING OF LIST.—The Secretary 
shall identify on an annual basis the list of qualified 
clinical decision support mechanisms specified under 
this paragraph. 

(4) CONSULTATION WITH APPLICABLE APPROPRIATE USE CRI-
TERIA.— 

(A) CONSULTATION BY ORDERING PROFESSIONAL.—Begin-
ning with January 1, 2017, subject to subparagraph (C), 
with respect to an applicable imaging service ordered by 
an ordering professional that would be furnished in an ap-
plicable setting and paid for under an applicable payment 
system (as defined in subparagraph (D)), an ordering pro-
fessional shall— 

(i) consult with a qualified decision support mecha-
nism listed under paragraph (3)(C); and 

(ii) provide to the furnishing professional the infor-
mation described in clauses (i) through (iii) of subpara-
graph (B). 

(B) REPORTING BY FURNISHING PROFESSIONAL.—Begin-
ning with January 1, 2017, subject to subparagraph (C), 
with respect to an applicable imaging service furnished in 
an applicable setting and paid for under an applicable pay-
ment system (as defined in subparagraph (D)), payment 
for such service may only be made if the claim for the 
service includes the following: 

(i) Information about which qualified clinical deci-
sion support mechanism was consulted by the ordering 
professional for the service. 

(ii) Information regarding— 
(I) whether the service ordered would adhere to 

the applicable appropriate use criteria specified 
under paragraph (2); 

(II) whether the service ordered would not ad-
here to such criteria; or 

(III) whether such criteria was not applicable to 
the service ordered. 

(iii) The national provider identifier of the ordering 
professional (if different from the furnishing profes-
sional). 

(C) EXCEPTIONS.—The provisions of subparagraphs (A) 
and (B) and paragraph (6)(A) shall not apply to the fol-
lowing: 

(i) EMERGENCY SERVICES.—An applicable imaging 
service ordered for an individual with an emergency 
medical condition (as defined in section 1867(e)(1)). 
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(ii) INPATIENT SERVICES.—An applicable imaging 
service ordered for an inpatient and for which pay-
ment is made under part A. 

(iii) SIGNIFICANT HARDSHIP.—An applicable imaging 
service ordered by an ordering professional who the 
Secretary may, on a case-by-case basis, exempt from 
the application of such provisions if the Secretary de-
termines, subject to annual renewal, that consultation 
with applicable appropriate use criteria would result 
in a significant hardship, such as in the case of a pro-
fessional who practices in a rural area without suffi-
cient Internet access. 

(D) APPLICABLE PAYMENT SYSTEM DEFINED.—In this sub-
section, the term ‘‘applicable payment system’’ means the 
following: 

(i) The physician fee schedule established under sec-
tion 1848(b). 

(ii) The prospective payment system for hospital out-
patient department services under section 1833(t). 

(iii) The ambulatory surgical center payment sys-
tems under section 1833(i). 

(5) IDENTIFICATION OF OUTLIER ORDERING PROFESSIONALS.— 
(A) IN GENERAL.—With respect to applicable imaging 

services furnished beginning with 2017, the Secretary 
shall determine, on an annual basis, no more than five 
percent of the total number of ordering professionals who 
are outlier ordering professionals. 

(B) OUTLIER ORDERING PROFESSIONALS.—The determina-
tion of an outlier ordering professional shall— 

(i) be based on low adherence to applicable appro-
priate use criteria specified under paragraph (2), 
which may be based on comparison to other ordering 
professionals; and 

(ii) include data for ordering professionals for whom 
prior authorization under paragraph (6)(A) applies. 

(C) USE OF TWO YEARS OF DATA.—The Secretary shall 
use two years of data to identify outlier ordering profes-
sionals under this paragraph. 

(D) PROCESS.—The Secretary shall establish a process 
for determining when an outlier ordering professional is no 
longer an outlier ordering professional. 

(E) CONSULTATION WITH STAKEHOLDERS.—The Secretary 
shall consult with physicians, practitioners and other 
stakeholders in developing methods to identify outlier or-
dering professionals under this paragraph. 

(6) PRIOR AUTHORIZATION FOR ORDERING PROFESSIONALS WHO 
ARE OUTLIERS.— 

(A) IN GENERAL.—Beginning January 1, 2020, subject to 
paragraph (4)(C), with respect to services furnished during 
a year, the Secretary shall, for a period determined appro-
priate by the Secretary, apply prior authorization for appli-
cable imaging services that are ordered by an outlier or-
dering professional identified under paragraph (5). 

(B) APPROPRIATE USE CRITERIA IN PRIOR AUTHORIZA-
TION.—In applying prior authorization under subpara-
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graph (A), the Secretary shall utilize only the applicable 
appropriate use criteria specified under this subsection. 

(C) FUNDING.—For purposes of carrying out this para-
graph, the Secretary shall provide for the transfer, from 
the Federal Supplementary Medical Insurance Trust Fund 
under section 1841, of $5,000,000 to the Centers for Medi-
care & Medicaid Services Program Management Account 
for each of fiscal years 2019 through 2021. Amounts trans-
ferred under the preceding sentence shall remain available 
until expended. 

(7) CONSTRUCTION.—Nothing in this subsection shall be con-
strued as granting the Secretary the authority to develop or 
initiate the development of clinical practice guidelines or ap-
propriate use criteria. 

* * * * * * * 

PART D—VOLUNTARY PRESCRIPTION DRUG BENEFIT PROGRAM 

Subpart 1—Part D Eligible Individuals and Prescription Drug 
Benefits 

* * * * * * * 

BENEFICIARY PROTECTIONS FOR QUALIFIED PRESCRIPTION DRUG 
COVERAGE 

SEC. 1860D–4. (a) DISSEMINATION OF INFORMATION.— 
(1) GENERAL INFORMATION.— 

(A) APPLICATION OF MA INFORMATION.—A PDP sponsor 
shall disclose, in a clear, accurate, and standardized form 
to each enrollee with a prescription drug plan offered by 
the sponsor under this part at the time of enrollment and 
at least annually thereafter, the information described in 
section 1852(c)(1) relating to such plan, insofar as the Sec-
retary determines appropriate with respect to benefits pro-
vided under this part, and including the information de-
scribed in subparagraph (B). 

(B) DRUG SPECIFIC INFORMATION.—The information de-
scribed in this subparagraph is information concerning the 
following: 

(i) Access to specific covered part D drugs, including 
access through pharmacy networks. 

(ii) How any formulary (including any tiered for-
mulary structure) used by the sponsor functions, in-
cluding a description of how a part D eligible indi-
vidual may obtain information on the formulary con-
sistent with paragraph (3). 

(iii) Beneficiary cost-sharing requirements and how 
a part D eligible individual may obtain information on 
such requirements, including tiered or other copay-
ment level applicable to each drug (or class of drugs), 
consistent with paragraph (3). 

(iv) The medication therapy management program 
required under subsection (c). 

(2) DISCLOSURE UPON REQUEST OF GENERAL COVERAGE, UTILI-
ZATION, AND GRIEVANCE INFORMATION.—Upon request of a part 
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D eligible individual who is eligible to enroll in a prescription 
drug plan, the PDP sponsor offering such plan shall provide in-
formation similar (as determined by the Secretary) to the infor-
mation described in subparagraphs (A), (B), and (C) of section 
1852(c)(2) to such individual. 

(3) PROVISION OF SPECIFIC INFORMATION.— 
(A) RESPONSE TO BENEFICIARY QUESTIONS.—Each PDP 

sponsor offering a prescription drug plan shall have a 
mechanism for providing specific information on a timely 
basis to enrollees upon request. Such mechanism shall in-
clude access to information through the use of a toll-free 
telephone number and, upon request, the provision of such 
information in writing. 

(B) AVAILABILITY OF INFORMATION ON CHANGES IN FOR-
MULARY THROUGH THE INTERNET.—A PDP sponsor offering 
a prescription drug plan shall make available on a timely 
basis through an Internet website information on specific 
changes in the formulary under the plan (including 
changes to tiered or preferred status of covered part D 
drugs). 

(4) CLAIMS INFORMATION.—A PDP sponsor offering a pre-
scription drug plan must furnish to each enrollee in a form 
easily understandable to such enrollees— 

(A) an explanation of benefits (in accordance with section 
1806(a) or in a comparable manner); and 

(B) when prescription drug benefits are provided under 
this part, a notice of the benefits in relation to— 

(i) the initial coverage limit for the current year; and 
(ii) the annual out-of-pocket threshold for the cur-

rent year. 
Notices under subparagraph (B) need not be provided more 
often than as specified by the Secretary and notices under 
subparagraph (B)(ii) shall take into account the application 
of section 1860D–2(b)(4)(C) to the extent practicable, as 
specified by the Secretary. 

(b) ACCESS TO COVERED PART D DRUGS.— 
(1) ASSURING PHARMACY ACCESS.— 

(A) PARTICIPATION OF ANY WILLING PHARMACY.—A pre-
scription drug plan shall permit the participation of any 
pharmacy that meets the terms and conditions under the 
plan. 

(B) DISCOUNTS ALLOWED FOR NETWORK PHARMACIES.— 
For covered part D drugs dispensed through in-network 
pharmacies, a prescription drug plan may, notwith-
standing subparagraph (A), reduce coinsurance or copay-
ments for part D eligible individuals enrolled in the plan 
below the level otherwise required. In no case shall such 
a reduction result in an increase in payments made by the 
Secretary under section 1860D–15 to a plan. 

(C) CONVENIENT ACCESS FOR NETWORK PHARMACIES.— 
(i) IN GENERAL.—The PDP sponsor of the prescrip-

tion drug plan shall secure the participation in its net-
work of a sufficient number of pharmacies that dis-
pense (other than by mail order) drugs directly to pa-
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tients to ensure convenient access (consistent with 
rules established by the Secretary). 

(ii) APPLICATION OF TRICARE STANDARDS.—The Sec-
retary shall establish rules for convenient access to in- 
network pharmacies under this subparagraph that are 
no less favorable to enrollees than the rules for con-
venient access to pharmacies included in the state-
ment of work of solicitation (#MDA906–03–R–0002) of 
the Department of Defense under the TRICARE Retail 
Pharmacy (TRRx) as of March 13, 2003. 

(iii) ADEQUATE EMERGENCY ACCESS.—Such rules 
shall include adequate emergency access for enrollees. 

(iv) CONVENIENT ACCESS IN LONG-TERM CARE FACILI-
TIES.—Such rules may include standards with respect 
to access for enrollees who are residing in long-term 
care facilities and for pharmacies operated by the In-
dian Health Service, Indian tribes and tribal organiza-
tions, and urban Indian organizations (as defined in 
section 4 of the Indian Health Care Improvement Act). 

(D) LEVEL PLAYING FIELD.—Such a sponsor shall permit 
enrollees to receive benefits (which may include a 90-day 
supply of drugs or biologicals) through a pharmacy (other 
than a mail order pharmacy), with any differential in 
charge paid by such enrollees. 

(E) NOT REQUIRED TO ACCEPT INSURANCE RISK.—The 
terms and conditions under subparagraph (A) may not re-
quire participating pharmacies to accept insurance risk as 
a condition of participation. 

(2) USE OF STANDARDIZED TECHNOLOGY.— 
(A) IN GENERAL.—The PDP sponsor of a prescription 

drug plan shall issue (and reissue, as appropriate) such a 
card (or other technology) that may be used by an enrollee 
to assure access to negotiated prices under section 1860D– 
2(d). 

(B) STANDARDS.— 
(i) IN GENERAL.—The Secretary shall provide for the 

development, adoption, or recognition of standards re-
lating to a standardized format for the card or other 
technology required under subparagraph (A). Such 
standards shall be compatible with part C of title XI 
and may be based on standards developed by an ap-
propriate standard setting organization. 

(ii) CONSULTATION.—In developing the standards 
under clause (i), the Secretary shall consult with the 
National Council for Prescription Drug Programs and 
other standard setting organizations determined ap-
propriate by the Secretary. 

(iii) IMPLEMENTATION.—The Secretary shall develop, 
adopt, or recognize the standards under clause (i) by 
such date as the Secretary determines shall be suffi-
cient to ensure that PDP sponsors utilize such stand-
ards beginning January 1, 2006. 

(3) REQUIREMENTS ON DEVELOPMENT AND APPLICATION OF 
FORMULARIES.—If a PDP sponsor of a prescription drug plan 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00446 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



441 

uses a formulary (including the use of tiered cost-sharing), the 
following requirements must be met: 

(A) DEVELOPMENT AND REVISION BY A PHARMACY AND 
THERAPEUTIC (P&T) COMMITTEE.— 

(i) IN GENERAL.—The formulary must be developed 
and reviewed by a pharmacy and therapeutic com-
mittee. A majority of the members of such committee 
shall consist of individuals who are practicing physi-
cians or practicing pharmacists (or both). 

(ii) INCLUSION OF INDEPENDENT EXPERTS.—Such 
committee shall include at least one practicing physi-
cian and at least one practicing pharmacist, each of 
whom— 

(I) is independent and free of conflict with re-
spect to the sponsor and plan; and 

(II) has expertise in the care of elderly or dis-
abled persons. 

(B) FORMULARY DEVELOPMENT.—In developing and re-
viewing the formulary, the committee shall— 

(i) base clinical decisions on the strength of scientific 
evidence and standards of practice, including assess-
ing peer-reviewed medical literature, such as random-
ized clinical trials, pharmacoeconomic studies, out-
comes research data, and on such other information as 
the committee determines to be appropriate; and 

(ii) take into account whether including in the for-
mulary (or in a tier in such formulary) particular cov-
ered part D drugs has therapeutic advantages in 
terms of safety and efficacy. 

(C) INCLUSION OF DRUGS IN ALL THERAPEUTIC CAT-
EGORIES AND CLASSES.— 

(i) IN GENERAL.—Subject to subparagraph (G), the 
formulary must include drugs within each therapeutic 
category and class of covered part D drugs, although 
not necessarily all drugs within such categories and 
classes. 

(ii) MODEL GUIDELINES.—The Secretary shall re-
quest the United States Pharmacopeia to develop, in 
consultation with pharmaceutical benefit managers 
and other interested parties, a list of categories and 
classes that may be used by prescription drug plans 
under this paragraph and to revise such classification 
from time to time to reflect changes in therapeutic 
uses of covered part D drugs and the additions of new 
covered part D drugs. 

(iii) LIMITATION ON CHANGES IN THERAPEUTIC CLAS-
SIFICATION.—The PDP sponsor of a prescription drug 
plan may not change the therapeutic categories and 
classes in a formulary other than at the beginning of 
each plan year except as the Secretary may permit to 
take into account new therapeutic uses and newly ap-
proved covered part D drugs. 

(D) PROVIDER AND PATIENT EDUCATION.—The PDP spon-
sor shall establish policies and procedures to educate and 
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inform health care providers and enrollees concerning the 
formulary. 

(E) NOTICE BEFORE REMOVING DRUG FROM FORMULARY 
OR CHANGING PREFERRED OR TIER STATUS OF DRUG.—Any 
removal of a covered part D drug from a formulary and 
any change in the preferred or tiered cost-sharing status 
of such a drug shall take effect only after appropriate no-
tice is made available (such as under subsection (a)(3)) to 
the Secretary, affected enrollees, physicians, pharmacies, 
and pharmacists. 

(F) PERIODIC EVALUATION OF PROTOCOLS.—In connection 
with the formulary, the sponsor of a prescription drug plan 
shall provide for the periodic evaluation and analysis of 
treatment protocols and procedures. 

(G) REQUIRED INCLUSION OF DRUGS IN CERTAIN CAT-
EGORIES AND CLASSES.— 

(i) FORMULARY REQUIREMENTS.— 
(I) IN GENERAL.—Subject to subclause (II), a 

PDP sponsor offering a prescription drug plan 
shall be required to include all covered part D 
drugs in the categories and classes identified by 
the Secretary under clause (ii)(I). 

(II) EXCEPTIONS.—The Secretary may establish 
exceptions that permit a PDP sponsor offering a 
prescription drug plan to exclude from its for-
mulary a particular covered part D drug in a cat-
egory or class that is otherwise required to be in-
cluded in the formulary under subclause (I) (or to 
otherwise limit access to such a drug, including 
through prior authorization or utilization manage-
ment). 

(ii) IDENTIFICATION OF DRUGS IN CERTAIN CAT-
EGORIES AND CLASSES.— 

(I) IN GENERAL.—Subject to clause (iv), the Sec-
retary shall identify, as appropriate, categories 
and classes of drugs for which the Secretary deter-
mines are of clinical concern. 

(II) CRITERIA.—The Secretary shall use criteria 
established by the Secretary in making any deter-
mination under subclause (I). 

(iii) IMPLEMENTATION.—The Secretary shall estab-
lish the criteria under clause (ii)(II) and any excep-
tions under clause (i)(II) through the promulgation of 
a regulation which includes a public notice and com-
ment period. 

(iv) REQUIREMENT FOR CERTAIN CATEGORIES AND 
CLASSES UNTIL CRITERIA ESTABLISHED.—Until such 
time as the Secretary establishes the criteria under 
clause (ii)(II) the following categories and classes of 
drugs shall be identified under clause (ii)(I): 

(I) Anticonvulsants. 
(II) Antidepressants. 
(III) Antineoplastics. 
(IV) Antipsychotics. 
(V) Antiretrovirals. 
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(VI) Immunosuppressants for the treatment of 
transplant rejection. 

(H) USE OF SINGLE, UNIFORM EXCEPTIONS AND APPEALS 
PROCESS.—Notwithstanding any other provision of this 
part, each PDP sponsor of a prescription drug plan shall— 

(i) use a single, uniform exceptions and appeals 
process (including, to the extent the Secretary deter-
mines feasible, a single, uniform model form for use 
under such process) with respect to the determination 
of prescription drug coverage for an enrollee under the 
plan; and 

(ii) provide instant access to such process by enroll-
ees through a toll-free telephone number and an Inter-
net website. 

(c) COST AND UTILIZATION MANAGEMENT; QUALITY ASSURANCE; 
MEDICATION THERAPY MANAGEMENT PROGRAM.— 

(1) IN GENERAL.—The PDP sponsor shall have in place, di-
rectly or through appropriate arrangements, with respect to 
covered part D drugs, the following: 

(A) A cost-effective drug utilization management pro-
gram, including incentives to reduce costs when medically 
appropriate, such as through the use of multiple source 
drugs (as defined in section 1927(k)(7)(A)(i)). 

(B) Quality assurance measures and systems to reduce 
medication errors and adverse drug interactions and im-
prove medication use. 

(C) A medication therapy management program de-
scribed in paragraph (2). 

(D) A program to control fraud, abuse, and waste. 
Nothing in this section shall be construed as impairing a PDP 
sponsor from utilizing cost management tools (including dif-
ferential payments) under all methods of operation. 

(2) MEDICATION THERAPY MANAGEMENT PROGRAM.— 
(A) DESCRIPTION.— 

(i) IN GENERAL.—A medication therapy management 
program described in this paragraph is a program of 
drug therapy management that may be furnished by 
a pharmacist and that is designed to assure, with re-
spect to targeted beneficiaries described in clause (ii), 
that covered part D drugs under the prescription drug 
plan are appropriately used to optimize therapeutic 
outcomes through improved medication use, and to re-
duce the risk of adverse events, including adverse 
drug interactions. Such a program may distinguish be-
tween services in ambulatory and institutional set-
tings. 

(ii) TARGETED BENEFICIARIES DESCRIBED.—Targeted 
beneficiaries described in this clause are part D eligi-
ble individuals who— 

(I) have multiple chronic diseases (such as dia-
betes, asthma, hypertension, hyperlipidemia, and 
congestive heart failure); 

(II) are taking multiple covered part D drugs; 
and 
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(III) are identified as likely to incur annual 
costs for covered part D drugs that exceed a level 
specified by the Secretary. 

(B) ELEMENTS.—Such program may include elements 
that promote— 

(i) enhanced enrollee understanding to promote the 
appropriate use of medications by enrollees and to re-
duce the risk of potential adverse events associated 
with medications, through beneficiary education, coun-
seling, and other appropriate means; 

(ii) increased enrollee adherence with prescription 
medication regimens through medication refill remind-
ers, special packaging, and other compliance programs 
and other appropriate means; and 

(iii) detection of adverse drug events and patterns of 
overuse and underuse of prescription drugs. 

(C) REQUIRED INTERVENTIONS.—For plan years begin-
ning on or after the date that is 2 years after the date of 
the enactment of the Patient Protection and Affordable 
Care Act, prescription drug plan sponsors shall offer medi-
cation therapy management services to targeted bene-
ficiaries described in subparagraph (A)(ii) that include, at 
a minimum, the following to increase adherence to pre-
scription medications or other goals deemed necessary by 
the Secretary: 

(i) An annual comprehensive medication review fur-
nished person-to-person or using telehealth tech-
nologies (as defined by the Secretary) by a licensed 
pharmacist or other qualified provider. The com-
prehensive medication review— 

(I) shall include a review of the individual’s 
medications and may result in the creation of a 
recommended medication action plan or other ac-
tions in consultation with the individual and with 
input from the prescriber to the extent necessary 
and practicable; and 

(II) shall include providing the individual with a 
written or printed summary of the results of the 
review. 

The Secretary, in consultation with relevant stake-
holders, shall develop a standardized format for the 
action plan under subclause (I) and the summary 
under subclause (II). 

(ii) Follow-up interventions as warranted based on 
the findings of the annual medication review or the 
targeted medication enrollment and which may be pro-
vided person-to-person or using telehealth technologies 
(as defined by the Secretary). 

(D) ASSESSMENT.—The prescription drug plan sponsor 
shall have in place a process to assess, at least on a quar-
terly basis, the medication use of individuals who are at 
risk but not enrolled in the medication therapy manage-
ment program, including individuals who have experienced 
a transition in care, if the prescription drug plan sponsor 
has access to that information. 
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(E) AUTOMATIC ENROLLMENT WITH ABILITY TO OPT-OUT.— 
The prescription drug plan sponsor shall have in place a 
process to— 

(i) subject to clause (ii), automatically enroll tar-
geted beneficiaries described in subparagraph (A)(ii), 
including beneficiaries identified under subparagraph 
(D), in the medication therapy management program 
required under this subsection; and 

(ii) permit such beneficiaries to opt-out of enrollment 
in such program. 

(E) DEVELOPMENT OF PROGRAM IN COOPERATION WITH LI-
CENSED PHARMACISTS.—Such program shall be developed 
in cooperation with licensed and practicing pharmacists 
and physicians. 

(F) COORDINATION WITH CARE MANAGEMENT PLANS.—The 
Secretary shall establish guidelines for the coordination of 
any medication therapy management program under this 
paragraph with respect to a targeted beneficiary with any 
care management plan established with respect to such 
beneficiary under a chronic care improvement program 
under section 1807. 

(G) CONSIDERATIONS IN PHARMACY FEES.—The PDP 
sponsor of a prescription drug plan shall take into account, 
in establishing fees for pharmacists and others providing 
services under such plan, the resources used, and time re-
quired to, implement the medication therapy management 
program under this paragraph. Each such sponsor shall 
disclose to the Secretary upon request the amount of any 
such management or dispensing fees. The provisions of 
section 1927(b)(3)(D) apply to information disclosed under 
this subparagraph. 

(3) REDUCING WASTEFUL DISPENSING OF OUTPATIENT PRE-
SCRIPTION DRUGS IN LONG-TERM CARE FACILITIES.—The Sec-
retary shall require PDP sponsors of prescription drug plans to 
utilize specific, uniform dispensing techniques, as determined 
by the Secretary, in consultation with relevant stakeholders 
(including representatives of nursing facilities, residents of 
nursing facilities, pharmacists, the pharmacy industry (includ-
ing retail and long-term care pharmacy), prescription drug 
plans, MA–PD plans, and any other stakeholders the Secretary 
determines appropriate), such as weekly, daily, or automated 
dose dispensing, when dispensing covered part D drugs to en-
rollees who reside in a long-term care facility in order to re-
duce waste associated with 30-day fills. 

(d) CONSUMER SATISFACTION SURVEYS.—In order to provide for 
comparative information under section 1860D–1(c)(3)(A)(v), the 
Secretary shall conduct consumer satisfaction surveys with respect 
to PDP sponsors and prescription drug plans in a manner similar 
to the manner such surveys are conducted for MA organizations 
and MA plans under part C. 

(e) ELECTRONIC PRESCRIPTION PROGRAM.— 
(1) APPLICATION OF STANDARDS.—As of such date as the Sec-

retary may specify, but not later than 1 year after the date of 
promulgation of final standards under paragraph (4)(D), pre-
scriptions and other information described in paragraph (2)(A) 
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for covered part D drugs prescribed for part D eligible individ-
uals that are transmitted electronically shall be transmitted 
only in accordance with such standards under an electronic 
prescription drug program that meets the requirements of 
paragraph (2). 

(2) PROGRAM REQUIREMENTS.—Consistent with uniform 
standards established under paragraph (3)— 

(A) PROVISION OF INFORMATION TO PRESCRIBING HEALTH 
CARE PROFESSIONAL AND DISPENSING PHARMACIES AND 
PHARMACISTS.—An electronic prescription drug program 
shall provide for the electronic transmittal to the pre-
scribing health care professional and to the dispensing 
pharmacy and pharmacist of the prescription and informa-
tion on eligibility and benefits (including the drugs in-
cluded in the applicable formulary, any tiered formulary 
structure, and any requirements for prior authorization) 
and of the following information with respect to the pre-
scribing and dispensing of a covered part D drug: 

(i) Information on the drug being prescribed or dis-
pensed and other drugs listed on the medication his-
tory, including information on drug-drug interactions, 
warnings or cautions, and, when indicated, dosage ad-
justments. 

(ii) Information on the availability of lower cost, 
therapeutically appropriate alternatives (if any) for 
the drug prescribed. 

(B) APPLICATION TO MEDICAL HISTORY INFORMATION.—Ef-
fective on and after such date as the Secretary specifies 
and after the establishment of appropriate standards to 
carry out this subparagraph, the program shall provide for 
the electronic transmittal in a manner similar to the man-
ner under subparagraph (A) of information that relates to 
the medical history concerning the individual and related 
to a covered part D drug being prescribed or dispensed, 
upon request of the professional or pharmacist involved. 

(C) LIMITATIONS.—Information shall only be disclosed 
under subparagraph (A) or (B) if the disclosure of such in-
formation is permitted under the Federal regulations (con-
cerning the privacy of individually identifiable health in-
formation) promulgated under section 264(c) of the Health 
Insurance Portability and Accountability Act of 1996. 

(D) TIMING.—To the extent feasible, the information ex-
changed under this paragraph shall be on an interactive, 
real-time basis. 

(3) STANDARDS.— 
(A) IN GENERAL.—The Secretary shall provide consistent 

with this subsection for the promulgation of uniform 
standards relating to the requirements for electronic pre-
scription drug programs under paragraph (2). 

(B) OBJECTIVES.—Such standards shall be consistent 
with the objectives of improving— 

(i) patient safety; 
(ii) the quality of care provided to patients; and 
(iii) efficiencies, including cost savings, in the deliv-

ery of care. 
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(C) DESIGN CRITERIA.—Such standards shall— 
(i) be designed so that, to the extent practicable, the 

standards do not impose an undue administrative bur-
den on prescribing health care professionals and dis-
pensing pharmacies and pharmacists; 

(ii) be compatible with standards established under 
part C of title XI, standards established under sub-
section (b)(2)(B)(i), and with general health informa-
tion technology standards; and 

(iii) be designed so that they permit electronic ex-
change of drug labeling and drug listing information 
maintained by the Food and Drug Administration and 
the National Library of Medicine. 

(D) PERMITTING USE OF APPROPRIATE MESSAGING.—Such 
standards shall allow for the messaging of information 
only if it relates to the appropriate prescribing of drugs, in-
cluding quality assurance measures and systems referred 
to in subsection (c)(1)(B). 

(E) PERMITTING PATIENT DESIGNATION OF DISPENSING 
PHARMACY.— 

(i) IN GENERAL.—Consistent with clause (ii), such 
standards shall permit a part D eligible individual to 
designate a particular pharmacy to dispense a pre-
scribed drug. 

(ii) NO CHANGE IN BENEFITS.—Clause (i) shall not be 
construed as affecting— 

(I) the access required to be provided to phar-
macies by a prescription drug plan; or 

(II) the application of any differences in benefits 
or payments under such a plan based on the phar-
macy dispensing a covered part D drug. 

(4) DEVELOPMENT, PROMULGATION, AND MODIFICATION OF 
STANDARDS.— 

(A) INITIAL STANDARDS.—Not later than September 1, 
2005, the Secretary shall develop, adopt, recognize, or 
modify initial uniform standards relating to the require-
ments for electronic prescription drug programs described 
in paragraph (2) taking into consideration the rec-
ommendations (if any) from the National Committee on 
Vital and Health Statistics (as established under section 
306(k) of the Public Health Service Act (42 U.S.C. 
242k(k))) under subparagraph (B). 

(B) ROLE OF NCVHS.—The National Committee on Vital 
and Health Statistics shall develop recommendations for 
uniform standards relating to such requirements in con-
sultation with the following: 

(i) Standard setting organizations (as defined in sec-
tion 1171(8)) 

(ii) Practicing physicians. 
(iii) Hospitals. 
(iv) Pharmacies. 
(v) Practicing pharmacists. 
(vi) Pharmacy benefit managers. 
(vii) State boards of pharmacy. 
(viii) State boards of medicine. 
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(ix) Experts on electronic prescribing. 
(x) Other appropriate Federal agencies. 

(C) PILOT PROJECT TO TEST INITIAL STANDARDS.— 
(i) IN GENERAL.—During the 1-year period that be-

gins on January 1, 2006, the Secretary shall conduct 
a pilot project to test the initial standards developed 
under subparagraph (A) prior to the promulgation of 
the final uniform standards under subparagraph (D) 
in order to provide for the efficient implementation of 
the requirements described in paragraph (2). 

(ii) EXCEPTION.—Pilot testing of standards is not re-
quired under clause (i) where there already is ade-
quate industry experience with such standards, as de-
termined by the Secretary after consultation with ef-
fected standard setting organizations and industry 
users. 

(iii) VOLUNTARY PARTICIPATION OF PHYSICIANS AND 
PHARMACIES.—In order to conduct the pilot project 
under clause (i), the Secretary shall enter into agree-
ments with physicians, physician groups, pharmacies, 
hospitals, PDP sponsors, MA organizations, and other 
appropriate entities under which health care profes-
sionals electronically transmit prescriptions to dis-
pensing pharmacies and pharmacists in accordance 
with such standards. 

(iv) EVALUATION AND REPORT.— 
(I) EVALUATION.—The Secretary shall conduct 

an evaluation of the pilot project conducted under 
clause (i). 

(II) REPORT TO CONGRESS.—Not later than April 
1, 2007, the Secretary shall submit to Congress a 
report on the evaluation conducted under sub-
clause (I). 

(D) FINAL STANDARDS.—Based upon the evaluation of the 
pilot project under subparagraph (C)(iv)(I) and not later 
than April 1, 2008, the Secretary shall promulgate uniform 
standards relating to the requirements described in para-
graph (2). 

(5) RELATION TO STATE LAWS.—The standards promulgated 
under this subsection shall supersede any State law or regula-
tion that— 

(A) is contrary to the standards or restricts the ability 
to carry out this part; and 

(B) pertains to the electronic transmission of medication 
history and of information on eligibility, benefits, and pre-
scriptions with respect to covered part D drugs under this 
part. 

(6) ESTABLISHMENT OF SAFE HARBOR.—The Secretary, in con-
sultation with the Attorney General, shall promulgate regula-
tions that provide for a safe harbor from sanctions under para-
graphs (1) and (2) of section 1128B(b) and an exception to the 
prohibition under subsection (a)(1) of section 1877 with respect 
to the provision of nonmonetary remuneration (in the form of 
hardware, software, or information technology and training 
services) necessary and used solely to receive and transmit 
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electronic prescription information in accordance with the 
standards promulgated under this subsection— 

(A) in the case of a hospital, by the hospital to members 
of its medical staff; 

(B) in the case of a group practice (as defined in section 
1877(h)(4)), by the practice to prescribing health care pro-
fessionals who are members of such practice; and 

(C) in the case of a PDP sponsor or MA organization, by 
the sponsor or organization to pharmacists and phar-
macies participating in the network of such sponsor or or-
ganization, and to prescribing health care professionals. 

(f) GRIEVANCE MECHANISM.—Each PDP sponsor shall provide 
meaningful procedures for hearing and resolving grievances be-
tween the sponsor (including any entity or individual through 
which the sponsor provides covered benefits) and enrollees with 
prescription drug plans of the sponsor under this part in accord-
ance with section 1852(f). 

(g) COVERAGE DETERMINATIONS AND RECONSIDERATIONS.— 
(1) APPLICATION OF COVERAGE DETERMINATION AND RECON-

SIDERATION PROVISIONS.—A PDP sponsor shall meet the re-
quirements of paragraphs (1) through (3) of section 1852(g) 
with respect to covered benefits under the prescription drug 
plan it offers under this part in the same manner as such re-
quirements apply to an MA organization with respect to bene-
fits it offers under an MA plan under part C. 

(2) REQUEST FOR A DETERMINATION FOR THE TREATMENT OF 
TIERED FORMULARY DRUG.—In the case of a prescription drug 
plan offered by a PDP sponsor that provides for tiered cost- 
sharing for drugs included within a formulary and provides 
lower cost-sharing for preferred drugs included within the for-
mulary, a part D eligible individual who is enrolled in the plan 
may request an exception to the tiered cost-sharing structure. 
Under such an exception, a nonpreferred drug could be covered 
under the terms applicable for preferred drugs if the pre-
scribing physician determines that the preferred drug for treat-
ment of the same condition either would not be as effective for 
the individual or would have adverse effects for the individual 
or both. A PDP sponsor shall have an exceptions process under 
this paragraph consistent with guidelines established by the 
Secretary for making a determination with respect to such a 
request. Denial of such an exception shall be treated as a cov-
erage denial for purposes of applying subsection (h). 

(h) APPEALS.— 
(1) IN GENERAL.—Subject to paragraph (2), a PDP sponsor 

shall meet the requirements of paragraphs (4) and (5) of sec-
tion 1852(g) with respect to benefits (including a determination 
related to the application of tiered cost-sharing described in 
subsection (g)(2)) in a manner similar (as determined by the 
Secretary) to the manner such requirements apply to an MA 
organization with respect to benefits under the original medi-
care fee-for-service program option it offers under an MA plan 
under part C. In applying this paragraph only the part D eligi-
ble individual shall be entitled to bring such an appeal. 

(2) LIMITATION IN CASES ON NONFORMULARY DETERMINA-
TIONS.—A part D eligible individual who is enrolled in a pre-
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scription drug plan offered by a PDP sponsor may appeal 
under paragraph (1) a determination not to provide for cov-
erage of a covered part D drug that is not on the formulary 
under the plan only if the prescribing physician determines 
that all covered part D drugs on any tier of the formulary for 
treatment of the same condition would not be as effective for 
the individual as the nonformulary drug, would have adverse 
effects for the individual, or both. 

(3) TREATMENT OF NONFORMULARY DETERMINATIONS.—If a 
PDP sponsor determines that a plan provides coverage for a 
covered part D drug that is not on the formulary of the plan, 
the drug shall be treated as being included on the formulary 
for purposes of section 1860D–2(b)(4)(C)(i). 

(i) PRIVACY, CONFIDENTIALITY, AND ACCURACY OF ENROLLEE 
RECORDS.—The provisions of section 1852(h) shall apply to a PDP 
sponsor and prescription drug plan in the same manner as it ap-
plies to an MA organization and an MA plan. 

(j) TREATMENT OF ACCREDITATION.—Subparagraph (A) of section 
1852(e)(4) (relating to treatment of accreditation) shall apply to a 
PDP sponsor under this part with respect to the following require-
ments, in the same manner as it applies to an MA organization 
with respect to the requirements in subparagraph (B) (other than 
clause (vii) thereof) of such section: 

(1) Subsection (b) of this section (relating to access to covered 
part D drugs). 

(2) Subsection (c) of this section (including quality assurance 
and medication therapy management). 

(3) Subsection (i) of this section (relating to confidentiality 
and accuracy of enrollee records). 

(k) PUBLIC DISCLOSURE OF PHARMACEUTICAL PRICES FOR EQUIVA-
LENT DRUGS.— 

(1) IN GENERAL.—A PDP sponsor offering a prescription drug 
plan shall provide that each pharmacy that dispenses a cov-
ered part D drug shall inform an enrollee of any differential 
between the price of the drug to the enrollee and the price of 
the lowest priced generic covered part D drug under the plan 
that is therapeutically equivalent and bioequivalent and avail-
able at such pharmacy. 

(2) TIMING OF NOTICE.— 
(A) IN GENERAL.—Subject to subparagraph (B), the infor-

mation under paragraph (1) shall be provided at the time 
of purchase of the drug involved, or, in the case of dis-
pensing by mail order, at the time of delivery of such drug. 

(B) WAIVER.—The Secretary may waive subparagraph 
(A) in such circumstances as the Secretary may specify. 

(l) REQUIREMENTS WITH RESPECT TO SALES AND MARKETING AC-
TIVITIES.—The following provisions shall apply to a PDP sponsor 
(and the agents, brokers, and other third parties representing such 
sponsor) in the same manner as such provisions apply to a Medi-
care Advantage organization (and the agents, brokers, and other 
third parties representing such organization): 

(1) The prohibition under section 1851(h)(4)(C) on conducting 
activities described in section 1851(j)(1). 
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(2) The requirement under section 1851(h)(4)(D) to conduct 
activities described in section 1851(j)(2) in accordance with the 
limitations established under such subsection. 

(3) The inclusion of the plan type in the plan name under 
section 1851(h)(6). 

(4) The requirements regarding the appointment of agents 
and brokers and compliance with State information requests 
under subparagraphs (A) and (B), respectively, of section 
1851(h)(7). 

* * * * * * * 

Subpart 5—Definitions and Miscellaneous Provisions 

* * * * * * * 

MISCELLANEOUS PROVISIONS 

SEC. 1860D–42. (a) ACCESS TO COVERAGE IN TERRITORIES.—The 
Secretary may waive such requirements of this part, including sec-
tion 1860D–3(a)(1), insofar as the Secretary determines it is nec-
essary to secure access to qualified prescription drug coverage for 
part D eligible individuals residing in a State (other than the 50 
States and the District of Columbia). 

(b) APPLICATION OF DEMONSTRATION AUTHORITY.—The provisions 
of section 402 of the Social Security Amendments of 1967 (Public 
Law 90–248) shall apply with respect to this part and part C in the 
same manner it applies with respect to parts A and B, except that 
any reference with respect to a Trust Fund in relation to an experi-
ment or demonstration project relating to prescription drug cov-
erage under this part shall be deemed a reference to the Medicare 
Prescription Drug Account within the Federal Supplementary Med-
ical Insurance Trust Fund. 

(c) COVERAGE GAP REBATE FOR 2010.— 
(1) IN GENERAL.—In the case of an individual described in 

subparagraphs (A) through (D) of section 1860D–14A(g)(1) who 
as of the last day of a calendar quarter in 2010 has incurred 
costs for covered part D drugs so that the individual has ex-
ceeded the initial coverage limit under section 1860D–2(b)(3) 
for 2010, the Secretary shall provide for payment from the 
Medicare Prescription Drug Account of $250 to the individual 
by not later than the 15th day of the third month following the 
end of such quarter. 

(2) LIMITATION.—The Secretary shall provide only 1 payment 
under this subsection with respect to any individual. 

* * * * * * * 

PART E—MISCELLANEOUS PROVISIONS 

DEFINITIONS OF SERVICES, INSTITUTIONS, ETC. 

SEC. 1861. For purposes of this title— 

Spell of Illness 

(a) The term ‘‘spell of illness’’ with respect to any individual 
means a period of consecutive days— 
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(1) beginning with the first day (not included in a previous 
spell of illness) (A) on which such individual is furnished inpa-
tient hospital services, inpatient critical access hospital serv-
ices or extended care services, and (B) which occurs in a month 
for which he is entitled to benefits under part A, and 

(2) ending with the close of the first period of 60 consecutive 
days thereafter on each of which he is neither an inpatient of 
a hospital or critical access hospital nor an inpatient of a facil-
ity described in section 1819(a)(1) or subsection (y)(1). 

Inpatient Hospital Services 

(b) The term ‘‘inpatient hospital services’’ means the following 
items and services furnished to an inpatient of a hospital and (ex-
cept as provided in paragraph (3)) by the hospital— 

(1) bed and board; 
(2) such nursing services and other related services, such use 

of hospital facilities, and such medical social services as are or-
dinarily furnished by the hospital for the care and treatment 
of inpatients, and such drugs, biologicals, supplies, appliances, 
and equipment, for use in the hospital, as are ordinarily fur-
nished by such hospital for the care and treatment of inpa-
tients; and 

(3) such other diagnostic or therapeutic items or services, 
furnished by the hospital or by others under arrangements 
with them made by the hospital, as are ordinarily furnished to 
inpatients either by such hospital or by others under such ar-
rangements; 

excluding, however— 
(4) medical or surgical services provided by a physician, resi-

dent, or intern, services described by subsection (s)(2)(K), cer-
tified nurse-midwife services, qualified psychologist services, 
and services of a certified registered nurse anesthetist; and 

(5) the services of a private-duty nurse or other private-duty 
attendant. 

Paragraph (4) shall not apply to services provided in a hospital 
by— 

(6) an intern or a resident-in-training under a teaching pro-
gram approved by the Council on Medical Education of the 
American Medical Association or, in the case of an osteopathic 
hospital, approved by the Committee on Hospitals of the Bu-
reau of Professional Education of the American Osteopathic 
Association, or, in the case of services in a hospital or osteo-
pathic hospital by an intern or resident-in-training in the field 
of dentistry, approved by the Council on Dental Education of 
the American Dental Association, or in the case of services in 
a hospital or osteopathic hospital by an intern or resident-in- 
training in the field of podiatry, approved by the Council on 
Podiatric Medical Education of the American Podiatric Medical 
Association; or 

(7) a physician where the hospital has a teaching program 
approved as specified in paragraph (6), if (A) the hospital elects 
to receive any payment due under this title for reasonable 
costs of such services, and (B) all physicians in such hospital 
agree not to bill charges for professional services rendered in 
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such hospital to individuals covered under the insurance pro-
gram established by this title. 

Inpatient Psychiatric Hospital Services 

(c) The term ‘‘inpatient psychiatric hospital services’’ means inpa-
tient hospital services furnished to an inpatient of a psychiatric 
hospital. 

Supplier 

(d) The term ‘‘supplier’’ means, unless the context otherwise re-
quires, a physician or other practitioner, a facility, or other entity 
(other than a provider of services) that furnishes items or services 
under this title. 

Hospital 

(e) The term ‘‘hospital’’ (except for purposes of sections 1814(d), 
1814(f), and 1835(b), subsection (a)(2) of this section, paragraph (7) 
of this subsection, and subsection (i) of this section) means an insti-
tution which— 

(1) is primarily engaged in providing, by or under the super-
vision of physicians, to inpatients (A) diagnostic services and 
therapeutic services for medical diagnosis, treatment, and care 
of injured, disabled, or sick persons, or (B) rehabilitation serv-
ices for the rehabilitation of injured, disabled, or sick persons; 

(2) maintains clinical records on all patients; 
(3) has bylaws in effect with respect to its staff of physicians; 
(4) has a requirement that every patient with respect to 

whom payment may be made under this title must be under 
the care of a physician, except that a patient receiving quali-
fied psychologist services (as defined in subsection (ii)) may be 
under the care of a clinical psychologist with respect to such 
services to the extent permitted under State law; 

(5) provides 24-hour nursing service rendered or supervised 
by a registered professional nurse, and has a licensed practical 
nurse or registered professional nurse on duty at all times; ex-
cept that until January 1, 1979, the Secretary is authorized to 
waive the requirement of this paragraph for any one-year pe-
riod with respect to any institution, insofar as such require-
ment relates to the provision of twenty-four-hour nursing serv-
ice rendered or supervised by a registered professional nurse 
(except that in any event a registered professional nurse must 
be present on the premises to render or supervise the nursing 
service provided, during at least the regular daytime shift), 
where immediately preceding such one-year period he finds 
that— 

(A) such institution is located in a rural area and the 
supply of hospital services in such area is not sufficient to 
meet the needs of individuals residing therein, 

(B) the failure of such institution to qualify as a hospital 
would seriously reduce the availability of such services to 
such individuals, and 

(C) such institution has made and continues to make a 
good faith effort to comply with this paragraph, but such 
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compliance is impeded by the lack of qualified nursing per-
sonnel in such area; 

(6)(A) has in effect a hospital utilization review plan which 
meets the requirements of subsection (k) and (B) has in place 
a discharge planning process that meets the requirements of 
subsection (ee); 

(7) in the case of an institution in any State in which State 
or applicable local law provides for the licensing of hospitals, 
(A) is licensed pursuant to such law or (B) is approved, by the 
agency of such State or locality responsible for licensing hos-
pitals, as meeting the standards established for such licensing; 

(8) has in effect an overall plan and budget that meets the 
requirements of subsection (z); and 

(9) meets such other requirements as the Secretary finds 
necessary in the interest of the health and safety of individuals 
who are furnished services in the institution. 

For purposes of subsection (a)(2), such term includes any institu-
tion which meets the requirements of paragraph (1) of this sub-
section. For purposes of sections 1814(d) and 1835(b) (including de-
termination of whether an individual received inpatient hospital 
services or diagnostic services for purposes of such sections), sec-
tion 1814(f)(2), and subsection (i) of this section, such term includes 
any institution which (i) meets the requirements of paragraphs (5) 
and (7) of this subsection, (ii) is not primarily engaged in providing 
the services described in section 1861(j)(1)(A) and (iii) is primarily 
engaged in providing, by or under the supervision of individuals re-
ferred to in paragraph (1) of section 1861(r), to inpatients diag-
nostic services and therapeutic services for medical diagnosis, 
treatment, and care of injured, disabled, or sick persons, or reha-
bilitation services for the rehabilitation of injured, disabled, or sick 
persons. For purposes of section 1814(f)(1), such term includes an 
institution which (i) is a hospital for purposes of sections 1814(d), 
1814(f)(2), and 1835(b) and (ii) is accredited by a national accredi-
tation body recognized by the Secretary under section 1865(a), or 
is accredited by or approved by a program of the country in which 
such institution is located if the Secretary finds the accreditation 
or comparable approval standards of such program to be essentially 
equivalent to those of such a national accreditation body.. Notwith-
standing the preceding provisions of this subsection, such term 
shall not, except for purposes of subsection (a)(2), include any insti-
tution which is primarily for the care and treatment of mental dis-
eases unless it is a psychiatric hospital (as defined in subsection 
(f)). The term ‘‘hospital’’ also includes a religious nonmedical health 
care institution (as defined in subsection (ss)(1)), but only with re-
spect to items and services ordinarily furnished by such institution 
to inpatients, and payment may be made with respect to services 
provided by or in such an institution only to such extent and under 
such conditions, limitations, and requirements (in addition to or in 
lieu of the conditions, limitations, and requirements otherwise ap-
plicable) as may be provided in regulations consistent with section 
1821. For provisions deeming certain requirements of this sub-
section to be met in the case of accredited institutions, see section 
1865. The term ‘‘hospital’’ also includes a facility of fifty beds or 
less which is located in an area determined by the Secretary to 
meet the definition relating to a rural area described in subpara-
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graph (A) of paragraph (5) of this subsection and which meets the 
other requirements of this subsection, except that— 

(A) with respect to the requirements for nursing services ap-
plicable after December 31, 1978, such requirements shall pro-
vide for temporary waiver of the requirements, for such period 
as the Secretary deems appropriate, where (i) the facility’s fail-
ure to fully comply with the requirements is attributable to a 
temporary shortage of qualified nursing personnel in the area 
in which the facility is located, (ii) a registered professional 
nurse is present on the premises to render or supervise the 
nursing service provided during at least the regular daytime 
shift, and (iii) the Secretary determines that the employment 
of such nursing personnel as are available to the facility during 
such temporary period will not adversely affect the health and 
safety of patients; 

(B) with respect to the health and safety requirements pro-
mulgated under paragraph (9), such requirements shall be ap-
plied by the Secretary to a facility herein defined in such man-
ner as to assure that personnel requirements take into account 
the availability of technical personnel and the educational op-
portunities for technical personnel in the area in which such 
facility is located, and the scope of services rendered by such 
facility; and the Secretary, by regulations, shall provide for the 
continued participation of such a facility where such personnel 
requirements are not fully met, for such period as the Sec-
retary determines that (i) the facility is making good faith ef-
forts to fully comply with the personnel requirements, (ii) the 
employment by the facility of such personnel as are available 
to the facility will not adversely affect the health and safety of 
patients, and (iii) if the Secretary has determined that because 
of the facility’s waiver under this subparagraph the facility 
should limit its scope of services in order not to adversely af-
fect the health and safety of the facility’s patients, the facility 
is so limiting the scope of services it provides; and 

(C) with respect to the fire and safety requirements promul-
gated under paragraph (9), the Secretary (i) may waive, for 
such period as he deems appropriate, specific provisions of 
such requirements which if rigidly applied would result in un-
reasonable hardship for such a facility and which, if not ap-
plied, would not jeopardize the health and safety of patients, 
and (ii) may accept a facility’s compliance with all applicable 
State codes relating to fire and safety in lieu of compliance 
with the fire and safety requirements promulgated under para-
graph (9), if he determines that such State has in effect fire 
and safety codes, imposed by State law, which adequately pro-
tect patients. 

The term ‘‘hospital’’ does not include, unless the context otherwise 
requires, a critical access hospital (as defined in section 
1861(mm)(1)). 

Psychiatric Hospital 

(f) The term ‘‘psychiatric hospital’’ means an institution which— 
(1) is primarily engaged in providing, by or under the super-

vision of a physician, psychiatric services for the diagnosis and 
treatment of mentally ill persons; 
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(2) satisfies the requirements of paragraphs (3) through (9) 
of subsection (e); 

(3) maintains clinical records on all patients and maintains 
such records as the Secretary finds to be necessary to deter-
mine the degree and intensity of the treatment provided to in-
dividuals entitled to hospital insurance benefits under part A; 
and 

(4) meets such staffing requirements as the Secretary finds 
necessary for the institution to carry out an active program of 
treatment for individuals who are furnished services in the in-
stitution. 

In the case of an institution which satisfies paragraphs (1) and (2) 
of the preceding sentence and which contains a distinct part which 
also satisfies paragraphs (3) and (4) of such sentence, such distinct 
part shall be considered to be a ‘‘psychiatric hospital’’. 

Outpatient Occupational Therapy Services 

(g) The term ‘‘outpatient occupational therapy services’’ has the 
meaning given the term ‘‘outpatient physical therapy services’’ in 
subsection (p), except that ‘‘occupational’’ shall be substituted for 
‘‘physical’’ each place it appears therein. 

Extended Care Services 

(h) The term ‘‘extended care services’’ means the following items 
and services furnished to an inpatient of a skilled nursing facility 
and (except as provided in paragraphs (3), (6) and (7)) by such 
skilled nursing facility— 

(1) nursing care provided by or under the supervision of a 
registered professional nurse; 

(2) bed and board in connection with the furnishing of such 
nursing care; 

(3) physical or occupational therapy or speech-language pa-
thology services furnished by the skilled nursing facility or by 
others under arrangements with them made by the facility; 

(4) medical social services; 
(5) such drugs, biologicals, supplies, appliances, and equip-

ment, furnished for use in the skilled nursing facility, as are 
ordinarily furnished by such facility for the care and treatment 
of inpatients; 

(6) medical services provided by an intern or resident-in- 
training of a hospital with which the facility has in effect a 
transfer agreement (meeting the requirements of subsection 
(l)), under a teaching program of such hospital approved as 
provided in the last sentence of subsection (b), and other diag-
nostic or therapeutic services provided by a hospital with 
which the facility has such an agreement in effect; and 

(7) such other services necessary to the health of the patients 
as are generally provided by skilled nursing facilities, or by 
others under arrangements with them made by the facility; 

excluding, however, any item or service if it would not be included 
under subsection (b) if furnished to an inpatient of a hospital. 
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Post-Hospital Extended Care Services 

(i) The term ‘‘post-hospital extended care services’’ means ex-
tended care services furnished an individual after transfer from a 
hospital in which he was an inpatient for not less than 3 consecu-
tive days before his discharge from the hospital in connection with 
such transfer. For purposes of the preceding sentence, items and 
services shall be deemed to have been furnished to an individual 
after transfer from a hospital, and he shall be deemed to have been 
an inpatient in the hospital immediately before transfer therefrom, 
if he is admitted to the skilled nursing facility (A) within 30 days 
after discharge from such hospital, or (B) within such time as it 
would be medically appropriate to begin an active course of treat-
ment, in the case of an individual whose condition is such that 
skilled nursing facility care would not be medically appropriate 
within 30 days after discharge from a hospital; and an individual 
shall be deemed not to have been discharged from a skilled nursing 
facility if, within 30 days after discharge therefrom, he is admitted 
to such facility or any other skilled nursing facility. 

Skilled Nursing Facility 

(j) The term ‘‘skilled nursing facility’’ has the meaning given such 
term in section 1819(a). 

Utilization Review 

(k) A utilization review plan of a hospital or skilled nursing facil-
ity shall be considered sufficient if it is applicable to services fur-
nished by the institution to individuals entitled to insurance bene-
fits under this title and if it provides— 

(1) for the review, on a sample or other basis, of admissions 
to the institution, the duration of stays therein, and the profes-
sional services (including drugs and biologicals) furnished, (A) 
with respect to the medical necessity of the services, and (B) 
for the purpose of promoting the most efficient use of available 
health facilities and services; 

(2) for such review to be made by either (A) a staff com-
mittee of the institution composed of two or more physicians (of 
which at least two must be physicians described in subsection 
(r)(1) of this section), with or without participation of other 
professional personnel, or (B) a group outside the institution 
which is similarly composed and (i) which is established by the 
local medical society and some or all of the hospitals and 
skilled nursing facilities in the locality, or (ii) if (and for as 
long as) there has not been established such a group which 
serves such institution, which is established in such other 
manner as may be approved by the Secretary; 

(3) for such review, in each case of inpatient hospital services 
or extended care services furnished to such an individual dur-
ing a continuous period of extended duration, as of such days 
of such period (which may differ for different classes of cases) 
as may be specified in regulations, with such review to be 
made as promptly as possible, after each day so specified, and 
in no event later than one week following such day; and 

(4) for prompt notification to the institution, the individual, 
and his attending physician of any finding (made after oppor-
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tunity for consultation to such attending physician) by the phy-
sician members of such committee or group that any further 
stay in the institution is not medically necessary. 

The review committee must be composed as provided in clause (B) 
of paragraph (2) rather than as provided in clause (A) of such para-
graph in the case of any hospital or skilled nursing facility where, 
because of the small size of the institution, or (in the case of a 
skilled nursing facility) because of lack of an organized medical 
staff, or for such other reason or reasons as may be included in reg-
ulations, it is impracticable for the institution to have a properly 
functioning staff committee for the purposes of this subsection. If 
the Secretary determines that the utilization review procedures es-
tablished pursuant to title XIX are superior in their effectiveness 
to the procedures required under this section, he may, to the extent 
that he deems it appropriate, require for purposes of this title that 
the procedures established pursuant to title XIX be utilized instead 
of the procedures required by this section. 

Agreements for Transfer Between Skilled Nursing Facilities and 
Hospitals 

(l) A hospital and a skilled nursing facility shall be considered to 
have a transfer agreement in effect if, by reason of a written agree-
ment between them or (in case the two institutions are under com-
mon control) by reason of a written undertaking by the person or 
body which controls them, there is reasonable assurance that— 

(1) transfer of patients will be effected between the hospital 
and the skilled nursing facility whenever such transfer is 
medically appropriate as determined by the attending physi-
cian; and 

(2) there will be interchange of medical and other informa-
tion necessary or useful in the care and treatment of individ-
uals transferred between the institutions, or in determining 
whether such individuals can be adequately cared for other-
wise than in either of such institutions. 

Any skilled nursing facility which does not have such an agreement 
in effect, but which is found by a State agency (of the State in 
which such facility is situated) with which an agreement under sec-
tion 1864 is in effect (or, in the case of a State in which no such 
agency has an agreement under section 1864, by the Secretary) to 
have attempted in good faith to enter into such an agreement with 
a hospital sufficiently close to the facility to make feasible the 
transfer between them of patients and the information referred to 
in paragraph (2), shall be considered to have such an agreement in 
effect if and for so long as such agency (or the Secretary, as the 
case may be) finds that to do so is in the public interest and essen-
tial to assuring extended care services for persons in the commu-
nity who are eligible for payments with respect to such services 
under this title. 

Home Health Services 

(m) The term ‘‘home health services’’ means the following items 
and services furnished to an individual, who is under the care of 
a physician, by a home health agency or by others under arrange-
ments with them made by such agency, under a plan (for fur-
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nishing such items and services to such individual) established and 
periodically reviewed by a physician, which items and services are, 
except as provided in paragraph (7), provided on a visiting basis in 
a place of residence used as such individual’s home— 

(1) part-time or intermittent nursing care provided by or 
under the supervision of a registered professional nurse; 

(2) physical or occupational therapy or speech-language pa-
thology services; 

(3) medical social services under the direction of a physician; 
(4) to the extent permitted in regulations, part-time or inter-

mittent services of a home health aide who has successfully 
completed a training program approved by the Secretary; 

(5) medical supplies (including catheters, catheter supplies, 
ostomy bags, and supplies related to ostomy care, and a cov-
ered osteoporosis drug (as defined in subsection (kk)), but ex-
cluding other drugs and biologicals) and durable medical equip-
ment while under such a plan; 

(6) in the case of a home health agency which is affiliated 
or under common control with a hospital, medical services pro-
vided by an intern or resident-in-training of such hospital, 
under a teaching program of such hospital approved as pro-
vided in the last sentence of subsection (b); and 

(7) any of the foregoing items and services which are pro-
vided on an outpatient basis, under arrangements made by the 
home health agency, at a hospital or skilled nursing facility, or 
at a rehabilitation center which meets such standards as may 
be prescribed in regulations, and— 

(A) the furnishing of which involves the use of equip-
ment of such a nature that the items and services cannot 
readily be made available to the individual in such place 
of residence, or 

(B) which are furnished at such facility while he is there 
to receive any such item or service described in clause (A), 

but not including transportation of the individual in connection 
with any such item or service; 

excluding, however, any item or service if it would not be included 
under subsection (b) if furnished to an inpatient of a hospital. For 
purposes of paragraphs (1) and (4), the term ‘‘part-time or intermit-
tent services’’ means skilled nursing and home health aide services 
furnished any number of days per week as long as they are fur-
nished (combined) less than 8 hours each day and 28 or fewer 
hours each week (or, subject to review on a case-by-case basis as 
to the need for care, less than 8 hours each day and 35 or fewer 
hours per week). For purposes of sections 1814(a)(2)(C) and 
1835(a)(2)(A), ‘‘intermittent’’ means skilled nursing care that is ei-
ther provided or needed on fewer than 7 days each week, or less 
than 8 hours of each day for periods of 21 days or less (with exten-
sions in exceptional circumstances when the need for additional 
care is finite and predictable). 

Durable Medical Equipment 

(n) The term ‘‘durable medical equipment’’ includes iron lungs, 
oxygen tents, hospital beds, and wheelchairs (which may include a 
power-operated vehicle that may be appropriately used as a wheel-
chair, but only where the use of such a vehicle is determined to be 
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necessary on the basis of the individual’s medical and physical con-
dition and the vehicle meets such safety requirements as the Sec-
retary may prescribe) used in the patient’s home (including an in-
stitution used as his home other than an institution that meets the 
requirements of subsection (e)(1) of this section or section 
1819(a)(1)), whether furnished on a rental basis or purchased, and 
includes blood-testing strips and blood glucose monitors for individ-
uals with diabetes without regard to whether the individual has 
Type I or Type II diabetes or to the individual’s use of insulin (as 
determined under standards established by the Secretary in con-
sultation with the appropriate organizations); except that such 
term does not include such equipment furnished by a supplier who 
has used, for the demonstration and use of specific equipment, an 
individual who has not met such minimum training standards as 
the Secretary may establish with respect to the demonstration and 
use of such specific equipment. With respect to a seat-lift chair, 
such term includes only the seat-lift mechanism and does not in-
clude the chair. 

Home Health Agency 

(o) The term ‘‘home health agency’’ means a public agency or pri-
vate organization, or a subdivision of such an agency or organiza-
tion, which— 

(1) is primarily engaged in providing skilled nursing services 
and other therapeutic services; 

(2) has policies, established by a group of professional per-
sonnel (associated with the agency or organization), including 
one or more physicians and one or more registered professional 
nurses, to govern the services (referred to in paragraph (1)) 
which it provides, and provides for supervision of such services 
by a physician or registered professional nurse; 

(3) maintains clinical records on all patients; 
(4) in the case of an agency or organization in any State in 

which State or applicable local law provides for the licensing 
of agencies or organizations of this nature, (A) is licensed pur-
suant to such law, or (B) is approved, by the agency of such 
State or locality responsible for licensing agencies or organiza-
tions of this nature, as meeting the standards established for 
such licensing; 

(5) has in effect an overall plan and budget that meets the 
requirements of subsection (z); 

(6) meets the conditions of participation specified in section 
1891(a) and such other conditions of participation as the Sec-
retary may find necessary in the interest of the health and 
safety of individuals who are furnished services by such agency 
or organization; 

(7) provides the Secretary with a surety bond— 
(A) effective for a period of 4 years (as specified by the 

Secretary) or in the case of a change in the ownership or 
control of the agency (as determined by the Secretary) dur-
ing or after such 4-year period, an additional period of 
time that the Secretary determines appropriate, such addi-
tional period not to exceed 4 years from the date of such 
change in ownership or control; 

(B) in a form specified by the Secretary; and 
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(C) for a year in the period described in subparagraph 
(A) in an amount that is equal to the lesser of $50,000 or 
10 percent of the aggregate amount of payments to the 
agency under this title and title XIX for that year, as esti-
mated by the Secretary that the Secretary determines is 
commensurate with the volume of the billing of the home 
health agency; and 

(8) meets such additional requirements (including conditions 
relating to bonding or establishing of escrow accounts as the 
Secretary finds necessary for the financial security of the pro-
gram) as the Secretary finds necessary for the effective and ef-
ficient operation of the program; 

except that for purposes of part A such term shall not include any 
agency or organization which is primarily for the care and treat-
ment of mental diseases. The Secretary may waive the requirement 
of a surety bond under paragraph (7) in the case of an agency or 
organization that provides a comparable surety bond under State 
law. 

Outpatient Physical Therapy Services 

(p) The term ‘‘outpatient physical therapy services’’ means phys-
ical therapy services furnished by a provider of services, a clinic, 
rehabilitation agency, or a public health agency, or by others under 
an arrangement with, and under the supervision of, such provider, 
clinic, rehabilitation agency, or public health agency to an indi-
vidual as an outpatient— 

(1) who is under the care of a physician (as defined in para-
graph (1), (3), or (4) of section 1861(r)), and 

(2) with respect to whom a plan prescribing the type, 
amount, and duration of physical therapy services that are to 
be furnished such individual has been established by a physi-
cian (as so defined) or by a qualified physical therapist and is 
periodically reviewed by a physician (as so defined); 

excluding, however— 
(3) any item or service if it would not be included under sub-

section (b) if furnished to an inpatient of a hospital; and 
(4) any such service— 

(A) if furnished by a clinic or rehabilitation agency, or by 
others under arrangements with such clinic or agency, un-
less such clinic or rehabilitation agency— 

(i) provides an adequate program of physical ther-
apy services for outpatients and has the facilities and 
personnel required for such program or required for 
the supervision of such a program, in accordance with 
such requirements as the Secretary may specify, 

(ii) has policies, established by a group of profes-
sional personnel, including one or more physicians (as-
sociated with the clinic or rehabilitation agency) and 
one or more qualified physical therapists, to govern 
the services (referred to in clause (i)) it provides, 

(iii) maintains clinical records on all patients, 
(iv) if such clinic or agency is situated in a State in 

which State or applicable local law provides for the li-
censing of institutions of this nature, (I) is licensed 
pursuant to such law, or (II) is approved by the agency 
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of such State or locality responsible for licensing insti-
tutions of this nature, as meeting the standards estab-
lished for such licensing; and 

(v) meets such other conditions relating to the 
health and safety of individuals who are furnished 
services by such clinic or agency on an outpatient 
basis, as the Secretary may find necessary, and pro-
vides the Secretary on a continuing basis with a sur-
ety bond in a form specified by the Secretary and in 
an amount that is not less than $50,000, or 

(B) if furnished by a public health agency, unless such 
agency meets such other conditions relating to health and 
safety of individuals who are furnished services by such 
agency on an outpatient basis, as the Secretary may find 
necessary. 

The term ‘‘outpatient physical therapy services’’ also includes phys-
ical therapy services furnished an individual by a physical thera-
pist (in his office or in such individual’s home) who meets licensing 
and other standards prescribed by the Secretary in regulations, 
otherwise than under an arrangement with and under the super-
vision of a provider of services, clinic, rehabilitation agency, or pub-
lic health agency, if the furnishing of such services meets such con-
ditions relating to health and safety as the Secretary may find nec-
essary. In addition, such term includes physical therapy services 
which meet the requirements of the first sentence of this sub-
section except that they are furnished to an individual as an inpa-
tient of a hospital or extended care facility. Nothing in this sub-
section shall be construed as requiring, with respect to outpatients 
who are not entitled to benefits under this title, a physical thera-
pist to provide outpatient physical therapy services only to out-
patients who are under the care of a physician or pursuant to a 
plan of care established by a physician. The Secretary may waive 
the requirement of a surety bond under paragraph (4)(A)(v) in the 
case of a clinic or agency that provides a comparable surety bond 
under State law. 

Physicians’ Services 

(q) The term ‘‘physicians’ services’’ means professional services 
performed by physicians, including surgery, consultation, and 
home, office, and institutional calls (but not including services de-
scribed in subsection (b)(6)). 

Physician 

(r) The term ‘‘physician’’, when used in connection with the per-
formance of any function or action, means (1) a doctor of medicine 
or osteopathy legally authorized to practice medicine and surgery 
by the State in which he performs such function or action (includ-
ing a physician within the meaning of section 1101(a)(7)), (2) a doc-
tor of dental surgery or of dental medicine who is legally author-
ized to practice dentistry by the State in which he performs such 
function and who is acting within the scope of his license when he 
performs such functions, (3) a doctor of podiatric medicine for the 
purposes of subsections (k), (m), (p)(1), and (s) of this section and 
sections 1814(a), 1832(a)(2)(F)(ii), and 1835 but only with respect 
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to functions which he is legally authorized to perform as such by 
the State in which he performs them, (4) a doctor of optometry, but 
only for purposes of subsection (p)(1) and with respect to the provi-
sion of items or services described in subsection (s) which he is le-
gally authorized to perform as a doctor of optometry by the State 
in which he performs them, or (5) a chiropractor who is licensed 
as such by the State (or in a State which does not license chiro-
practors as such, is legally authorized to perform the services of a 
chiropractor in the jurisdiction in which he performs such services), 
and who meets uniform minimum standards promulgated by the 
Secretary, but only for the purpose of sections 1861(s)(1) and 
1861(s)(2)(A) and only with respect to treatment by means of man-
ual manipulation of the spine (to correct a subluxation) which he 
is legally authorized to perform by the State or jurisdiction in 
which such treatment is provided. For the purposes of section 
1862(a)(4) and subject to the limitations and conditions provided in 
the previous sentence, such term includes a doctor of one of the 
arts, specified in such previous sentence, legally authorized to prac-
tice such art in the country in which the inpatient hospital services 
(referred to in such section 1862(a)(4)) are furnished. 

Medical and Other Health Services 

(s) The term ‘‘medical and other health services’’ means any of 
the following items or services: 

(1) physicians’ services; 
(2)(A) services and supplies (including drugs and biologicals 

which are not usually self-administered by the patient) fur-
nished as an incident to a physician’s professional service, of 
kinds which are commonly furnished in physicians’ offices and 
are commonly either rendered without charge or included in 
the physicians’ bills (or would have been so included but for 
the application of section 1847B); 

(B) hospital services (including drugs and biologicals which 
are not usually self-administered by the patient) incident to 
physicians’ services rendered to outpatients and partial hos-
pitalization services incident to such services; 

(C) diagnostic services which are— 
(i) furnished to an individual as an outpatient by a hos-

pital or by others under arrangements with them made by 
a hospital, and 

(ii) ordinarily furnished by such hospital (or by others 
under such arrangements) to its outpatients for the pur-
pose of diagnostic study; 

(D) outpatient physical therapy services, outpatient speech- 
language pathology services, and outpatient occupational ther-
apy services; 

(E) rural health clinic services and Federally qualified health 
center services; 

(F) home dialysis supplies and equipment, self-care home di-
alysis support services, and institutional dialysis services and 
supplies, and, for items and services furnished on or after Jan-
uary 1, 2011, renal dialysis services (as defined in section 
1881(b)(14)(B)); 

(G) antigens (subject to quantity limitations prescribed in 
regulations by the Secretary) prepared by a physician, as de-
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fined in section 1861(r)(1), for a particular patient, including 
antigens so prepared which are forwarded to another qualified 
person (including a rural health clinic) for administration to 
such patient, from time to time, by or under the supervision 
of another such physician; 

(H)(i) services furnished pursuant to a contract under section 
1876 to a member of an eligible organization by a physician as-
sistant or by a nurse practitioner (as defined in subsection 
(aa)(5)) and such services and supplies furnished as an incident 
to his service to such a member as would otherwise be covered 
under this part if furnished by a physician or as an incident 
to a physician’s service; and 

(ii) services furnished pursuant to a risk-sharing contract 
under section 1876(g) to a member of an eligible organization 
by a clinical psychologist (as defined by the Secretary) or by a 
clinical social worker (as defined in subsection (hh)(2)), and 
such services and supplies furnished as an incident to such 
clinical psychologist’s services or clinical social worker’s serv-
ices to such a member as would otherwise be covered under 
this part if furnished by a physician or as an incident to a phy-
sician’s service; 

(I) blood clotting factors, for hemophilia patients competent 
to use such factors to control bleeding without medical or other 
supervision, and items related to the administration of such 
factors, subject to utilization controls deemed necessary by the 
Secretary for the efficient use of such factors; 

(J) prescription drugs used in immunosuppressive therapy 
furnished, to an individual who receives an organ transplant 
for which payment is made under this title; 

(K)(i) services which would be physicians’ services and serv-
ices described in subsections (ww)(1) and (hhh) if furnished by 
a physician (as defined in subsection (r)(1)) and which are per-
formed by a physician assistant (as defined in subsection 
(aa)(5)) under the supervision of a physician (as so defined) 
and which the physician assistant is legally authorized to per-
form by the State in which the services are performed, and 
such services and supplies furnished as incident to such serv-
ices as would be covered under subparagraph (A) if furnished 
incident to a physician’s professional service, but only if no fa-
cility or other provider charges or is paid any amounts with re-
spect to the furnishing of such services, 

(ii) services which would be physicians’ services and services 
described in subsections (ww)(1) and (hhh) if furnished by a 
physician (as defined in subsection (r)(1)) and which are per-
formed by a nurse practitioner or clinical nurse specialist (as 
defined in subsection (aa)(5)) working in collaboration (as de-
fined in subsection (aa)(6)) with a physician (as defined in sub-
section (r)(1)) which the nurse practitioner or clinical nurse 
specialist is legally authorized to perform by the State in which 
the services are performed, and such services and supplies fur-
nished as an incident to such services as would be covered 
under subparagraph (A) if furnished incident to a physician’s 
professional service, but only if no facility or other provider 
charges or is paid any amounts with respect to the furnishing 
of such services; 
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(L) certified nurse-midwife services; 
(M) qualified psychologist services; 
(N) clinical social worker services (as defined in subsection 

(hh)(2)); 
(O) erythropoietin for dialysis patients competent to use such 

drug without medical or other supervision with respect to the 
administration of such drug, subject to methods and standards 
established by the Secretary by regulation for the safe and ef-
fective use of such drug, and items related to the administra-
tion of such drug; 

(P) prostate cancer screening tests (as defined in subsection 
(oo)); 

(Q) an oral drug (which is approved by the Federal Food and 
Drug Administration) prescribed for use as an anticancer 
chemotherapeutic agent for a given indication, and containing 
an active ingredient (or ingredients), which is the same indica-
tion and active ingredient (or ingredients) as a drug which the 
carrier determines would be covered pursuant to subparagraph 
(A) or (B) if the drug could not be self-administered; 

(R) colorectal cancer screening tests (as defined in subsection 
(pp)); 

(S) diabetes outpatient self-management training services (as 
defined in subsection (qq)); 

(T) an oral drug (which is approved by the Federal Food and 
Drug Administration) prescribed for use as an acute anti-emet-
ic used as part of an anticancer chemotherapeutic regimen if 
the drug is administered by a physician (or as prescribed by a 
physician)— 

(i) for use immediately before, at, or within 48 hours 
after the time of the administration of the anticancer 
chemotherapeutic agent; and 

(ii) as a full replacement for the anti-emetic therapy 
which would otherwise be administered intravenously; 

(U) screening for glaucoma (as defined in subsection (uu)) for 
individuals determined to be at high risk for glaucoma, individ-
uals with a family history of glaucoma and individuals with di-
abetes; 

(V) medical nutrition therapy services (as defined in sub-
section (vv)(1)) in the case of a beneficiary with diabetes or a 
renal disease who— 

(i) has not received diabetes outpatient self-management 
training services within a time period determined by the 
Secretary; 

(ii) is not receiving maintenance dialysis for which pay-
ment is made under section 1881; and 

(iii) meets such other criteria determined by the Sec-
retary after consideration of protocols established by dieti-
tian or nutrition professional organizations; 

(W) an initial preventive physical examination (as defined in 
subsection (ww)); 

(X) cardiovascular screening blood tests (as defined in sub-
section (xx)(1)); 

(Y) diabetes screening tests (as defined in subsection (yy)); 
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(Z) intravenous immune globulin for the treatment of pri-
mary immune deficiency diseases in the home (as defined in 
subsection (zz)); 

(AA) ultrasound screening for abdominal aortic aneurysm (as 
defined in subsection (bbb)) for an individual— 

(i) who receives a referral for such an ultrasound screen-
ing as a result of an initial preventive physical examina-
tion (as defined in section 1861(ww)(1)); 

(ii) who has not been previously furnished such an 
ultrasound screening under this title; and 

(iii) who— 
(I) has a family history of abdominal aortic aneu-

rysm; or 
(II) manifests risk factors included in a beneficiary 

category recommended for screening by the United 
States Preventive Services Task Force regarding ab-
dominal aortic aneurysms; 

(BB) additional preventive services (described in subsection 
(ddd)(1)); 

(CC) items and services furnished under a cardiac reha-
bilitation program (as defined in subsection (eee)(1)) or 
under a pulmonary rehabilitation program (as defined in 
subsection (fff)(1)); 

(DD) items and services furnished under an intensive 
cardiac rehabilitation program (as defined in subsection 
(eee)(4)); 

(EE) kidney disease education services (as defined in sub-
section (ggg)); and 

(FF) personalized prevention plan services (as defined in 
subsection (hhh)); 

(3) diagnostic X-ray tests (including tests under the super-
vision of a physician, furnished in a place of residence used as 
the patient’s home, if the performance of such tests meets such 
conditions relating to health and safety as the Secretary may 
find necessary and including diagnostic mammography if con-
ducted by a facility that has a certificate (or provisional certifi-
cate) issued under section 354 of the Public Health Service 
Act), diagnostic laboratory tests, and other diagnostic tests; 

(4) X-ray, radium, and radioactive isotope therapy, including 
materials and services of technicians; 

(5) surgical dressings, and splints, casts, and other devices 
used for reduction of fractures and dislocations; 

(6) durable medical equipment; 
(7) ambulance service where the use of other methods of 

transportation is contraindicated by the individual’s condition, 
but, subject to section 1834(l)(14), only to the extent provided 
in regulations; 

(8) prosthetic devices (other than dental) which replace all or 
part of an internal body organ (including colostomy bags and 
supplies directly related to colostomy care), including replace-
ment of such devices, and including one pair of conventional 
eyeglasses or contact lenses furnished subsequent to each cata-
ract surgery with insertion of an intraocular lens; 
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(9) leg, arm, back, and neck braces, and artificial legs, arms, 
and eyes, including replacements if required because of a 
change in the patient’s physical condition; 

(10)(A) pneumococcal vaccine and its administration and, 
subject to section 4071(b) of the Omnibus Budget Reconcili-
ation Act of 1987, influenza vaccine and its administration; 
and 

(B) hepatitis B vaccine and its administration, furnished to 
an individual who is at high or intermediate risk of contracting 
hepatitis B (as determined by the Secretary under regulations); 

(11) services of a certified registered nurse anesthetist (as 
defined in subsection (bb)); 

(12) subject to section 4072(e) of the Omnibus Budget Rec-
onciliation Act of 1987, extra-depth shoes with inserts or cus-
tom molded shoes with inserts for an individual with diabetes, 
if— 

(A) the physician who is managing the individual’s dia-
betic condition (i) documents that the individual has pe-
ripheral neuropathy with evidence of callus formation, a 
history of pre-ulcerative calluses, a history of previous ul-
ceration, foot deformity, or previous amputation, or poor 
circulation, and (ii) certifies that the individual needs such 
shoes under a comprehensive plan of care related to the in-
dividual’s diabetic condition; 

(B) the particular type of shoes are prescribed by a podi-
atrist or other qualified physician (as established by the 
Secretary); and 

(C) the shoes are fitted and furnished by a podiatrist or 
other qualified individual (such as a pedorthist or 
orthotist, as established by the Secretary) who is not the 
physician described in subparagraph (A) (unless the Sec-
retary finds that the physician is the only such qualified 
individual in the area); 

(13) screening mammography (as defined in subsection (jj)); 
(14) screening pap smear and screening pelvic exam; and 
(15) bone mass measurement (as defined in subsection (rr)). 

No diagnostic tests performed in any laboratory, including a labora-
tory that is part of a rural health clinic, or a hospital (which, for 
purposes of this sentence, means an institution considered a hos-
pital for purposes of section 1814(d)) shall be included within para-
graph (3) unless such laboratory— 

(16) if situated in any State in which State or applicable 
local law provides for licensing of establishments of this na-
ture, (A) is licensed pursuant to such law, or (B) is approved, 
by the agency of such State or locality responsible for licensing 
establishments of this nature, as meeting the standards estab-
lished for such licensing; and 

(17)(A) meets the certification requirements under section 
353 of the Public Health Service Act; and 

(B) meets such other conditions relating to the health and 
safety of individuals with respect to whom such tests are per-
formed as the Secretary may find necessary. 

There shall be excluded from the diagnostic services specified in 
paragraph (2)(C) any item or service (except services referred to in 
paragraph (1)) which would not be included under subsection (b) if 
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it were furnished to an inpatient of a hospital. None of the items 
and services referred to in the preceding paragraphs (other than 
paragraphs (1) and (2)(A)) of this subsection which are furnished 
to a patient of an institution which meets the definition of a hos-
pital for purposes of section 1814(d) shall be included unless such 
other conditions are met as the Secretary may find necessary relat-
ing to health and safety of individuals with respect to whom such 
items and services are furnished. 

Drugs and Biologicals 

(t)(1) The term ‘‘drugs’’ and the term ‘‘biologicals’’, except for pur-
poses of subsection (m)(5) and paragraph (2), include only such 
drugs (including contrast agents) and biologicals, respectively, as 
are included (or approved for inclusion) in the United States Phar-
macopoeia, the National Formulary, or the United States Homeo-
pathic Pharmacopoeia, or in New Drugs or Accepted Dental Rem-
edies (except for any drugs and biologicals unfavorably evaluated 
therein), or as are approved by the pharmacy and drug thera-
peutics committee (or equivalent committee) of the medical staff of 
the hospital furnishing such drugs and biologicals for use in such 
hospital. 

(2)(A) For purposes of paragraph (1), the term ‘‘drugs’’ also in-
cludes any drugs or biologicals used in an anticancer 
chemotherapeutic regimen for a medically accepted indication (as 
described in subparagraph (B)). 

(B) In subparagraph (A), the term ‘‘medically accepted indica-
tion’’, with respect to the use of a drug, includes any use which has 
been approved by the Food and Drug Administration for the drug, 
and includes another use of the drug if— 

(i) the drug has been approved by the Food and Drug Admin-
istration; and 

(ii)(I) such use is supported by one or more citations which 
are included (or approved for inclusion) in one or more of the 
following compendia: the American Hospital Formulary Serv-
ice-Drug Information, the American Medical Association Drug 
Evaluations, the United States Pharmacopoeia-Drug Informa-
tion (or its successor publications), and other authoritative 
compendia as identified by the Secretary, unless the Secretary 
has determined that the use is not medically appropriate or 
the use is identified as not indicated in one or more such com-
pendia, or 

(II) the carrier involved determines, based upon guidance 
provided by the Secretary to carriers for determining accepted 
uses of drugs, that such use is medically accepted based on 
supportive clinical evidence in peer reviewed medical literature 
appearing in publications which have been identified for pur-
poses of this subclause by the Secretary. 

The Secretary may revise the list of compendia in clause (ii)(I) as 
is appropriate for identifying medically accepted indications for 
drugs. On and after January 1, 2010, no compendia may be in-
cluded on the list of compendia under this subparagraph unless the 
compendia has a publicly transparent process for evaluating thera-
pies and for identifying potential conflicts of interests. 
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Provider of Services 

(u) The term ‘‘provider of services’’ means a hospital, critical ac-
cess hospital, skilled nursing facility, comprehensive outpatient re-
habilitation facility, home health agency, hospice program, or, for 
purposes of section 1814(g) and section 1835(e), a fund. 

Reasonable Cost 

(v)(1)(A) The reasonable cost of any services shall be the cost ac-
tually incurred, excluding therefrom any part of incurred cost 
found to be unnecessary in the efficient delivery of needed health 
services, and shall be determined in accordance with regulations 
establishing the method or methods to be used, and the items to 
be included, in determining such costs for various types or classes 
of institutions, agencies, and services; except that in any case to 
which paragraph (2) or (3) applies, the amount of the payment de-
termined under such paragraph with respect to the services in-
volved shall be considered the reasonable cost of such services. In 
prescribing the regulations referred to in the preceding sentence, 
the Secretary shall consider, among other things, the principles 
generally applied by national organizations or established prepay-
ment organizations (which have developed such principles) in com-
puting the amount of payment, to be made by persons other than 
the recipients of services, to providers of services on account of 
services furnished to such recipients by such providers. Such regu-
lations may provide for determination of the costs of services on a 
per diem, per unit, per capita, or other basis, may provide for using 
different methods in different circumstances, may provide for the 
use of estimates of costs of particular items or services, may pro-
vide for the establishment of limits on the direct or indirect overall 
incurred costs or incurred costs of specific items or services or 
groups of items or services to be recognized as reasonable based on 
estimates of the costs necessary in the efficient delivery of needed 
health services to individuals covered by the insurance programs 
established under this title, and may provide for the use of charges 
or a percentage of charges where this method reasonably reflects 
the costs. Such regulations shall (i) take into account both direct 
and indirect costs of providers of services (excluding therefrom any 
such costs, including standby costs, which are determined in ac-
cordance with regulations to be unnecessary in the efficient deliv-
ery of services covered by the insurance programs established 
under this title) in order that, under the methods of determining 
costs, the necessary costs of efficiently delivering covered services 
to individuals covered by the insurance programs established by 
this title will not be borne by individuals not so covered, and the 
costs with respect to individuals not so covered will not be borne 
by such insurance programs, and (ii) provide for the making of suit-
able retroactive corrective adjustments where, for a provider of 
services for any fiscal period, the aggregate reimbursement pro-
duced by the methods of determining costs proves to be either inad-
equate or excessive. 

(B) In the case of extended care services, the regulations under 
subparagraph (A) shall not include provision for specific recognition 
of a return on equity capital. 
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(C) Where a hospital has an arrangement with a medical school 
under which the faculty of such school provides services at such 
hospital, an amount not in excess of the reasonable cost of such 
services to the medical school shall be included in determining the 
reasonable cost to the hospital of furnishing services— 

(i) for which payment may be made under part A, but only 
if— 

(I) payment for such services as furnished under such 
arrangement would be made under part A to the hospital 
had such services been furnished by the hospital, and 

(II) such hospital pays to the medical school at least the 
reasonable cost of such services to the medical school, or 

(ii) for which payment may be made under part B, but only 
if such hospital pays to the medical school at least the reason-
able cost of such services to the medical school. 

(D) Where (i) physicians furnish services which are either inpa-
tient hospital services (including services in conjunction with the 
teaching programs of such hospital) by reason of paragraph (7) of 
subsection (b) or for which entitlement exists by reason of clause 
(II) of section 1832(a)(2)(B)(i), and (ii) such hospital (or medical 
school under arrangement with such hospital) incurs no actual cost 
in the furnishing of such services, the reasonable cost of such serv-
ices shall (under regulations of the Secretary) be deemed to be the 
cost such hospital or medical school would have incurred had it 
paid a salary to such physicians rendering such services approxi-
mately equivalent to the average salary paid to all physicians em-
ployed by such hospital (or if such employment does not exist, or 
is minimal in such hospital, by similar hospitals in a geographic 
area of sufficient size to assure reasonable inclusion of sufficient 
physicians in development of such average salary). 

(E) Such regulations may, in the case of skilled nursing facilities 
in any State, provide for the use of rates, developed by the State 
in which such facilities are located, for the payment of the cost of 
skilled nursing facility services furnished under the State’s plan 
approved under title XIX (and such rates may be increased by the 
Secretary on a class or size of institution or on a geographical basis 
by a percentage factor not in excess of 10 percent to take into ac-
count determinable items or services or other requirements under 
this title not otherwise included in the computation of such State 
rates), if the Secretary finds that such rates are reasonably related 
to (but not necessarily limited to) analyses undertaken by such 
State of costs of care in comparable facilities in such State. Not-
withstanding the previous sentence, such regulations with respect 
to skilled nursing facilities shall take into account (in a manner 
consistent with subparagraph (A) and based on patient-days of 
services furnished) the costs (including the costs of services re-
quired to attain or maintain the highest practicable physical, men-
tal, and psychosocial well-being of each resident eligible for benefits 
under this title) of such facilities complying with the requirements 
of subsections (b), (c), and (d) of section 1819 (including the costs 
of conducting nurse aide training and competency evaluation pro-
grams and competency evaluation programs). 

(F) Such regulations shall require each provider of services (other 
than a fund) to make reports to the Secretary of information de-
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scribed in section 1121(a) in accordance with the uniform reporting 
system (established under such section) for that type of provider. 

(G)(i) In any case in which a hospital provides inpatient services 
to an individual that would constitute post-hospital extended care 
services if provided by a skilled nursing facility and a quality im-
provement organization (or, in the absence of such a qualified orga-
nization, the Secretary or such agent as the Secretary may des-
ignate) determines that inpatient hospital services for the indi-
vidual are not medically necessary but post-hospital extended care 
services for the individual are medically necessary and such ex-
tended care services are not otherwise available to the individual 
(as determined in accordance with criteria established by the Sec-
retary) at the time of such determination, payment for such serv-
ices provided to the individual shall continue to be made under this 
title at the payment rate described in clause (ii) during the period 
in which— 

(I) such post-hospital extended care services for the indi-
vidual are medically necessary and not otherwise available to 
the individual (as so determined), 

(II) inpatient hospital services for the individual are not 
medically necessary, and 

(III) the individual is entitled to have payment made for 
post-hospital extended care services under this title, 

except that if the Secretary determines that there is not an excess 
of hospital beds in such hospital and (subject to clause (iv)) there 
is not an excess of hospital beds in the area of such hospital, such 
payment shall be made (during such period) on the basis of the 
amount otherwise payable under part A with respect to inpatient 
hospital services. 

(ii)(I) Except as provided in subclause (II), the payment rate re-
ferred to in clause (i) is a rate equal to the estimated adjusted 
State-wide average rate per patient-day paid for services provided 
in skilled nursing facilities under the State plan approved under 
title XIX for the State in which such hospital is located, or, if the 
State in which the hospital is located does not have a State plan 
approved under title XIX, the estimated adjusted State-wide aver-
age allowable costs per patient-day for extended care services 
under this title in that State. 

(II) If a hospital has a unit which is a skilled nursing facility, the 
payment rate referred to in clause (i) for the hospital is a rate 
equal to the lesser of the rate described in subclause (I) or the al-
lowable costs in effect under this title for extended care services 
provided to patients of such unit. 

(iii) Any day on which an individual receives inpatient services 
for which payment is made under this subparagraph shall, for pur-
poses of this Act (other than this subparagraph), be deemed to be 
a day on which the individual received inpatient hospital services. 

(iv) In determining under clause (i), in the case of a public hos-
pital, whether or not there is an excess of hospital beds in the area 
of such hospital, such determination shall be made on the basis of 
only the public hospitals (including the hospital) which are in the 
area of the hospital and which are under common ownership with 
that hospital. 

(H) In determining such reasonable cost with respect to home 
health agencies, the Secretary may not include— 
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(i) any costs incurred in connection with bonding or estab-
lishing an escrow account by any such agency as a result of the 
surety bond requirement described in subsection (o)(7) and the 
financial security requirement described in subsection (o)(8); 

(ii) in the case of home health agencies to which the surety 
bond requirement described in subsection (o)(7) and the finan-
cial security requirement described in subsection (o)(8) apply, 
any costs attributed to interest charged such an agency in con-
nection with amounts borrowed by the agency to repay over-
payments made under this title to the agency, except that such 
costs may be included in reasonable cost if the Secretary deter-
mines that the agency was acting in good faith in borrowing 
the amounts; 

(iii) in the case of contracts entered into by a home health 
agency after the date of the enactment of this subparagraph 
for the purpose of having services furnished for or on behalf of 
such agency, any cost incurred by such agency pursuant to any 
such contract which is entered into for a period exceeding five 
years; and 

(iv) in the case of contracts entered into by a home health 
agency before the date of the enactment of this subparagraph 
for the purpose of having services furnished for or on behalf of 
such agency, any cost incurred by such agency pursuant to any 
such contract, which determines the amount payable by the 
home health agency on the basis of a percentage of the agen-
cy’s reimbursement or claim for reimbursement for services 
furnished by the agency, to the extent that such cost exceeds 
the reasonable value of the services furnished on behalf of such 
agency. 

(I) In determining such reasonable cost, the Secretary may not 
include any costs incurred by a provider with respect to any serv-
ices furnished in connection with matters for which payment may 
be made under this title and furnished pursuant to a contract be-
tween the provider and any of its subcontractors which is entered 
into after the date of the enactment of this subparagraph and the 
value or cost of which is $10,000 or more over a twelve-month pe-
riod unless the contract contains a clause to the effect that— 

(i) until the expiration of four years after the furnishing of 
such services pursuant to such contract, the subcontractor 
shall make available, upon written request by the Secretary, or 
upon request by the Comptroller General, or any of their duly 
authorized representatives, the contract, and books, documents 
and records of such subcontractor that are necessary to certify 
the nature and extent of such costs, and 

(ii) if the subcontractor carries out any of the duties of the 
contract through a subcontract, with a value or cost of $10,000 
or more over a twelve-month period, with a related organiza-
tion, such subcontract shall contain a clause to the effect that 
until the expiration of four years after the furnishing of such 
services pursuant to such subcontract, the related organization 
shall make available, upon written request by the Secretary, or 
upon request by the Comptroller General, or any of their duly 
authorized representatives, the subcontract, and books, docu-
ments and records of such organization that are necessary to 
verify the nature and extent of such costs. 
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The Secretary shall prescribe in regulation criteria and procedures 
which the Secretary shall use in obtaining access to books, docu-
ments, and records under clauses required in contracts and sub-
contracts under this subparagraph. 

(J) Such regulations may not provide for any inpatient routine 
salary cost differential as a reimbursable cost for hospitals and 
skilled nursing facilities. 

(K)(i) The Secretary shall issue regulations that provide, to the 
extent feasible, for the establishment of limitations on the amount 
of any costs or charges that shall be considered reasonable with re-
spect to services provided on an outpatient basis by hospitals (other 
than bona fide emergency services as defined in clause (ii)) or clin-
ics (other than rural health clinics), which are reimbursed on a cost 
basis or on the basis of cost related charges, and by physicians uti-
lizing such outpatient facilities. Such limitations shall be reason-
ably related to the charges in the same area for similar services 
provided in physicians’ offices. Such regulations shall provide for 
exceptions to such limitations in cases where similar services are 
not generally available in physicians’ offices in the area to individ-
uals entitled to benefits under this title. 

(ii) For purposes of clause (i), the term ‘‘bona fide emergency 
services’’ means services provided in a hospital emergency room 
after the sudden onset of a medical condition manifesting itself by 
acute symptoms of sufficient severity (including severe pain) such 
that the absence of immediate medical attention could reasonably 
be expected to result in— 

(I) placing the patient’s health in serious jeopardy; 
(II) serious impairment to bodily functions; or 
(III) serious dysfunction of any bodily organ or part. 

(L)(i) The Secretary, in determining the amount of the payments 
that may be made under this title with respect to services fur-
nished by home health agencies, may not recognize as reasonable 
(in the efficient delivery of such services) costs for the provision of 
such services by an agency to the extent these costs exceed (on the 
aggregate for the agency) for cost reporting periods beginning on or 
after— 

(I) July 1, 1985, and before July 1, 1986, 120 percent of the 
mean of the labor-related and nonlabor per visit costs for free-
standing home health agencies, 

(II) July 1, 1986, and before July 1, 1987, 115 percent of 
such mean, 

(III) July 1, 1987, and before October 1, 1997, 112 percent 
of such mean, 

(IV) October 1, 1997, and before October 1, 1998, 105 percent 
of the median of the labor-related and nonlabor per visit costs 
for freestanding home health agencies, or 

(V) October 1, 1998, 106 percent of such median. 
(ii) Effective for cost reporting periods beginning on or after July 

1, 1986, such limitations shall be applied on an aggregate basis for 
the agency, rather than on a discipline specific basis. The Secretary 
may provide for such exemptions and exceptions to such limitation 
as he deems appropriate. 

(iii) Not later than July 1, 1991, and annually thereafter (but not 
for cost reporting periods beginning on or after July 1, 1994, and 
before July 1, 1996, or on or after July 1, 1997, and before October 
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1, 1997), the Secretary shall establish limits under this subpara-
graph for cost reporting periods beginning on or after such date by 
utilizing the area wage index applicable under section 1886(d)(3)(E) 
and determined using the survey of the most recent available 
wages and wage-related costs of hospitals located in the geographic 
area in which the home health service is furnished (determined 
without regard to whether such hospitals have been reclassified to 
a new geographic area pursuant to section 1886(d)(8)(B), a decision 
of the Medicare Geographic Classification Review Board under sec-
tion 1886(d)(10), or a decision of the Secretary). 

(iv) In establishing limits under this subparagraph for cost re-
porting periods beginning after September 30, 1997, the Secretary 
shall not take into account any changes in the home health market 
basket, as determined by the Secretary, with respect to cost report-
ing periods which began on or after July 1, 1994, and before July 
1, 1996. 

(v) For services furnished by home health agencies for cost re-
porting periods beginning on or after October 1, 1997, subject to 
clause (viii)(I), the Secretary shall provide for an interim system of 
limits. Payment shall not exceed the costs determined under the 
preceding provisions of this subparagraph or, if lower, the product 
of— 

(I) an agency-specific per beneficiary annual limitation cal-
culated based 75 percent on 98 percent of the reasonable costs 
(including nonroutine medical supplies) for the agency’s 12- 
month cost reporting period ending during fiscal year 1994, 
and based 25 percent on 98 percent of the standardized re-
gional average of such costs for the agency’s census division, as 
applied to such agency, for cost reporting periods ending dur-
ing fiscal year 1994, such costs updated by the home health 
market basket index; and 

(II) the agency’s unduplicated census count of patients (enti-
tled to benefits under this title) for the cost reporting period 
subject to the limitation. 

(vi) For services furnished by home health agencies for cost re-
porting periods beginning on or after October 1, 1997, the following 
rules apply: 

(I) For new providers and those providers without a 12- 
month cost reporting period ending in fiscal year 1994 subject 
to clauses (viii)(II) and (viii)(III), the per beneficiary limitation 
shall be equal to the median of these limits (or the Secretary’s 
best estimates thereof) applied to other home health agencies 
as determined by the Secretary. A home health agency that 
has altered its corporate structure or name shall not be consid-
ered a new provider for this purpose. 

(II) For beneficiaries who use services furnished by more 
than one home health agency, the per beneficiary limitations 
shall be prorated among the agencies. 

(vii)(I) Not later than January 1, 1998, the Secretary shall estab-
lish per visit limits applicable for fiscal year 1998, and not later 
than April 1, 1998, the Secretary shall establish per beneficiary 
limits under clause (v)(I) for fiscal year 1998. 

(II) Not later than August 1 of each year (beginning in 1998) the 
Secretary shall establish the limits applicable under this subpara-
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graph for services furnished during the fiscal year beginning Octo-
ber 1 of the year. 

(viii)(I) In the case of a provider with a 12-month cost reporting 
period ending in fiscal year 1994, if the limit imposed under clause 
(v) (determined without regard to this subclause) for a cost report-
ing period beginning during or after fiscal year 1999 is less than 
the median described in clause (vi)(I) (but determined as if any ref-
erence in clause (v) to ‘‘98 percent’’ were a reference to ‘‘100 per-
cent’’), the limit otherwise imposed under clause (v) for such pro-
vider and period shall be increased by 1⁄3 of such difference. 

(II) Subject to subclause (IV), for new providers and those pro-
viders without a 12-month cost reporting period ending in fiscal 
year 1994, but for which the first cost reporting period begins be-
fore fiscal year 1999, for cost reporting periods beginning during or 
after fiscal year 1999, the per beneficiary limitation described in 
clause (vi)(I) shall be equal to the median described in such clause 
(determined as if any reference in clause (v) to ‘‘98 percent’’ were 
a reference to ‘‘100 percent’’). 

(III) Subject to subclause (IV), in the case of a new provider for 
which the first cost reporting period begins during or after fiscal 
year 1999, the limitation applied under clause (vi)(I) (but only with 
respect to such provider) shall be equal to 75 percent of the median 
described in clause (vi)(I). 

(IV) In the case of a new provider or a provider without a 12- 
month cost reporting period ending in fiscal year 1994, subclause 
(II) shall apply, instead of subclause (III), to a home health agency 
which filed an application for home health agency provider status 
under this title before September 15, 1998, or which was approved 
as a branch of its parent agency before such date and becomes a 
subunit of the parent agency or a separate agency on or after such 
date. 

(V) Each of the amounts specified in subclauses (I) through (III) 
are such amounts as adjusted under clause (iii) to reflect variations 
in wages among different areas. 

(ix) Notwithstanding the per beneficiary limit under clause (viii), 
if the limit imposed under clause (v) (determined without regard to 
this clause) for a cost reporting period beginning during or after fis-
cal year 2000 is less than the median described in clause (vi)(I) 
(but determined as if any reference in clause (v) to ‘‘98 percent’’ 
were a reference to ‘‘100 percent’’), the limit otherwise imposed 
under clause (v) for such provider and period shall be increased by 
2 percent. 

(x) Notwithstanding any other provision of this subparagraph, in 
updating any limit under this subparagraph by a home health mar-
ket basket index for cost reporting periods beginning during each 
of fiscal years 2000, 2002, and 2003, the update otherwise provided 
shall be reduced by 1.1 percentage points. With respect to cost re-
porting periods beginning during fiscal year 2001, the update to 
any limit under this subparagraph shall be the home health mar-
ket basket index. 

(M) Such regulations shall provide that costs respecting care pro-
vided by a provider of services, pursuant to an assurance under 
title VI or XVI of the Public Health Service Act that the provider 
will make available a reasonable volume of services to persons un-
able to pay therefor, shall not be allowable as reasonable costs. 
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(N) In determining such reasonable costs, costs incurred for ac-
tivities directly related to influencing employees respecting union-
ization may not be included. 

(O)(i) In establishing an appropriate allowance for depreciation 
and for interest on capital indebtedness with respect to an asset of 
a provider of services which has undergone a change of ownership, 
such regulations shall provide, except as provided in clause (iii), 
that the valuation of the asset after such change of ownership shall 
be the historical cost of the asset, as recognized under this title, 
less depreciation allowed, to the owner of record as of the date of 
enactment of the Balanced Budget Act of 1997 (or, in the case of 
an asset not in existence as of that date, the first owner of record 
of the asset after that date). 

(ii) Such regulations shall not recognize, as reasonable in the pro-
vision of health care services, costs (including legal fees, accounting 
and administrative costs, travel costs, and the costs of feasibility 
studies) attributable to the negotiation or settlement of the sale or 
purchase of any capital asset (by acquisition or merger) for which 
any payment has previously been made under this title. 

(iii) In the case of the transfer of a hospital from ownership by 
a State to ownership by a nonprofit corporation without monetary 
consideration, the basis for capital allowances to the new owner 
shall be the book value of the hospital to the State at the time of 
the transfer. 

(P) If such regulations provide for the payment for a return on 
equity capital (other than with respect to costs of inpatient hospital 
services), the rate of return to be recognized, for determining the 
reasonable cost of services furnished in a cost reporting period, 
shall be equal to the average of the rates of interest, for each of 
the months any part of which is included in the period, on obliga-
tions issued for purchase by the Federal Hospital Insurance Trust 
Fund. 

(Q) Except as otherwise explicitly authorized, the Secretary is 
not authorized to limit the rate of increase on allowable costs of ap-
proved medical educational activities. 

(R) In determining such reasonable cost, costs incurred by a pro-
vider of services representing a beneficiary in an unsuccessful ap-
peal of a determination described in section 1869(b) shall not be al-
lowable as reasonable costs. 

(S)(i) Such regulations shall not include provision for specific rec-
ognition of any return on equity capital with respect to hospital 
outpatient departments. 

(ii)(I) Such regulations shall provide that, in determining the 
amount of the payments that may be made under this title with 
respect to all the capital-related costs of outpatient hospital serv-
ices, the Secretary shall reduce the amounts of such payments oth-
erwise established under this title by 15 percent for payments at-
tributable to portions of cost reporting periods occurring during fis-
cal year 1990, by 15 percent for payments attributable to portions 
of cost reporting periods occurring during fiscal year 1991, and by 
10 percent for payments attributable to portions of cost reporting 
periods occurring during fiscal years 1992 through 1999 and until 
the first date that the prospective payment system under section 
1833(t) is implemented. 
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(II) The Secretary shall reduce the reasonable cost of outpatient 
hospital services (other than the capital-related costs of such serv-
ices) otherwise determined pursuant to section 1833(a)(2)(B)(i)(I) by 
5.8 percent for payments attributable to portions of cost reporting 
periods occurring during fiscal years 1991 through 1999 and until 
the first date that the prospective payment system under section 
1833(t) is implemented. 

(III) Subclauses (I) and (II) shall not apply to payments with re-
spect to the costs of hospital outpatient services provided by any 
hospital that is a sole community hospital (as defined in section 
1886(d)(5)(D)(iii)) or a critical access hospital (as defined in section 
1861(mm)(1)). 

(IV) In applying subclauses (I) and (II) to services for which pay-
ment is made on the basis of a blend amount under section 
1833(i)(3)(A)(ii) or 1833(n)(1)(A)(ii), the costs reflected in the 
amounts described in sections 1833(i)(3)(B)(i)(I) and 
1833(n)(1)(B)(i)(I), respectively, shall be reduced in accordance with 
such subclause. 

(T) In determining such reasonable costs for hospitals, no reduc-
tion in copayments under section 1833(t)(8)(B) shall be treated as 
a bad debt and the amount of bad debts otherwise treated as allow-
able costs which are attributable to the deductibles and coinsur-
ance amounts under this title shall be reduced— 

(i) for cost reporting periods beginning during fiscal year 
1998, by 25 percent of such amount otherwise allowable, 

(ii) for cost reporting periods beginning during fiscal year 
1999, by 40 percent of such amount otherwise allowable, 

(iii) for cost reporting periods beginning during fiscal year 
2000, by 45 percent of such amount otherwise allowable, 

(iv) for cost reporting periods beginning during fiscal years 
2001 through 2012, by 30 percent of such amount otherwise al-
lowable, and 

(v) for cost reporting periods beginning during fiscal year 
2013 or a subsequent fiscal year, by 35 percent of such amount 
otherwise allowable. 

(U) In determining the reasonable cost of ambulance services (as 
described in subsection (s)(7)) provided during fiscal year 1998, 
during fiscal year 1999, and during so much of fiscal year 2000 as 
precedes January 1, 2000, the Secretary shall not recognize the 
costs per trip in excess of costs recognized as reasonable for ambu-
lance services provided on a per trip basis during the previous fis-
cal year (after application of this subparagraph), increased by the 
percentage increase in the consumer price index for all urban con-
sumers (U.S. city average) as estimated by the Secretary for the 
12-month period ending with the midpoint of the fiscal year in-
volved reduced by 1.0 percentage point. For ambulance services 
provided after June 30, 1998, the Secretary may provide that 
claims for such services must include a code (or codes) under a uni-
form coding system specified by the Secretary that identifies the 
services furnished. 

(V) In determining such reasonable costs for skilled nursing fa-
cilities and (beginning with respect to cost reporting periods begin-
ning during fiscal year 2013) for covered skilled nursing services 
described in section 1888(e)(2)(A) furnished by hospital providers of 
extended care services (as described in section 1883), the amount 
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of bad debts otherwise treated as allowed costs which are attrib-
utable to the coinsurance amounts under this title for individuals 
who are entitled to benefits under part A and— 

(i) are not described in section 1935(c)(6)(A)(ii) shall be re-
duced by— 

(I) for cost reporting periods beginning on or after October 1, 
2005, but before fiscal year 2013, 30 percent of such amount 
otherwise allowable; and 

(II) for cost reporting periods beginning during fiscal year 
2013 or a subsequent fiscal year, by 35 percent of such amount 
otherwise allowable. 

(ii) are described in such section— 
(I) for cost reporting periods beginning on or after October 1, 

2005, but before fiscal year 2013, shall not be reduced; 
(II) for cost reporting periods beginning during fiscal year 

2013, shall be reduced by 12 percent of such amount otherwise 
allowable; 

(III) for cost reporting periods beginning during fiscal year 
2014, shall be reduced by 24 percent of such amount otherwise 
allowable; and 

(IV) for cost reporting periods beginning during a subsequent 
fiscal year, shall be reduced by 35 percent of such amount oth-
erwise allowable. 

(W)(i) In determining such reasonable costs for providers de-
scribed in clause (ii), the amount of bad debts otherwise treated as 
allowable costs which are attributable to deductibles and coinsur-
ance amounts under this title shall be reduced— 

(I) for cost reporting periods beginning during fiscal year 
2013, by 12 percent of such amount otherwise allowable; 

(II) for cost reporting periods beginning during fiscal year 
2014, by 24 percent of such amount otherwise allowable; and 

(III) for cost reporting periods beginning during a subsequent 
fiscal year, by 35 percent of such amount otherwise allowable. 

(ii) A provider described in this clause is a provider of services 
not described in subparagraph (T) or (V), a supplier, or any other 
type of entity that receives payment for bad debts under the au-
thority under subparagraph (A). 

(2)(A) If the bed and board furnished as part of inpatient hospital 
services (including inpatient tuberculosis hospital services and in-
patient psychiatric hospital services) or post-hospital extended care 
services is in accommodations more expensive than semi-private 
accommodations, the amount taken into account for purposes of 
payment under this title with respect to such services may not ex-
ceed the amount that would be taken into account with respect to 
such services if furnished in such semi-private accommodations un-
less the more expensive accommodations were required for medical 
reasons. 

(B) Where a provider of services which has an agreement in ef-
fect under this title furnishes to an individual items or services 
which are in excess of or more expensive than the items or services 
with respect to which payment may be made under part A or part 
B, as the case may be, the Secretary shall take into account for 
purposes of payment to such provider of services only the items or 
services with respect to which such payment may be made. 
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(3) If the bed and board furnished as part of inpatient hospital 
services (including inpatient tuberculosis hospital services and in-
patient psychiatric hospital services) or post-hospital extended care 
services is in accommodations other than, but not more expensive 
than, semi-private accommodations and the use of such other ac-
commodations rather than semi-private accommodations was nei-
ther at the request of the patient nor for a reason which the Sec-
retary determines is consistent with the purposes of this title, the 
amount of the payment with respect to such bed and board under 
part A shall be the amount otherwise payable under this title for 
such bed and board furnished in semi-private accommodations 
minus the difference between the charge customarily made by the 
hospital or skilled nursing facility for bed and board in semi-pri-
vate accommodations and the charge customarily made by it for 
bed and board in the accommodations furnished. 

(4) If a provider of services furnishes items or services to an indi-
vidual which are in excess of or more expensive than the items or 
services determined to be necessary in the efficient delivery of 
needed health services and charges are imposed for such more ex-
pensive items or services under the authority granted in section 
1866(a)(2)(B)(ii), the amount of payment with respect to such items 
or services otherwise due such provider in any fiscal period shall 
be reduced to the extent that such payment plus such charges ex-
ceed the cost actually incurred for such items or services in the fis-
cal period in which such charges are imposed. 

(5)(A) Where physical therapy services, occupational therapy 
services, speech therapy services, or other therapy services or serv-
ices of other health-related personnel (other than physicians) are 
furnished under an arrangement with a provider of services or 
other organization, specified in the first sentence of subsection (p) 
(including through the operation of subsection (g)) the amount in-
cluded in any payment to such provider or other organization 
under this title as the reasonable cost of such services (as fur-
nished under such arrangements) shall not exceed an amount 
equal to the salary which would reasonably have been paid for such 
services (together with any additional costs that would have been 
incurred by the provider or other organization) to the person per-
forming them if they had been performed in an employment rela-
tionship with such provider or other organization (rather than 
under such arrangement) plus the cost of such other expenses (in-
cluding a reasonable allowance for traveltime and other reasonable 
types of expense related to any differences in acceptable methods 
of organization for the provision of such therapy) incurred by such 
person, as the Secretary may in regulations determine to be appro-
priate. 

(B) Notwithstanding the provisions of subparagraph (A), if a pro-
vider of services or other organization specified in the first sentence 
of section 1861(p) requires the services of a therapist on a limited 
part-time basis, or only to perform intermittent services, the Sec-
retary may make payment on the basis of a reasonable rate per 
unit of service, even though such rate is greater per unit of time 
than salary related amounts, where he finds that such greater pay-
ment is, in the aggregate, less than the amount that would have 
been paid if such organization had employed a therapist on a full- 
or part-time salary basis. 
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(6) For purposes of this subsection, the term ‘‘semi-private accom-
modations’’ means two-bed, three-bed, or four-bed accommodations. 

(7)(A) For limitation on Federal participation for capital expendi-
tures which are out of conformity with a comprehensive plan of a 
State or areawide planning agency, see section 1122. 

(B) For further limitations on reasonable cost and determination 
of payment amounts for operating costs of inpatient hospital serv-
ices and waivers for certain States, see section 1886. 

(C) For provisions restricting payment for provider-based physi-
cians’ services and for payments under certain percentage arrange-
ments, see section 1887. 

(D) For further limitations on reasonable cost and determination 
of payment amounts for routine service costs of skilled nursing fa-
cilities, see subsections (a) through (c) of section 1888. 

(8) ITEMS UNRELATED TO PATIENT CARE.—Reasonable costs do not 
include costs for the following— 

(i) entertainment, including tickets to sporting and other en-
tertainment events; 

(ii) gifts or donations; 
(iii) personal use of motor vehicles; 
(iv) costs for fines and penalties resulting from violations of 

Federal, State, or local laws; and 
(v) education expenses for spouses or other dependents of 

providers of services, their employees or contractors. 

Arrangements for Certain Services 

(w)(1) The term ‘‘arrangements’’ is limited to arrangements 
under which receipt of payment by the hospital, critical access hos-
pital, skilled nursing facility, home health agency, or hospice pro-
gram (whether in its own right or as agent), with respect to serv-
ices for which an individual is entitled to have payment made 
under this title, discharges the liability of such individual or any 
other person to pay for the services. 

(2) Utilization review activities conducted, in accordance with the 
requirements of the program established under part B of title XI 
of the Social Security Act with respect to services furnished by a 
hospital or critical access hospital to patients insured under part 
A of this title or entitled to have payment made for such services 
under part B of this title or under a State plan approved under 
title XIX, by a quality improvement organization designated for the 
area in which such hospital or critical access hospital is located 
shall be deemed to have been conducted pursuant to arrangements 
between such hospital or critical access hospital and such organiza-
tion under which such hospital or critical access hospital is obli-
gated to pay to such organization, as a condition of receiving pay-
ment for hospital or critical access hospital services so furnished 
under this part or under such a State plan, such amount as is rea-
sonably incurred and requested (as determined under regulations 
of the Secretary) by such organization in conducting such review 
activities with respect to services furnished by such hospital or crit-
ical access hospital to such patients. 
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State and United States 

(x) The terms ‘‘State’’ and ‘‘United States’’ have the meaning 
given to them by subsections (h) and (i), respectively, of section 
210. 

Extended Care in Religious Nonmedical Health Care Institutions 

(y)(1) The term ‘‘skilled nursing facility’’ also includes a religious 
nonmedical health care institution (as defined in subsection (ss)(1)), 
but only (except for purposes of subsection (a)(2)) with respect to 
items and services ordinarily furnished by such an institution to in-
patients, and payment may be made with respect to services pro-
vided by or in such an institution only to such extent and under 
such conditions, limitations, and requirements (in addition to or in 
lieu of the conditions, limitations, and requirements otherwise ap-
plicable) as may be provided in regulations consistent with section 
1821. 

(2) Notwithstanding any other provision of this title, payment 
under part A may not be made for services furnished an individual 
in a skilled nursing facility to which paragraph (1) applies unless 
such individual elects, in accordance with regulations, for a spell of 
illness to have such services treated as post-hospital extended care 
services for purposes of such part; and payment under part A may 
not be made for post-hospital extended care services— 

(A) furnished an individual during such spell of illness in a 
skilled nursing facility to which paragraph (1) applies after— 

(i) such services have been furnished to him in such a 
facility for 30 days during such spell, or 

(ii) such services have been furnished to him during 
such spell in a skilled nursing facility to which such para-
graph does not apply; or 

(B) furnished an individual during such spell of illness in a 
skilled nursing facility to which paragraph (1) does not apply 
after such services have been furnished to him during such 
spell in a skilled nursing facility to which such paragraph ap-
plies. 

(3) The amount payable under part A for post-hospital extended 
care services furnished an individual during any spell of illness in 
a skilled nursing facility to which paragraph (1) applies shall be re-
duced by a coinsurance amount equal to one-eighth of the inpatient 
hospital deductible for each day before the 31st day on which he 
is furnished such services in such a facility during such spell (and 
the reduction under this paragraph shall be in lieu of any reduction 
under section 1813(a)(3)). 

(4) For purposes of subsection (i), the determination of whether 
services furnished by or in an institution described in paragraph 
(1) constitute post-hospital extended care services shall be made in 
accordance with and subject to such conditions, limitations, and re-
quirements as may be provided in regulations. 

Institutional Planning 

(z) An overall plan and budget of a hospital, skilled nursing facil-
ity, comprehensive outpatient rehabilitation facility, or home 
health agency shall be considered sufficient if it— 
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(1) provides for an annual operating budget which includes 
all anticipated income and expenses related to items which 
would, under generally accepted accounting principles, be con-
sidered income and expense items (except that nothing in this 
paragraph shall require that there be prepared, in connection 
with any budget, an item-by-item identification of the compo-
nents of each type of anticipated expenditure or income); 

(2)(A) provides for a capital expenditures plan for at least a 
3-year period (including the year to which the operating budget 
described in paragraph (1) is applicable) which includes and 
identifies in detail the anticipated sources of financing for, and 
the objectives of, each anticipated expenditure in excess of 
$600,000 (or such lesser amount as may be established by the 
State under section 1122(g)(1) in which the hospital is located) 
related to the acquisition of land, the improvement of land, 
buildings, and equipment, and the replacement, modernization, 
and expansion of the buildings and equipment which would, 
under generally accepted accounting principles, be considered 
capital items; 

(B) provides that such plan is submitted to the agency des-
ignated under section 1122(b), or if no such agency is des-
ignated, to the appropriate health planning agency in the State 
(but this subparagraph shall not apply in the case of a facility 
exempt from review under section 1122 by reason of section 
1122(j)); 

(3) provides for review and updating at least annually; and 
(4) is prepared, under the direction of the governing body of 

the institution or agency, by a committee consisting of rep-
resentatives of the governing body, the administrative staff, 
and the medical staff (if any) of the institution or agency. 

Rural Health Clinic Services and Federally Qualified Health 
Center Services 

(aa)(1) The term ‘‘rural health clinic services’’ means — 
(A) physicians’ services and such services and supplies as are 

covered under section 1861(s)(2)(A) if furnished as an incident 
to a physician’s professional service and items and services de-
scribed in section 1861(s)(10), 

(B) such services furnished by a physician assistant or a 
nurse practitioner (as defined in paragraph (5)), by a clinical 
psychologist (as defined by the Secretary) or by a clinical social 
worker (as defined in subsection (hh)(1)), and such services and 
supplies furnished as an incident to his service as would other-
wise be covered if furnished by a physician or as an incident 
to a physician’s service, and 

(C) in the case of a rural health clinic located in an area in 
which there exists a shortage of home health agencies, part- 
time or intermittent nursing care and related medical supplies 
(other than drugs and biologicals) furnished by a registered 
professional nurse or licensed practical nurse to a homebound 
individual under a written plan of treatment (i) established 
and periodically reviewed by a physician described in para-
graph (2)(B), or (ii) established by a nurse practitioner or phy-
sician assistant and periodically reviewed and approved by a 
physician described in paragraph (2)(B), 
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when furnished to an individual as an outpatient of a rural health 
clinic. 

(2) The term ‘‘rural health clinic’’ means a facility which — 
(A) is primarily engaged in furnishing to outpatients services 

described in subparagraphs (A) and (B) of paragraph (1); 
(B) in the case of a facility which is not a physician-directed 

clinic, has an arrangement (consistent with the provisions of 
State and local law relative to the practice, performance, and 
delivery of health services) with one or more physicians (as de-
fined in subsection (r)(1)) under which provision is made for 
the periodic review by such physicians of covered services fur-
nished by physician assistants and nurse practitioners, the su-
pervision and guidance by such physicians of physician assist-
ants and nurse practitioners, the preparation by such physi-
cians of such medical orders for care and treatment of clinic 
patients as may be necessary, and the availability of such phy-
sicians for such referral of and consultation for patients as is 
necessary and for advice and assistance in the management of 
medical emergencies; and, in the case of a physician-directed 
clinic, has one or more of its staff physicians perform the ac-
tivities accomplished through such an arrangement; 

(C) maintains clinical records on all patients; 
(D) has arrangements with one or more hospitals, having 

agreements in effect under section 1866, for the referral and 
admission of patients requiring inpatient services or such diag-
nostic or other specialized services as are not available at the 
clinic; 

(E) has written policies, which are developed with the advice 
of (and with provision for review of such policies from time to 
time by) a group of professional personnel, including one or 
more physicians and one or more physician assistants or nurse 
practitioners, to govern those services described in paragraph 
(1) which it furnishes; 

(F) has a physician, physician assistant, or nurse practi-
tioner responsible for the execution of policies described in sub-
paragraph (E) and relating to the provision of the clinic’s serv-
ices; 

(G) directly provides routine diagnostic services, including 
clinical laboratory services, as prescribed in regulations by the 
Secretary, and has prompt access to additional diagnostic serv-
ices from facilities meeting requirements under this title; 

(H) in compliance with State and Federal law, has available 
for administering to patients of the clinic at least such drugs 
and biologicals as are determined by the Secretary to be nec-
essary for the treatment of emergency cases (as defined in reg-
ulations) and has appropriate procedures or arrangements for 
storing, administering, and dispensing any drugs and 
biologicals; 

(I) has a quality assessment and performance improvement 
program, and appropriate procedures for review of utilization 
of clinic services, as the Secretary may specify; 

(J) has a nurse practitioner, a physician assistant, or a cer-
tified nurse-midwife (as defined in subsection (gg)) available to 
furnish patient care services not less than 50 percent of the 
time the clinic operates; and 
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(K) meets such other requirements as the Secretary may find 
necessary in the interest of the health and safety of the indi-
viduals who are furnished services by the clinic. 

For the purposes of this title, such term includes only a facility 
which (i) is located in an area that is not an urbanized area (as 
defined by the Bureau of the Census) and in which there are insuf-
ficient numbers of needed health care practitioners (as determined 
by the Secretary), and that, within the previous 4-year period, has 
been designated by the chief executive officer of the State and cer-
tified by the Secretary as an area with a shortage of personal 
health services or designated by the Secretary either (I) as an area 
with a shortage of personal health services under section 330(b)(3) 
or 1302(7) of the Public Health Service Act, (II) as a health profes-
sional shortage area described in section 332(a)(1)(A) of that Act 
because of its shortage of primary medical care manpower, (III) as 
a high impact area described in section 329(a)(5) of that Act, of (IV) 
as an area which includes a population group which the Secretary 
determines has a health manpower shortage under section 
332(a)(1)(B) of that Act, (ii) has filed an agreement with the Sec-
retary by which it agrees not to charge any individual or other per-
son for items or services for which such individual is entitled to 
have payment made under this title, except for the amount of any 
deductible or coinsurance amount imposed with respect to such 
items or services (not in excess of the amount customarily charged 
for such items and services by such clinic), pursuant to subsections 
(a) and (b) of section 1833, (iii) employs a physician assistant or 
nurse practitioner, and (iv) is not a rehabilitation agency or a facil-
ity which is primarily for the care and treatment of mental dis-
eases. A facility that is in operation and qualifies as a rural health 
clinic under this title or title XIX and that subsequently fails to 
satisfy the requirement of clause (i) shall be considered, for pur-
poses of this title and title XIX, as still satisfying the requirement 
of such clause if it is determined, in accordance with criteria estab-
lished by the Secretary in regulations, to be essential to the deliv-
ery of primary care services that would otherwise be unavailable 
in the geographic area served by the clinic. If a State agency has 
determined under section 1864(a) that a facility is a rural health 
clinic and the facility has applied to the Secretary for approval as 
such a clinic, the Secretary shall notify the facility of the Sec-
retary’s approval or disapproval not later than 60 days after the 
date of the State agency determination or the application (which-
ever is later). 

(3) The term ‘‘Federally qualified health center services’’ means— 
(A) services of the type described in subparagraphs (A) 

through (C) of paragraph (1) and preventive services (as de-
fined in section 1861(ddd)(3)); and 

(B) preventive primary health services that a center is re-
quired to provide under section 330 of the Public Health Serv-
ice Act, 

when furnished to an individual as an outpatient of a Federally 
qualified health center by the center or by a health care profes-
sional under contract with the center and, for this purpose, any ref-
erence to a rural health clinic or a physician described in para-
graph (2)(B) is deemed a reference to a Federally qualified health 
center or a physician at the center, respectively. 
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(4) The term ‘‘Federally qualified health center’’ means an entity 
which— 

(A)(i) is receiving a grant under section 330 of the Public 
Health Service Act, or 

(ii)(I) is receiving funding from such a grant under a contract 
with the recipient of such a grant, and (II) meets the require-
ments to receive a grant under section 330 of such Act; 

(B) based on the recommendation of the Health Resources 
and Services Administration within the Public Health Service, 
is determined by the Secretary to meet the requirements for 
receiving such a grant; 

(C) was treated by the Secretary, for purposes of part B, as 
a comprehensive Federally funded health center as of January 
1, 1990; or 

(D) is an outpatient health program or facility operated by 
a tribe or tribal organization under the Indian Self-Determina-
tion Act or by an urban Indian organization receiving funds 
under title V of the Indian Health Care Improvement Act. 

(5)(A) The term ‘‘physician assistant’’ and the term ‘‘nurse practi-
tioner’’ mean, for purposes of this title, a physician assistant or 
nurse practitioner who performs such services as such individual is 
legally authorized to perform (in the State in which the individual 
performs such services) in accordance with State law (or the State 
regulatory mechanism provided by State law), and who meets such 
training, education, and experience requirements (or any combina-
tion thereof) as the Secretary may prescribe in regulations. 

(B) The term ‘‘clinical nurse specialist’’ means, for purposes of 
this title, an individual who— 

(i) is a registered nurse and is licensed to practice nursing 
in the State in which the clinical nurse specialist services are 
performed; and 

(ii) holds a master’s degree in a defined clinical area of nurs-
ing from an accredited educational institution. 

(6) The term ‘‘collaboration’’ means a process in which a nurse 
practitioner works with a physician to deliver health care services 
within the scope of the practitioner’s professional expertise, with 
medical direction and appropriate supervision as provided for in 
jointly developed guidelines or other mechanisms as defined by the 
law of the State in which the services are performed. 

(7)(A) The Secretary shall waive for a 1-year period the require-
ments of paragraph (2) that a rural health clinic employ a physi-
cian assistant, nurse practitioner or certified nurse midwife or that 
such clinic require such providers to furnish services at least 50 
percent of the time that the clinic operates for any facility that re-
quests such waiver if the facility demonstrates that the facility has 
been unable, despite reasonable efforts, to hire a physician assist-
ant, nurse practitioner, or certified nurse-midwife in the previous 
90-day period. 

(B) The Secretary may not grant such a waiver under subpara-
graph (A) to a facility if the request for the waiver is made less 
than 6 months after the date of the expiration of any previous such 
waiver for the facility, or if the facility has not yet been determined 
to meet the requirements (including subparagraph (J) of the first 
sentence of paragraph (2)) of a rural health clinic. 
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(C) A waiver which is requested under this paragraph shall be 
deemed granted unless such request is denied by the Secretary 
within 60 days after the date such request is received. 

Services of a Certified Registered Nurse Anesthetist 

(bb)(1) The term ‘‘services of a certified registered nurse anes-
thetist’’ means anesthesia services and related care furnished by a 
certified registered nurse anesthetist (as defined in paragraph (2)) 
which the nurse anesthetist is legally authorized to perform as 
such by the State in which the services are furnished. 

(2) The term ‘‘certified registered nurse anesthetist’’ means a cer-
tified registered nurse anesthetist licensed by the State who meets 
such education, training, and other requirements relating to anes-
thesia services and related care as the Secretary may prescribe. In 
prescribing such requirements the Secretary may use the same re-
quirements as those established by a national organization for the 
certification of nurse anesthetists. Such term also includes, as pre-
scribed by the Secretary, an anesthesiologist assistant. 

Comprehensive Outpatient Rehabilitation Facility Services 

(cc)(1) The term ‘‘comprehensive outpatient rehabilitation facility 
services’’ means the following items and services furnished by a 
physician or other qualified professional personnel (as defined in 
regulations by the Secretary) to an individual who is an outpatient 
of a comprehensive outpatient rehabilitation facility under a plan 
(for furnishing such items and services to such individual) estab-
lished and periodically reviewed by a physician— 

(A) physicians’ services; 
(B) physical therapy, occupational therapy, speech-language 

pathology services, and respiratory therapy; 
(C) prosthetic and orthotic devices, including testing, fitting, 

or training in the use of prosthetic and orthotic devices; 
(D) social and psychological services; 
(E) nursing care provided by or under the supervision of a 

registered professional nurse; 
(F) drugs and biologicals which cannot, as determined in ac-

cordance with regulations, be self-administered; 
(G) supplies and durable medical equipment; and 
(H) such other items and services as are medically necessary 

for the rehabilitation of the patient and are ordinarily fur-
nished by comprehensive outpatient rehabilitation facilities, 

excluding, however, any item or service if it would not be included 
under subsection (b) if furnished to an inpatient of a hospital. In 
the case of physical therapy, occupational therapy, and speech pa-
thology services, there shall be no requirement that the item or 
service be furnished at any single fixed location if the item or serv-
ice is furnished pursuant to such plan and payments are not other-
wise made for the item or service under this title. 

(2) The term ‘‘comprehensive outpatient rehabilitation facility’’ 
means a facility which— 

(A) is primarily engaged in providing (by or under the super-
vision of physicians) diagnostic, therapeutic, and restorative 
services to outpatients for the rehabilitation of injured, dis-
abled, or sick persons; 
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(B) provides at least the following comprehensive outpatient 
rehabilitation services: (i) physicians’ services (rendered by 
physicians, as defined in section 1861(r)(1), who are available 
at the facility on a full- or part-time basis); (ii) physical ther-
apy; and (iii) social or psychological services; 

(C) maintains clinical records on all patients; 
(D) has policies established by a group of professional per-

sonnel (associated with the facility), including one or more phy-
sicians defined in subsection (r)(1) to govern the comprehensive 
outpatient rehabilitation services it furnishes, and provides for 
the carrying out of such policies by a full- or part-time physi-
cian referred to in subparagraph (B)(i); 

(E) has a requirement that every patient must be under the 
care of a physician; 

(F) in the case of a facility in any State in which State or 
applicable local law provides for the licensing of facilities of 
this nature (i) is licensed pursuant to such law, or (ii) is ap-
proved by the agency of such State or locality, responsible for 
licensing facilities of this nature, as meeting the standards es-
tablished for such licensing; 

(G) has in effect a utilization review plan in accordance with 
regulations prescribed by the Secretary; 

(H) has in effect an overall plan and budget that meets the 
requirements of subsection (z); 

(I) provides the Secretary on a continuing basis with a surety 
bond in a form specified by the Secretary and in an amount 
that is not less than $50,000; and 

(J) meets such other conditions of participation as the Sec-
retary may find necessary in the interest of the health and 
safety of individuals who are furnished services by such facil-
ity, including conditions concerning qualifications of personnel 
in these facilities. 

The Secretary may waive the requirement of a surety bond under 
subparagraph (I) in the case of a facility that provides a com-
parable surety bond under State law. 

Hospice Care; Hospice Program 

(dd)(1) The term ‘‘hospice care’’ means the following items and 
services provided to a terminally ill individual by, or by others 
under arrangements made by, a hospice program under a written 
plan (for providing such care to such individual) established and 
periodically reviewed by the individual’s attending physician and 
by the medical director (and by the interdisciplinary group de-
scribed in paragraph (2)(B)) of the program— 

(A) nursing care provided by or under the supervision of a 
registered professional nurse, 

(B) physical or occupational therapy, or speech-language pa-
thology services, 

(C) medical social services under the direction of a physician, 
(D)(i) services of a home health aide who has successfully 

completed a training program approved by the Secretary and 
(ii) homemaker services, 

(E) medical supplies (including drugs and biologicals) and 
the use of medical appliances, while under such a plan, 

(F) physicians’ services, 
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(G) short-term inpatient care (including both respite care 
and procedures necessary for pain control and acute and chron-
ic symptom management) in an inpatient facility meeting such 
conditions as the Secretary determines to be appropriate to 
provide such care, but such respite care may be provided only 
on an intermittent, nonroutine, and occasional basis and may 
not be provided consecutively over longer than five days, 

(H) counseling (including dietary counseling) with respect to 
care of the terminally ill individual and adjustment to his 
death, and 

(I) any other item or service which is specified in the plan 
and for which payment may otherwise be made under this 
title. 

The care and services described in subparagraphs (A) and (D) may 
be provided on a 24-hour, continuous basis only during periods of 
crisis (meeting criteria established by the Secretary) and only as 
necessary to maintain the terminally ill individual at home. 

(2) The term ‘‘hospice program’’ means a public agency or private 
organization (or a subdivision thereof) which— 

(A)(i) is primarily engaged in providing the care and services 
described in paragraph (1) and makes such services available 
(as needed) on a 24-hour basis and which also provides be-
reavement counseling for the immediate family of terminally ill 
individuals and services described in section 1812(a)(5), 

(ii) provides for such care and services in individuals’ homes, 
on an outpatient basis, and on a short-term inpatient basis, di-
rectly or under arrangements made by the agency or organiza-
tion, except that— 

(I) the agency or organization must routinely provide di-
rectly substantially all of each of the services described in 
subparagraphs (A), (C), and (H) of paragraph (1), except as 
otherwise provided in paragraph (5), and 

(II) in the case of other services described in paragraph 
(1) which are not provided directly by the agency or orga-
nization, the agency or organization must maintain profes-
sional management responsibility for all such services fur-
nished to an individual, regardless of the location or facil-
ity in which such services are furnished; and 

(iii) provides assurances satisfactory to the Secretary that 
the aggregate number of days of inpatient care described in 
paragraph (1)(G) provided in any 12-month period to individ-
uals who have an election in effect under section 1812(d) with 
respect to that agency or organization does not exceed 20 per-
cent of the aggregate number of days during that period on 
which such elections for such individuals are in effect; 

(B) has an interdisciplinary group of personnel which— 
(i) includes at least— 

(I) one physician (as defined in subsection (r)(1)), 
(II) one registered professional nurse, and 
(III) one social worker, 

employed by or, in the case of a physician described in sub-
clause (I), under contract with the agency or organization, and 
also includes at least one pastoral or other counselor, 

(ii) provides (or supervises the provision of) the care and 
services described in paragraph (1), and 
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(iii) establishes the policies governing the provision of 
such care and services; 

(C) maintains central clinical records on all patients; 
(D) does not discontinue the hospice care it provides with re-

spect to a patient because of the inability of the patient to pay 
for such care; 

(E)(i) utilizes volunteers in its provision of care and services 
in accordance with standards set by the Secretary, which 
standards shall ensure a continuing level of effort to utilize 
such volunteers, and (ii) maintains records on the use of these 
volunteers and the cost savings and expansion of care and 
services achieved through the use of these volunteers; 

(F) in the case of an agency or organization in any State in 
which State or applicable local law provides for the licensing 
of agencies or organizations of this nature, is licensed pursuant 
to such law; and 

(G) meets such other requirements as the Secretary may find 
necessary in the interest of the health and safety of the indi-
viduals who are provided care and services by such agency or 
organization. 

(3)(A) An individual is considered to be ‘‘terminally ill’’ if the in-
dividual has a medical prognosis that the individual’s life expect-
ancy is 6 months or less. 

(B) The term ‘‘attending physician’’ means, with respect to an in-
dividual, the physician (as defined in subsection (r)(1)) or nurse 
practitioner (as defined in subsection (aa)(5)), who may be em-
ployed by a hospice program, whom the individual identifies as 
having the most significant role in the determination and delivery 
of medical care to the individual at the time the individual makes 
an election to receive hospice care. 

(4)(A) An entity which is certified as a provider of services other 
than a hospice program shall be considered, for purposes of certifi-
cation as a hospice program, to have met any requirements under 
paragraph (2) which are also the same requirements for certifi-
cation as such other type of provider. The Secretary shall coordi-
nate surveys for determining certification under this title so as to 
provide, to the extent feasible, for simultaneous surveys of an enti-
ty which seeks to be certified as a hospice program and as a pro-
vider of services of another type. 

(B) Any entity which is certified as a hospice program and as a 
provider of another type shall have separate provider agreements 
under section 1866 and shall file separate cost reports with respect 
to costs incurred in providing hospice care and in providing other 
services and items under this title. 

(C) Any entity that is certified as a hospice program shall be sub-
ject to a standard survey by an appropriate State or local survey 
agency, or an approved accreditation agency, as determined by the 
Secretary, not less frequently than once every 36 months beginning 
6 months after the date of the enactment of this subparagraph and 
ending September 30, 2025. 

(5)(A) The Secretary may waive the requirements of paragraph 
(2)(A)(ii)(I) for an agency or organization with respect to all or part 
of the nursing care described in paragraph (1)(A) if such agency or 
organization— 
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(i) is located in an area which is not an urbanized area (as 
defined by the Bureau of the Census); 

(ii) was in operation on or before January 1, 1983; and 
(iii) has demonstrated a good faith effort (as determined by 

the Secretary) to hire a sufficient number of nurses to provide 
such nursing care directly. 

(B) Any waiver, which is in such form and containing such infor-
mation as the Secretary may require and which is requested by an 
agency or organization under subparagraph (A) or (C), shall be 
deemed to be granted unless such request is denied by the Sec-
retary within 60 days after the date such request is received by the 
Secretary. The granting of a waiver under subparagraph (A) or (C) 
shall not preclude the granting of any subsequent waiver request 
should such a waiver again become necessary. 

(C) The Secretary may waive the requirements of paragraph 
(2)(A)(i) and (2)(A)(ii) for an agency or organization with respect to 
the services described in paragraph (1)(B) and, with respect to die-
tary counseling, paragraph (1)(H), if such agency or organization— 

(i) is located in an area which is not an urbanized area (as 
defined by the Bureau of Census), and 

(ii) demonstrates to the satisfaction of the Secretary that the 
agency or organization has been unable, despite diligent ef-
forts, to recruit appropriate personnel. 

(D) In extraordinary, exigent, or other non-routine circumstances, 
such as unanticipated periods of high patient loads, staffing short-
ages due to illness or other events, or temporary travel of a patient 
outside a hospice program’s service area, a hospice program may 
enter into arrangements with another hospice program for the pro-
vision by that other program of services described in paragraph 
(2)(A)(ii)(I). The provisions of paragraph (2)(A)(ii)(II) shall apply 
with respect to the services provided under such arrangements. 

(E) A hospice program may provide services described in para-
graph (1)(A) other than directly by the program if the services are 
highly specialized services of a registered professional nurse and 
are provided non-routinely and so infrequently so that the provi-
sion of such services directly would be impracticable and prohibi-
tively expensive. 

Discharge Planning Process 

(ee)(1) A discharge planning process of a hospital shall be consid-
ered sufficient if it is applicable to services furnished by the hos-
pital to individuals entitled to benefits under this title and if it 
meets the guidelines and standards established by the Secretary 
under paragraph (2). 

(2) The Secretary shall develop guidelines and standards for the 
discharge planning process in order to ensure a timely and smooth 
transition to the most appropriate type of and setting for post-hos-
pital or rehabilitative care. The guidelines and standards shall in-
clude the following: 

(A) The hospital must identify, at an early stage of hos-
pitalization, those patients who are likely to suffer adverse 
health consequences upon discharge in the absence of adequate 
discharge planning. 

(B) Hospitals must provide a discharge planning evaluation 
for patients identified under subparagraph (A) and for other 
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patients upon the request of the patient, patient’s representa-
tive, or patient’s physician. 

(C) Any discharge planning evaluation must be made on a 
timely basis to ensure that appropriate arrangements for post- 
hospital care will be made before discharge and to avoid unnec-
essary delays in discharge. 

(D) A discharge planning evaluation must include an evalua-
tion of a patient’s likely need for appropriate post-hospital 
services, including hospice care and post-hospital extended care 
services, and the availability of those services, including the 
availability of home health services through individuals and 
entities that participate in the program under this title and 
that serve the area in which the patient resides and that re-
quest to be listed by the hospital as available and, in the case 
of individuals who are likely to need post-hospital extended 
care services, the availability of such services through facilities 
that participate in the program under this title and that serve 
the area in which the patient resides. 

(E) The discharge planning evaluation must be included in 
the patient’s medical record for use in establishing an appro-
priate discharge plan and the results of the evaluation must be 
discussed with the patient (or the patient’s representative). 

(F) Upon the request of a patient’s physician, the hospital 
must arrange for the development and initial implementation 
of a discharge plan for the patient. 

(G) Any discharge planning evaluation or discharge plan re-
quired under this paragraph must be developed by, or under 
the supervision of, a registered professional nurse, social work-
er, or other appropriately qualified personnel. 

(H) Consistent with section 1802, the discharge plan shall— 
(i) not specify or otherwise limit the qualified provider 

which may provide post-hospital home health services, and 
(ii) identify (in a form and manner specified by the Sec-

retary) any entity to whom the individual is referred in 
which the hospital has a disclosable financial interest (as 
specified by the Secretary consistent with section 
1866(a)(1)(S)) or which has such an interest in the hos-
pital. 

(3) With respect to a discharge plan for an individual who is en-
rolled with a Medicare+Choice organization under a 
Medicare+Choice plan and is furnished inpatient hospital services 
by a hospital under a contract with the organization— 

(A) the discharge planning evaluation under paragraph 
(2)(D) is not required to include information on the availability 
of home health services through individuals and entities which 
do not have a contract with the organization; and 

(B) notwithstanding subparagraph (H)(i), the plan may speci-
fy or limit the provider (or providers) of post-hospital home 
health services or other post-hospital services under the plan. 

Partial Hospitalization Services 

(ff)(1) The term ‘‘partial hospitalization services’’ means the items 
and services described in paragraph (2) prescribed by a physician 
and provided under a program described in paragraph (3) under 
the supervision of a physician pursuant to an individualized, writ-
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ten plan of treatment established and periodically reviewed by a 
physician (in consultation with appropriate staff participating in 
such program), which plan sets forth the physician’s diagnosis, the 
type, amount, frequency, and duration of the items and services 
provided under the plan, and the goals for treatment under the 
plan. 

(2) The items and services described in this paragraph are— 
(A) individual and group therapy with physicians or psy-

chologists (or other mental health professionals to the extent 
authorized under State law), 

(B) occupational therapy requiring the skills of a qualified 
occupational therapist, 

(C) services of social workers, trained psychiatric nurses, and 
other staff trained to work with psychiatric patients, 

(D) drugs and biologicals furnished for therapeutic purposes 
(which cannot, as determined in accordance with regulations, 
be self-administered), 

(E) individualized activity therapies that are not primarily 
recreational or diversionary, 

(F) family counseling (the primary purpose of which is treat-
ment of the individual’s condition), 

(G) patient training and education (to the extent that train-
ing and educational activities are closely and clearly related to 
individual’s care and treatment), 

(H) diagnostic services, and 
(I) such other items and services as the Secretary may pro-

vide (but in no event to include meals and transportation); 
that are reasonable and necessary for the diagnosis or active treat-
ment of the individual’s condition, reasonably expected to improve 
or maintain the individual’s condition and functional level and to 
prevent relapse or hospitalization, and furnished pursuant to such 
guidelines relating to frequency and duration of services as the Sec-
retary shall by regulation establish (taking into account accepted 
norms of medical practice and the reasonable expectation of patient 
improvement). 

(3)(A) A program described in this paragraph is a program which 
is furnished by a hospital to its outpatients or by a community 
mental health center (as defined in subparagraph (B)), and which 
is a distinct and organized intensive ambulatory treatment service 
offering less than 24-hour-daily care other than in an individual’s 
home or in an inpatient or residential setting. 

(B) For purposes of subparagraph (A), the term ‘‘community men-
tal health center’’ means an entity that— 

(i)(I) provides the mental health services described in section 
1913(c)(1) of the Public Health Service Act; or 

(II) in the case of an entity operating in a State that by law 
precludes the entity from providing itself the service described 
in subparagraph (E) of such section, provides for such service 
by contract with an approved organization or entity (as deter-
mined by the Secretary); 

(ii) meets applicable licensing or certification requirements 
for community mental health centers in the State in which it 
is located; 

(iii) provides at least 40 percent of its services to individuals 
who are not eligible for benefits under this title; and 
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(iv) meets such additional conditions as the Secretary shall 
specify to ensure (I) the health and safety of individuals being 
furnished such services, (II) the effective and efficient fur-
nishing of such services, and (III) the compliance of such entity 
with the criteria described in section 1931(c)(1) of the Public 
Health Service Act. 

Certified Nurse-Midwife Services 

(gg)(1) The term ‘‘certified nurse-midwife services’’ means such 
services furnished by a certified nurse-midwife (as defined in para-
graph (2)) and such services and supplies furnished as an incident 
to the nurse-midwife’s service which the certified nurse-midwife is 
legally authorized to perform under State law (or the State regu-
latory mechanism provided by State law) as would otherwise be 
covered if furnished by a physician or as an incident to a physi-
cians’ service. 

(2) The term ‘‘certified nurse-midwife’’ means a registered nurse 
who has successfully completed a program of study and clinical ex-
perience meeting guidelines prescribed by the Secretary, or has 
been certified by an organization recognized by the Secretary. 

Clinical Social Worker; Clinical Social Worker Services 

(hh)(1) The term ‘‘clinical social worker’’ means an individual 
who— 

(A) possesses a master’s or doctor’s degree in social work; 
(B) after obtaining such degree has performed at least 2 

years of supervised clinical social work; and 
(C)(i) is licensed or certified as a clinical social worker by the 

State in which the services are performed, or 
(ii) in the case of an individual in a State which does not pro-

vide for licensure or certification— 
(I) has completed at least 2 years or 3,000 hours of post- 

master’s degree supervised clinical social work practice 
under the supervision of a master’s level social worker in 
an appropriate setting (as determined by the Secretary), 
and 

(II) meets such other criteria as the Secretary estab-
lishes. 

(2) The term ‘‘clinical social worker services’’ means services per-
formed by a clinical social worker (as defined in paragraph (1)) for 
the diagnosis and treatment of mental illnesses (other than serv-
ices furnished to an inpatient of a hospital and other than services 
furnished to an inpatient of a skilled nursing facility which the fa-
cility is required to provide as a requirement for participation) 
which the clinical social worker is legally authorized to perform 
under State law (or the State regulatory mechanism provided by 
State law) of the State in which such services are performed as 
would otherwise be covered if furnished by a physician or as an in-
cident to a physician’s professional service. 

Qualified Psychologist Services 

(ii) The term ‘‘qualified psychologist services’’ means such serv-
ices and such services and supplies furnished as an incident to his 
service furnished by a clinical psychologist (as defined by the Sec-
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retary) which the psychologist is legally authorized to perform 
under State law (or the State regulatory mechanism provided by 
State law) as would otherwise be covered if furnished by a physi-
cian or as an incident to a physician’s service. 

Screening Mammography 

(jj) The term ‘‘screening mammography’’ means a radiologic pro-
cedure provided to a woman for the purpose of early detection of 
breast cancer and includes a physician’s interpretation of the re-
sults of the procedure. 

Covered Osteoporosis Drug 

(kk) The term ‘‘covered osteoporosis drug’’ means an injectable 
drug approved for the treatment of post-menopausal osteoporosis 
provided to an individual by a home health agency if, in accordance 
with regulations promulgated by the Secretary— 

(1) the individual’s attending physician certifies that the in-
dividual has suffered a bone fracture related to post-meno-
pausal osteoporosis and that the individual is unable to learn 
the skills needed to self-administer such drug or is otherwise 
physically or mentally incapable of self-administering such 
drug; and 

(2) the individual is confined to the individual’s home (except 
when receiving items and services referred to in subsection 
(m)(7)). 

Speech-Language Pathology Services; Audiology Services 

(ll)(1) The term ‘‘speech-language pathology services’’ means such 
speech, language, and related function assessment and rehabilita-
tion services furnished by a qualified speech-language pathologist 
as the speech-language pathologist is legally authorized to perform 
under State law (or the State regulatory mechanism provided by 
State law) as would otherwise be covered if furnished by a physi-
cian. 

(2) The term ‘‘outpatient speech-language pathology services’’ has 
the meaning given the term ‘‘outpatient physical therapy services’’ 
in subsection (p), except that in applying such subsection— 

(A) ‘‘speech-language pathology’’ shall be substituted for 
‘‘physical therapy’’ each place it appears; and 

(B) ‘‘speech-language pathologist’’ shall be substituted for 
‘‘physical therapist’’ each place it appears. 

(3) The term ‘‘audiology services’’ means such hearing and bal-
ance assessment services furnished by a qualified audiologist as 
the audiologist is legally authorized to perform under State law (or 
the State regulatory mechanism provided by State law), as would 
otherwise be covered if furnished by a physician. 

(4) In this subsection: 
(A) The term ‘‘qualified speech-language pathologist’’ means 

an individual with a master’s or doctoral degree in speech-lan-
guage pathology who— 

(i) is licensed as a speech-language pathologist by the 
State in which the individual furnishes such services, or 

(ii) in the case of an individual who furnishes services in 
a State which does not license speech-language patholo-
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gists, has successfully completed 350 clock hours of super-
vised clinical practicum (or is in the process of accumu-
lating such supervised clinical experience), performed not 
less than 9 months of supervised full-time speech-language 
pathology services after obtaining a master’s or doctoral 
degree in speech-language pathology or a related field, and 
successfully completed a national examination in speech- 
language pathology approved by the Secretary. 

(B) The term ‘‘qualified audiologist’’ means an individual 
with a master’s or doctoral degree in audiology who— 

(i) is licensed as an audiologist by the State in which the 
individual furnishes such services, or 

(ii) in the case of an individual who furnishes services in 
a State which does not license audiologists, has success-
fully completed 350 clock hours of supervised clinical 
practicum (or is in the process of accumulating such super-
vised clinical experience), performed not less than 9 
months of supervised full-time audiology services after ob-
taining a master’s or doctoral degree in audiology or a re-
lated field, and successfully completed a national examina-
tion in audiology approved by the Secretary. 

Critical Access Hospital; Critical Access Hospital Services 

(mm)(1) The term ‘‘critical access hospital’’ means a facility cer-
tified by the Secretary as a critical access hospital under section 
1820(e). 

(2) The term ‘‘inpatient critical access hospital services’’ means 
items and services, furnished to an inpatient of a critical access 
hospital by such facility, that would be inpatient hospital services 
if furnished to an inpatient of a hospital by a hospital. 

(3) The term ‘‘outpatient critical access hospital services’’ means 
medical and other health services furnished by a critical access 
hospital on an outpatient basis. 

Screening Pap Smear; Screening Pelvic Exam 

(nn)(1) The term ‘‘screening pap smear’’ means a diagnostic lab-
oratory test consisting of a routine exfoliative cytology test (Papani-
colaou test) provided to a woman for the purpose of early detection 
of cervical or vaginal cancer and includes a physician’s interpreta-
tion of the results of the test, if the individual involved has not had 
such a test during the preceding 2 years, or during the preceding 
year in the case of a woman described in paragraph (3). 

(2) The term ‘‘screening pelvic exam’’ means a pelvic examination 
provided to a woman if the woman involved has not had such an 
examination during the preceding 2 years, or during the preceding 
year in the case of a woman described in paragraph (3), and in-
cludes a clinical breast examination. 

(3) A woman described in this paragraph is a woman who— 
(A) is of childbearing age and has had a test described in 

this subsection during any of the preceding 3 years that indi-
cated the presence of cervical or vaginal cancer or other abnor-
mality; or 

(B) is at high risk of developing cervical or vaginal cancer (as 
determined pursuant to factors identified by the Secretary). 
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Prostate Cancer Screening Tests 

(oo)(1) The term ‘‘prostate cancer screening test’’ means a test 
that consists of any (or all) of the procedures described in para-
graph (2) provided for the purpose of early detection of prostate 
cancer to a man over 50 years of age who has not had such a test 
during the preceding year. 

(2) The procedures described in this paragraph are as follows: 
(A) A digital rectal examination. 
(B) A prostate-specific antigen blood test. 
(C) For years beginning after 2002, such other procedures as 

the Secretary finds appropriate for the purpose of early detec-
tion of prostate cancer, taking into account changes in tech-
nology and standards of medical practice, availability, effective-
ness, costs, and such other factors as the Secretary considers 
appropriate. 

Colorectal Cancer Screening Tests 

(pp)(1) The term ‘‘colorectal cancer screening test’’ means any of 
the following procedures furnished to an individual for the purpose 
of early detection of colorectal cancer: 

(A) Screening fecal-occult blood test. 
(B) Screening flexible sigmoidoscopy. 
(C) Screening colonoscopy. 
(D) Such other tests or procedures, and modifications to tests 

and procedures under this subsection, with such frequency and 
payment limits, as the Secretary determines appropriate, in 
consultation with appropriate organizations. 

(2) An ‘‘individual at high risk for colorectal cancer’’ is an indi-
vidual who, because of family history, prior experience of cancer or 
precursor neoplastic polyps, a history of chronic digestive disease 
condition (including inflammatory bowel disease, Crohn’s Disease, 
or ulcerative colitis), the presence of any appropriate recognized 
gene markers for colorectal cancer, or other predisposing factors, 
faces a high risk for colorectal cancer. 

Diabetes Outpatient Self-Management Training Services 

(qq)(1) The term ‘‘diabetes outpatient self-management training 
services’’ means educational and training services furnished (at 
such times as the Secretary determines appropriate) to an indi-
vidual with diabetes by a certified provider (as described in para-
graph (2)(A)) in an outpatient setting by an individual or entity 
who meets the quality standards described in paragraph (2)(B), but 
only if the physician who is managing the individual’s diabetic con-
dition certifies that such services are needed under a comprehen-
sive plan of care related to the individual’s diabetic condition to en-
sure therapy compliance or to provide the individual with nec-
essary skills and knowledge (including skills related to the self-ad-
ministration of injectable drugs) to participate in the management 
of the individual’s condition. 

(2) In paragraph (1)— 
(A) a ‘‘certified provider’’ is a physician, or other individual 

or entity designated by the Secretary, that, in addition to pro-
viding diabetes outpatient self-management training services, 
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provides other items or services for which payment may be 
made under this title; and 

(B) a physician, or such other individual or entity, meets the 
quality standards described in this paragraph if the physician, 
or individual or entity, meets quality standards established by 
the Secretary, except that the physician or other individual or 
entity shall be deemed to have met such standards if the phy-
sician or other individual or entity meets applicable standards 
originally established by the National Diabetes Advisory Board 
and subsequently revised by organizations who participated in 
the establishment of standards by such Board, or is recognized 
by an organization that represents individuals (including indi-
viduals under this title) with diabetes as meeting standards for 
furnishing the services. 

Bone Mass Measurement 

(rr)(1) The term ‘‘bone mass measurement’’ means a radiologic or 
radioisotopic procedure or other procedure approved by the Food 
and Drug Administration performed on a qualified individual (as 
defined in paragraph (2)) for the purpose of identifying bone mass 
or detecting bone loss or determining bone quality, and includes a 
physician’s interpretation of the results of the procedure. 

(2) For purposes of this subsection, the term ‘‘qualified indi-
vidual’’ means an individual who is (in accordance with regulations 
prescribed by the Secretary)— 

(A) an estrogen-deficient woman at clinical risk for 
osteoporosis; 

(B) an individual with vertebral abnormalities; 
(C) an individual receiving long-term glucocorticoid steroid 

therapy; 
(D) an individual with primary hyperparathyroidism; or 
(E) an individual being monitored to assess the response to 

or efficacy of an approved osteoporosis drug therapy. 
(3) The Secretary shall establish such standards regarding the 

frequency with which a qualified individual shall be eligible to be 
provided benefits for bone mass measurement under this title. 

Religious Nonmedical Health Care Institution 

(ss)(1) The term ‘‘religious nonmedical health care institution’’ 
means an institution that— 

(A) is described in subsection (c)(3) of section 501 of the 
Internal Revenue Code of 1986 and is exempt from taxes 
under subsection (a) of such section; 

(B) is lawfully operated under all applicable Federal, 
State, and local laws and regulations; 

(C) provides only nonmedical nursing items and services 
exclusively to patients who choose to rely solely upon a re-
ligious method of healing and for whom the acceptance of 
medical health services would be inconsistent with their 
religious beliefs; 

(D) provides such nonmedical items and services exclu-
sively through nonmedical nursing personnel who are ex-
perienced in caring for the physical needs of such patients; 
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(E) provides such nonmedical items and services to inpa-
tients on a 24-hour basis; 

(F) on the basis of its religious beliefs, does not provide 
through its personnel or otherwise medical items and serv-
ices (including any medical screening, examination, diag-
nosis, prognosis, treatment, or the administration of drugs) 
for its patients; 

(G)(i) is not owned by, under common ownership with, or 
has an ownership interest in, a provider of medical treat-
ment or services; 

(ii) is not affiliated with— 
(I) a provider of medical treatment or services, or 
(II) an individual who has an ownership interest in 

a provider of medical treatment or services; 
(H) has in effect a utilization review plan which— 

(i) provides for the review of admissions to the insti-
tution, of the duration of stays therein, of cases of con-
tinuous extended duration, and of the items and serv-
ices furnished by the institution, 

(ii) requires that such reviews be made by an appro-
priate committee of the institution that includes the 
individuals responsible for overall administration and 
for supervision of nursing personnel at the institution, 

(iii) provides that records be maintained of the meet-
ings, decisions, and actions of such committee, and 

(iv) meets such other requirements as the Secretary 
finds necessary to establish an effective utilization re-
view plan; 

(I) provides the Secretary with such information as the 
Secretary may require to implement section 1821, includ-
ing information relating to quality of care and coverage de-
terminations; and 

(J) meets such other requirements as the Secretary finds 
necessary in the interest of the health and safety of indi-
viduals who are furnished services in the institution. 

(2) To the extent that the Secretary finds that the accreditation 
of an institution by a State, regional, or national agency or associa-
tion provides reasonable assurances that any or all of the require-
ments of paragraph (1) are met or exceeded, the Secretary may 
treat such institution as meeting the condition or conditions with 
respect to which the Secretary made such finding. 

(3)(A)(i) In administering this subsection and section 1821, the 
Secretary shall not require any patient of a religious nonmedical 
health care institution to undergo medical screening, examination, 
diagnosis, prognosis, or treatment or to accept any other medical 
health care service, if such patient (or legal representative of the 
patient) objects thereto on religious grounds. 

(ii) Clause (i) shall not be construed as preventing the Secretary 
from requiring under section 1821(a)(2) the provision of sufficient 
information regarding an individual’s condition as a condition for 
receipt of benefits under part A for services provided in such an in-
stitution. 

(B)(i) In administering this subsection and section 1821, the Sec-
retary shall not subject a religious nonmedical health care institu-
tion or its personnel to any medical supervision, regulation, or con-
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trol, insofar as such supervision, regulation, or control would be 
contrary to the religious beliefs observed by the institution or such 
personnel. 

(ii) Clause (i) shall not be construed as preventing the Secretary 
from reviewing items and services billed by the institution to the 
extent the Secretary determines such review to be necessary to de-
termine whether such items and services were not covered under 
part A, are excessive, or are fraudulent. 

(4)(A) For purposes of paragraph (1)(G)(i), an ownership interest 
of less than 5 percent shall not be taken into account. 

(B) For purposes of paragraph (1)(G)(ii), none of the following 
shall be considered to create an affiliation: 

(i) An individual serving as an uncompensated director, 
trustee, officer, or other member of the governing body of a re-
ligious nonmedical health care institution. 

(ii) An individual who is a director, trustee, officer, employee, 
or staff member of a religious nonmedical health care institu-
tion having a family relationship with an individual who is af-
filiated with (or has an ownership interest in) a provider of 
medical treatment or services. 

(iii) An individual or entity furnishing goods or services as 
a vendor to both providers of medical treatment or services and 
religious nonmedical health care institutions. 

Post-Institutional Home Health Services; Home Health Spell of 
Illness 

(tt)(1) The term ‘‘post-institutional home health services’’ means 
home health services furnished to an individual— 

(A) after discharge from a hospital or critical access hospital 
in which the individual was an inpatient for not less than 3 
consecutive days before such discharge if such home health 
services were initiated within 14 days after the date of such 
discharge; or 

(B) after discharge from a skilled nursing facility in which 
the individual was provided post-hospital extended care serv-
ices if such home health services were initiated within 14 days 
after the date of such discharge. 

(2) The term ‘‘home health spell of illness’’ with respect to any 
individual means a period of consecutive days— 

(A) beginning with the first day (not included in a previous 
home health spell of illness) (i) on which such individual is fur-
nished post-institutional home health services, and (ii) which 
occurs in a month for which the individual is entitled to bene-
fits under part A, and 

(B) ending with the close of the first period of 60 consecutive 
days thereafter on each of which the individual is neither an 
inpatient of a hospital or critical access hospital nor an inpa-
tient of a facility described in section 1819(a)(1) or subsection 
(y)(1) nor provided home health services. 

Screening for Glaucoma 

(uu) The term ‘‘screening for glaucoma’’ means a dilated eye ex-
amination with an intraocular pressure measurement, and a direct 
ophthalmoscopy or a slit-lamp biomicroscopic examination for the 
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early detection of glaucoma which is furnished by or under the di-
rect supervision of an optometrist or ophthalmologist who is legally 
authorized to furnish such services under State law (or the State 
regulatory mechanism provided by State law) of the State in which 
the services are furnished, as would otherwise be covered if fur-
nished by a physician or as an incident to a physician’s professional 
service, if the individual involved has not had such an examination 
in the preceding year. 

Medical Nutrition Therapy Services; Registered Dietitian or 
Nutrition Professional 

(vv)(1) The term ‘‘medical nutrition therapy services’’ means nu-
tritional diagnostic, therapy, and counseling services for the pur-
pose of disease management which are furnished by a registered 
dietitian or nutrition professional (as defined in paragraph (2)) pur-
suant to a referral by a physician (as defined in subsection (r)(1)). 

(2) Subject to paragraph (3), the term ‘‘registered dietitian or nu-
trition professional’’ means an individual who— 

(A) holds a baccalaureate or higher degree granted by a re-
gionally accredited college or university in the United States 
(or an equivalent foreign degree) with completion of the aca-
demic requirements of a program in nutrition or dietetics, as 
accredited by an appropriate national accreditation organiza-
tion recognized by the Secretary for this purpose; 

(B) has completed at least 900 hours of supervised dietetics 
practice under the supervision of a registered dietitian or nu-
trition professional; and 

(C)(i) is licensed or certified as a dietitian or nutrition profes-
sional by the State in which the services are performed; or 

(ii) in the case of an individual in a State that does not pro-
vide for such licensure or certification, meets such other cri-
teria as the Secretary establishes. 

(3) Subparagraphs (A) and (B) of paragraph (2) shall not apply 
in the case of an individual who, as of the date of the enactment 
of this subsection, is licensed or certified as a dietitian or nutrition 
professional by the State in which medical nutrition therapy serv-
ices are performed. 

Initial Preventive Physical Examination 

(ww)(1) The term ‘‘initial preventive physical examination’’ 
means physicians’ services consisting of a physical examination (in-
cluding measurement of height, weight body mass index,, and blood 
pressure) with the goal of health promotion and disease detection 
and includes education, counseling, and referral with respect to 
screening and other preventive services described in paragraph (2) 
and end-of-life planning (as defined in paragraph (3)) upon the 
agreement with the individual, but does not include clinical labora-
tory tests. 

(2) The screening and other preventive services described in this 
paragraph include the following: 

(A) Pneumococcal, influenza, and hepatitis B vaccine and ad-
ministration under subsection (s)(10). 

(B) Screening mammography as defined in subsection (jj). 
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(C) Screening pap smear and screening pelvic exam as de-
fined in subsection (nn). 

(D) Prostate cancer screening tests as defined in subsection 
(oo). 

(E) Colorectal cancer screening tests as defined in subsection 
(pp). 

(F) Diabetes outpatient self-management training services as 
defined in subsection (qq)(1). 

(G) Bone mass measurement as defined in subsection (rr). 
(H) Screening for glaucoma as defined in subsection (uu). 
(I) Medical nutrition therapy services as defined in sub-

section (vv). 
(J) Cardiovascular screening blood tests as defined in sub-

section (xx)(1). 
(K) Diabetes screening tests as defined in subsection (yy). 
(L) Ultrasound screening for abdominal aortic aneurysm as 

defined in section 1861(bbb). 
(M) An electrocardiogram. 
(N) Additional preventive services (as defined in subsection 

(ddd)(1)). 
(3) For purposes of paragraph (1), the term ‘‘end-of-life planning’’ 

means verbal or written information regarding— 
(A) an individual’s ability to prepare an advance directive in 

the case that an injury or illness causes the individual to be 
unable to make health care decisions; and 

(B) whether or not the physician is willing to follow the indi-
vidual’s wishes as expressed in an advance directive. 

Cardiovascular Screening Blood Test 

(xx)(1) The term ‘‘cardiovascular screening blood test’’ means a 
blood test for the early detection of cardiovascular disease (or ab-
normalities associated with an elevated risk of cardiovascular dis-
ease) that tests for the following: 

(A) Cholesterol levels and other lipid or triglyceride levels. 
(B) Such other indications associated with the presence of, or 

an elevated risk for, cardiovascular disease as the Secretary 
may approve for all individuals (or for some individuals deter-
mined by the Secretary to be at risk for cardiovascular dis-
ease), including indications measured by noninvasive testing. 

The Secretary may not approve an indication under subparagraph 
(B) for any individual unless a blood test for such is recommended 
by the United States Preventive Services Task Force. 

(2) The Secretary shall establish standards, in consultation with 
appropriate organizations, regarding the frequency for each type of 
cardiovascular screening blood tests, except that such frequency 
may not be more often than once every 2 years. 

Diabetes Screening Tests 

(yy)(1) The term ‘‘diabetes screening tests’’ means testing fur-
nished to an individual at risk for diabetes (as defined in para-
graph (2)) for the purpose of early detection of diabetes, including— 

(A) a fasting plasma glucose test; and 
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(B) such other tests, and modifications to tests, as the Sec-
retary determines appropriate, in consultation with appro-
priate organizations. 

(2) For purposes of paragraph (1), the term ‘‘individual at risk for 
diabetes’’ means an individual who has any of the following risk 
factors for diabetes: 

(A) Hypertension. 
(B) Dyslipidemia. 
(C) Obesity, defined as a body mass index greater than or 

equal to 30 kg/m2. 
(D) Previous identification of an elevated impaired fasting 

glucose. 
(E) Previous identification of impaired glucose tolerance. 
(F) A risk factor consisting of at least 2 of the following char-

acteristics: 
(i) Overweight, defined as a body mass index greater 

than 25, but less than 30, kg/m2. 
(ii) A family history of diabetes. 
(iii) A history of gestational diabetes mellitus or delivery 

of a baby weighing greater than 9 pounds. 
(iv) 65 years of age or older. 

(3) The Secretary shall establish standards, in consultation with 
appropriate organizations, regarding the frequency of diabetes 
screening tests, except that such frequency may not be more often 
than twice within the 12-month period following the date of the 
most recent diabetes screening test of that individual. 

Intravenous Immune Globulin 

(zz) The term ‘‘intravenous immune globulin’’ means an approved 
pooled plasma derivative for the treatment in the patient’s home of 
a patient with a diagnosed primary immune deficiency disease, but 
not including items or services related to the administration of the 
derivative, if a physician determines administration of the deriva-
tive in the patient’s home is medically appropriate. 

Extended Care in Religious Nonmedical Health Care Institutions 

(aaa)(1) The term ‘‘home health agency’’ also includes a religious 
nonmedical health care institution (as defined in subsection (ss)(1)), 
but only with respect to items and services ordinarily furnished by 
such an institution to individuals in their homes, and that are com-
parable to items and services furnished to individuals by a home 
health agency that is not religious nonmedical health care institu-
tion. 

(2)(A) Subject to subparagraphs (B), payment may be made with 
respect to services provided by such an institution only to such ex-
tent and under such conditions, limitations, and requirements (in 
addition to or in lieu of the conditions, limitations, and require-
ments otherwise applicable) as may be provided in regulations con-
sistent with section 1821. 

(B) Notwithstanding any other provision of this title, payment 
may not be made under subparagraph (A)— 

(i) in a year insofar as such payments exceed $700,000; and 
(ii) after December 31, 2006. 
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Ultrasound Screening for Abdominal Aortic Aneurysm 

(bbb) The term ‘‘ultrasound screening for abdominal aortic aneu-
rysm’’ means— 

(1) a procedure using sound waves (or such other procedures 
using alternative technologies, of commensurate accuracy and 
cost, that the Secretary may specify) provided for the early de-
tection of abdominal aortic aneurysm; and 

(2) includes a physician’s interpretation of the results of the 
procedure. 

Long-Term Care Hospital 

(ccc) The term ‘‘long-term care hospital’’ means a hospital 
which— 

(1) is primarily engaged in providing inpatient services, by or 
under the supervision of a physician, to Medicare beneficiaries 
whose medically complex conditions require a long hospital 
stay and programs of care provided by a long-term care hos-
pital; 

(2) has an average inpatient length of stay (as determined by 
the Secretary) of greater than 25 days, or meets the require-
ments of clause (II) of section 1886(d)(1)(B)(iv); 

(3) satisfies the requirements of subsection (e); and 
(4) meets the following facility criteria: 

(A) the institution has a patient review process, docu-
mented in the patient medical record, that screens pa-
tients prior to admission for appropriateness of admission 
to a long-term care hospital, validates within 48 hours of 
admission that patients meet admission criteria for long- 
term care hospitals, regularly evaluates patients through-
out their stay for continuation of care in a long-term care 
hospital, and assesses the available discharge options 
when patients no longer meet such continued stay criteria; 

(B) the institution has active physician involvement with 
patients during their treatment through an organized 
medical staff, physician-directed treatment with physician 
on-site availability on a daily basis to review patient 
progress, and consulting physicians on call and capable of 
being at the patient’s side within a moderate period of 
time, as determined by the Secretary; and 

(C) the institution has interdisciplinary team treatment 
for patients, requiring interdisciplinary teams of health 
care professionals, including physicians, to prepare and 
carry out an individualized treatment plan for each pa-
tient. 

Additional Preventive Services; Preventive Services 

(ddd)(1) The term ‘‘additional preventive services’’ means services 
not described in subparagraph (A) or (C) of paragraph (3) that 
identify medical conditions or risk factors and that the Secretary 
determines are— 

(A) reasonable and necessary for the prevention or early de-
tection of an illness or disability; 

(B) recommended with a grade of A or B by the United 
States Preventive Services Task Force; and 
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(C) appropriate for individuals entitled to benefits under part 
A or enrolled under part B. 

(2) In making determinations under paragraph (1) regarding the 
coverage of a new service, the Secretary shall use the process for 
making national coverage determinations (as defined in section 
1869(f)(1)(B)) under this title. As part of the use of such process, 
the Secretary may conduct an assessment of the relation between 
predicted outcomes and the expenditures for such service and may 
take into account the results of such assessment in making such 
determination. 

(3) The term ‘‘preventive services’’ means the following: 
(A) The screening and preventive services described in sub-

section (ww)(2) (other than the service described in subpara-
graph (M) of such subsection). 

(B) An initial preventive physical examination (as defined in 
subsection (ww)). 

(C) Personalized prevention plan services (as defined in sub-
section (hhh)(1)). 

Cardiac Rehabilitation Program; Intensive Cardiac Rehabilitation 
Program 

(eee)(1) The term ‘‘cardiac rehabilitation program’’ means a phy-
sician-supervised program (as described in paragraph (2)) that fur-
nishes the items and services described in paragraph (3). 

(2) A program described in this paragraph is a program under 
which— 

(A) items and services under the program are delivered— 
(i) in a physician’s office; 
(ii) in a hospital on an outpatient basis; or 
(iii) in other settings determined appropriate by the Sec-

retary. 
(B) a physician is immediately available and accessible for 

medical consultation and medical emergencies at all times 
items and services are being furnished under the program, ex-
cept that, in the case of items and services furnished under 
such a program in a hospital, such availability shall be pre-
sumed; and 

(C) individualized treatment is furnished under a written 
plan established, reviewed, and signed by a physician every 30 
days that describes— 

(i) the individual’s diagnosis; 
(ii) the type, amount, frequency, and duration of the 

items and services furnished under the plan; and 
(iii) the goals set for the individual under the plan. 

(3) The items and services described in this paragraph are— 
(A) physician-prescribed exercise; 
(B) cardiac risk factor modification, including education, 

counseling, and behavioral intervention (to the extent such 
education, counseling, and behavioral intervention is closely re-
lated to the individual’s care and treatment and is tailored to 
the individual’s needs); 

(C) psychosocial assessment; 
(D) outcomes assessment; and 
(E) such other items and services as the Secretary may de-

termine, but only if such items and services are— 
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(i) reasonable and necessary for the diagnosis or active 
treatment of the individual’s condition; 

(ii) reasonably expected to improve or maintain the indi-
vidual’s condition and functional level; and 

(iii) furnished under such guidelines relating to the fre-
quency and duration of such items and services as the Sec-
retary shall establish, taking into account accepted norms 
of medical practice and the reasonable expectation of im-
provement of the individual. 

(4)(A) The term ‘‘intensive cardiac rehabilitation program’’ means 
a physician-supervised program (as described in paragraph (2)) 
that furnishes the items and services described in paragraph (3) 
and has shown, in peer-reviewed published research, that it accom-
plished— 

(i) one or more of the following: 
(I) positively affected the progression of coronary heart 

disease; or 
(II) reduced the need for coronary bypass surgery; or 
(III) reduced the need for percutaneous coronary inter-

ventions; and 
(ii) a statistically significant reduction in 5 or more of the fol-

lowing measures from their level before receipt of cardiac reha-
bilitation services to their level after receipt of such services: 

(I) low density lipoprotein; 
(II) triglycerides; 
(III) body mass index; 
(IV) systolic blood pressure; 
(V) diastolic blood pressure; or 
(VI) the need for cholesterol, blood pressure, and diabe-

tes medications. 
(B) To be eligible for an intensive cardiac rehabilitation program, 

an individual must have— 
(i) had an acute myocardial infarction within the preceding 

12 months; 
(ii) had coronary bypass surgery; 
(iii) stable angina pectoris; 
(iv) had heart valve repair or replacement; 
(v) had percutaneous transluminal coronary angioplasty 

(PTCA) or coronary stenting; or 
(vi) had a heart or heart-lung transplant. 

(C) An intensive cardiac rehabilitation program may be provided 
in a series of 72 one-hour sessions (as defined in section 
1848(b)(5)), up to 6 sessions per day, over a period of up to 18 
weeks. 

(5) The Secretary shall establish standards to ensure that a phy-
sician with expertise in the management of individuals with car-
diac pathophysiology who is licensed to practice medicine in the 
State in which a cardiac rehabilitation program (or the intensive 
cardiac rehabilitation program, as the case may be) is offered— 

(A) is responsible for such program; and 
(B) in consultation with appropriate staff, is involved sub-

stantially in directing the progress of individual in the pro-
gram. 
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Pulmonary Rehabilitation Program 

(fff)(1) The term ‘‘pulmonary rehabilitation program’’ means a 
physician-supervised program (as described in subsection (eee)(2) 
with respect to a program under this subsection) that furnishes the 
items and services described in paragraph (2). 

(2) The items and services described in this paragraph are— 
(A) physician-prescribed exercise; 
(B) education or training (to the extent the education or 

training is closely and clearly related to the individual’s care 
and treatment and is tailored to such individual’s needs); 

(C) psychosocial assessment; 
(D) outcomes assessment; and 
(E) such other items and services as the Secretary may de-

termine, but only if such items and services are— 
(i) reasonable and necessary for the diagnosis or active 

treatment of the individual’s condition; 
(ii) reasonably expected to improve or maintain the indi-

vidual’s condition and functional level; and 
(iii) furnished under such guidelines relating to the fre-

quency and duration of such items and services as the Sec-
retary shall establish, taking into account accepted norms 
of medical practice and the reasonable expectation of im-
provement of the individual. 

(3) The Secretary shall establish standards to ensure that a phy-
sician with expertise in the management of individuals with res-
piratory pathophysiology who is licensed to practice medicine in the 
State in which a pulmonary rehabilitation program is offered— 

(A) is responsible for such program; and 
(B) in consultation with appropriate staff, is involved sub-

stantially in directing the progress of individual in the pro-
gram. 

Kidney Disease Education Services 

(ggg)(1) The term ‘‘kidney disease education services’’ means edu-
cational services that are— 

(A) furnished to an individual with stage IV chronic kidney 
disease who, according to accepted clinical guidelines identified 
by the Secretary, will require dialysis or a kidney transplant; 

(B) furnished, upon the referral of the physician managing 
the individual’s kidney condition, by a qualified person (as de-
fined in paragraph (2)); and 

(C) designed— 
(i) to provide comprehensive information (consistent with 

the standards set under paragraph (3)) regarding— 
(I) the management of comorbidities, including for 

purposes of delaying the need for dialysis; 
(II) the prevention of uremic complications; and 
(III) each option for renal replacement therapy (in-

cluding hemodialysis and peritoneal dialysis at home 
and in-center as well as vascular access options and 
transplantation); 

(ii) to ensure that the individual has the opportunity to 
actively participate in the choice of therapy; and 
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(iii) to be tailored to meet the needs of the individual in-
volved. 

(2)(A) The term ‘‘qualified person’’ means— 
(i) a physician (as defined in section 1861(r)(1)) or a physi-

cian assistant, nurse practitioner, or clinical nurse specialist 
(as defined in section 1861(aa)(5)), who furnishes services for 
which payment may be made under the fee schedule estab-
lished under section 1848; and 

(ii) a provider of services located in a rural area (as defined 
in section 1886(d)(2)(D)). 

(B) Such term does not include a provider of services (other than 
a provider of services described in subparagraph (A)(ii)) or a renal 
dialysis facility. 

(3) The Secretary shall set standards for the content of such in-
formation to be provided under paragraph (1)(C)(i) after consulting 
with physicians, other health professionals, health educators, pro-
fessional organizations, accrediting organizations, kidney patient 
organizations, dialysis facilities, transplant centers, network orga-
nizations described in section 1881(c)(2), and other knowledgeable 
persons. To the extent possible the Secretary shall consult with 
persons or entities described in the previous sentence, other than 
a dialysis facility, that has not received industry funding from a 
drug or biological manufacturer or dialysis facility. 

(4) No individual shall be furnished more than 6 sessions of kid-
ney disease education services under this title. 

Annual Wellness Visit 

(hhh)(1) The term ‘‘personalized prevention plan services’’ means 
the creation of a plan for an individual— 

(A) that includes a health risk assessment (that meets the 
guidelines established by the Secretary under paragraph 
(4)(A)) of the individual that is completed prior to or as part 
of the same visit with a health professional described in para-
graph (3); and 

(B) that— 
(i) takes into account the results of the health risk as-

sessment; and 
(ii) may contain the elements described in paragraph (2). 

(2) Subject to paragraph (4)(H), the elements described in this 
paragraph are the following: 

(A) The establishment of, or an update to, the individual’s 
medical and family history. 

(B) A list of current providers and suppliers that are regu-
larly involved in providing medical care to the individual (in-
cluding a list of all prescribed medications). 

(C) A measurement of height, weight, body mass index (or 
waist circumference, if appropriate), blood pressure, and other 
routine measurements. 

(D) Detection of any cognitive impairment. 
(E) The establishment of, or an update to, the following: 

(i) A screening schedule for the next 5 to 10 years, as ap-
propriate, based on recommendations of the United States 
Preventive Services Task Force and the Advisory Com-
mittee on Immunization Practices, and the individual’s 
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health status, screening history, and age-appropriate pre-
ventive services covered under this title. 

(ii) A list of risk factors and conditions for which pri-
mary, secondary, or tertiary prevention interventions are 
recommended or are underway, including any mental 
health conditions or any such risk factors or conditions 
that have been identified through an initial preventive 
physical examination (as described under subsection 
(ww)(1)), and a list of treatment options and their associ-
ated risks and benefits. 

(F) The furnishing of personalized health advice and a refer-
ral, as appropriate, to health education or preventive coun-
seling services or programs aimed at reducing identified risk 
factors and improving self-management, or community-based 
lifestyle interventions to reduce health risks and promote self- 
management and wellness, including weight loss, physical ac-
tivity, smoking cessation, fall prevention, and nutrition. 

(G) Any other element determined appropriate by the Sec-
retary. 

(3) A health professional described in this paragraph is— 
(A) a physician; 
(B) a practitioner described in clause (i) of section 

1842(b)(18)(C); or 
(C) a medical professional (including a health educator, reg-

istered dietitian, or nutrition professional) or a team of medical 
professionals, as determined appropriate by the Secretary, 
under the supervision of a physician. 

(4)(A) For purposes of paragraph (1)(A), the Secretary, not later 
than 1 year after the date of enactment of this subsection, shall es-
tablish publicly available guidelines for health risk assessments. 
Such guidelines shall be developed in consultation with relevant 
groups and entities and shall provide that a health risk assess-
ment— 

(i) identify chronic diseases, injury risks, modifiable risk fac-
tors, and urgent health needs of the individual; and 

(ii) may be furnished— 
(I) through an interactive telephonic or web-based pro-

gram that meets the standards established under subpara-
graph (B); 

(II) during an encounter with a health care professional; 
(III) through community-based prevention programs; or 
(IV) through any other means the Secretary determines 

appropriate to maximize accessibility and ease of use by 
beneficiaries, while ensuring the privacy of such bene-
ficiaries. 

(B) Not later than 1 year after the date of enactment of this sub-
section, the Secretary shall establish standards for interactive tele-
phonic or web-based programs used to furnish health risk assess-
ments under subparagraph (A)(ii)(I). The Secretary may utilize any 
health risk assessment developed under section 4004(f) of the Pa-
tient Protection and Affordable Care Act as part of the requirement 
to develop a personalized prevention plan to comply with this sub-
paragraph. 

(C)(i) Not later than 18 months after the date of enactment of 
this subsection, the Secretary shall develop and make available to 
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the public a health risk assessment model. Such model shall meet 
the guidelines under subparagraph (A) and may be used to meet 
the requirement under paragraph (1)(A). 

(ii) Any health risk assessment that meets the guidelines under 
subparagraph (A) and is approved by the Secretary may be used 
to meet the requirement under paragraph (1)(A). 

(D) The Secretary may coordinate with community-based entities 
(including State Health Insurance Programs, Area Agencies on 
Aging, Aging and Disability Resource Centers, and the Administra-
tion on Aging) to— 

(i) ensure that health risk assessments are accessible to 
beneficiaries; and 

(ii) provide appropriate support for the completion of health 
risk assessments by beneficiaries. 

(E) The Secretary shall establish procedures to make bene-
ficiaries and providers aware of the requirement that a beneficiary 
complete a health risk assessment prior to or at the same time as 
receiving personalized prevention plan services. 

(F) To the extent practicable, the Secretary shall encourage the 
use of, integration with, and coordination of health information 
technology (including use of technology that is compatible with 
electronic medical records and personal health records) and may 
experiment with the use of personalized technology to aid in the 
development of self-management skills and management of and ad-
herence to provider recommendations in order to improve the 
health status of beneficiaries. 

(G) A beneficiary shall be eligible to receive only an initial pre-
ventive physical examination (as defined under subsection (ww)(1)) 
during the 12-month period after the date that the beneficiary’s 
coverage begins under part B and shall be eligible to receive per-
sonalized prevention plan services under this subsection each year 
thereafter provided that the beneficiary has not received either an 
initial preventive physical examination or personalized prevention 
plan services within the preceding 12-month period. 

(H) The Secretary shall issue guidance that— 
(i) identifies elements under paragraph (2) that are required 

to be provided to a beneficiary as part of their first visit for 
personalized prevention plan services; and 

(ii) establishes a yearly schedule for appropriate provision of 
such elements thereafter. 

EXCLUSIONS FROM COVERAGE AND MEDICARE AS SECONDARY PAYER 

SEC. 1862. (a) Notwithstanding any other provision of this title, 
no payment may be made under part A or part B for any expenses 
incurred for items or services— 

(1)(A) which, except for items and services described in a 
succeeding subparagraph or additional preventive services (as 
described in section 1861(ddd)(1)), are not reasonable and nec-
essary for the diagnosis or treatment of illness or injury or to 
improve the functioning of a malformed body member, 

(B) in the case of items and services described in section 
1861(s)(10), which are not reasonable and necessary for the 
prevention of illness, 

(C) in the case of hospice care, which are not reasonable and 
necessary for the palliation or management of terminal illness, 
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(D) in the case of clinical care items and services provided 
with the concurrence of the Secretary and with respect to re-
search and experimentation conducted by, or under contract 
with, the Medicare Payment Advisory Commission or the Sec-
retary, which are not reasonable and necessary to carry out the 
purposes of section 1886(e)(6), 

(E) in the case of research conducted pursuant to section 
1142, which is not reasonable and necessary to carry out the 
purposes of that section, 

(F) in the case of screening mammography, which is per-
formed more frequently than is covered under section 
1834(c)(2) or which is not conducted by a facility described in 
section 1834(c)(1)(B), in the case of screening pap smear and 
screening pelvic exam, which is performed more frequently 
than is provided under section 1861(nn), and, in the case of 
screening for glaucoma, which is performed more frequently 
than is provided under section 1861(uu), 

(G) in the case of prostate cancer screening tests (as defined 
in section 1861(oo)), which are performed more frequently than 
is covered under such section, 

(H) in the case of colorectal cancer screening tests, which are 
performed more frequently than is covered under section 
1834(d), 

(I) the frequency and duration of home health services which 
are in excess of normative guidelines that the Secretary shall 
establish by regulation, 

(J) in the case of a drug or biological specified in section 
1847A(c)(6)(C) for which payment is made under part B that 
is furnished in a competitive area under section 1847B, that is 
not furnished by an entity under a contract under such section, 

(K) in the case of an initial preventive physical examination, 
which is performed more than 1 year after the date the indi-
vidual’s first coverage period begins under part B, 

(L) in the case of cardiovascular screening blood tests (as de-
fined in section 1861(xx)(1)), which are performed more fre-
quently than is covered under section 1861(xx)(2), 

(M) in the case of a diabetes screening test (as defined in sec-
tion 1861(yy)(1)), which is performed more frequently than is 
covered under section 1861(yy)(3), 

(N) in the case of ultrasound screening for abdominal aortic 
aneurysm which is performed more frequently than is provided 
for under section 1861(s)(2)(AA), 

(O) in the case of kidney disease education services (as de-
fined in paragraph (1) of section 1861(ggg)), which are fur-
nished in excess of the number of sessions covered under para-
graph (4) of such section, and 

(P) in the case of personalized prevention plan services (as 
defined in section 1861(hhh)(1)), which are performed more fre-
quently than is covered under such section; 

(2) for which the individual furnished such items or services 
has no legal obligation to pay, and which no other person (by 
reason of such individual’s membership in a prepayment plan 
or otherwise) has a legal obligation to provide or pay for, ex-
cept in the case of Federally qualified health center services; 
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(3) which are paid for directly or indirectly by a govern-
mental entity (other than under this Act and other than under 
a health benefits or insurance plan established for employees 
of such an entity), except in the case of rural health clinic serv-
ices, as defined in section 1861(aa)(1), in the case of Federally 
qualified health center services, as defined in section 
1861(aa)(3), in the case of services for which payment may be 
made under section 1880(e), and in such other cases as the 
Secretary may specify; 

(4) which are not provided within the United States (except 
for inpatient hospital services furnished outside the United 
States under the conditions described in section 1814(f) and, 
subject to such conditions, limitations, and requirements as are 
provided under or pursuant to this title, physicians’ services 
and ambulance services furnished an individual in conjunction 
with such inpatient hospital services but only for the period 
during which such inpatient hospital services were furnished); 

(5) which are required as a result of war, or of an act of war, 
occurring after the effective date of such individual’s current 
coverage under such part; 

(6) which constitute personal comfort items (except, in the 
case of hospice care, as is otherwise permitted under para-
graph (1)(C)); 

(7) where such expenses are for routine physical checkups, 
eyeglasses (other than eyewear described in section 1861(s)(8)) 
or eye examinations for the purpose of prescribing, fitting, or 
changing eyeglasses, procedures performed (during the course 
of any eye examination) to determine the refractive state of the 
eyes, hearing aids or examinations therefor, or immunizations 
(except as otherwise allowed under section 1861(s)(10) and sub-
paragraph (B), (F), (G), (H), (K), or (P) of paragraph (1)); 

(8) where such expenses are for orthopedic shoes or other 
supportive devices for the feet, other than shoes furnished pur-
suant to section 1861(s)(12); 

(9) where such expenses are for custodial care (except, in the 
case of hospice care, as is otherwise permitted under para-
graph (1)(C)); 

(10) where such expenses are for cosmetic surgery or are in-
curred in connection therewith, except as required for the 
prompt repair of accidental injury or for improvement of the 
functioning of a malformed body member; 

(11) where such expenses constitute charges imposed by im-
mediate relatives of such individual or members of his house-
hold; 

(12) where such expenses are for services in connection with 
the care, treatment, filling, removal, or replacement of teeth or 
structures directly supporting teeth, except that payment may 
be made under part A in the case of inpatient hospital services 
in connection with the provision of such dental services if the 
individual, because of his underlying medical condition and 
clinical status or because of the severity of the dental proce-
dure, requires hospitalization in connection with the provision 
of such services; 

(13) where such expenses are for— 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00517 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



512 

(A) the treatment of flat foot conditions and the prescrip-
tion of supportive devices therefor, 

(B) the treatment of subluxations of the foot, or 
(C) routine foot care (including the cutting or removal of 

corns or calluses, the trimming of nails, and other routine 
hygienic care); 

(14) which are other than physicians’ services (as defined in 
regulations promulgated specifically for purposes of this para-
graph), services described by section 1861(s)(2)(K), certified 
nurse-midwife services, qualified psychologist services, and 
services of a certified registered nurse anesthetist, and which 
are furnished to an individual who is a patient of a hospital 
or critical access hospital by an entity other than the hospital 
or critical access hospital, unless the services are furnished 
under arrangements (as defined in section 1861(w)(1)) with the 
entity made by the hospital or critical access hospital; 

(15)(A) which are for services of an assistant at surgery in 
a cataract operation (including subsequent insertion of an 
intraocular lens) unless, before the surgery is performed, the 
appropriate quality improvement organization (under part B of 
title XI) or a carrier under section 1842 has approved of the 
use of such an assistant in the surgical procedure based on the 
existence of a complicating medical condition, or 

(B) which are for services of an assistant at surgery to which 
section 1848(i)(2)(B) applies; 

(16) in the case in which funds may not be used for such 
items and services under the Assisted Suicide Funding Restric-
tion Act of 1997; 

(17) where the expenses are for an item or service furnished 
in a competitive acquisition area (as established by the Sec-
retary under section 1847(a)) by an entity other than an entity 
with which the Secretary has entered into a contract under 
section 1847(b) for the furnishing of such an item or service in 
that area, unless the Secretary finds that the expenses were 
incurred in a case of urgent need, or in other circumstances 
specified by the Secretary; 

(18) which are covered skilled nursing facility services de-
scribed in section 1888(e)(2)(A)(i) and which are furnished to 
an individual who is a resident of a skilled nursing facility dur-
ing a period in which the resident is provided covered post-hos-
pital extended care services (or, for services described in sec-
tion 1861(s)(2)(D), which are furnished to such an individual 
without regard to such period), by an entity other than the 
skilled nursing facility, unless the services are furnished under 
arrangements (as defined in section 1861(w)(1)) with the entity 
made by the skilled nursing facility; 

(19) which are for items or services which are furnished pur-
suant to a private contract described in section 1802(b); 

(20) in the case of outpatient physical therapy services, out-
patient speech-language pathology services, or outpatient occu-
pational therapy services furnished as an incident to a physi-
cian’s professional services (as described in section 
1861(s)(2)(A)), that do not meet the standards and conditions 
(other than any licensing requirement specified by the Sec-
retary) under the second sentence of section 1861(p) (or under 
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such sentence through the operation of subsection (g) or (ll)(2) 
of section 1861) as such standards and conditions would apply 
to such therapy services if furnished by a therapist; 

(21) where such expenses are for home health services (in-
cluding medical supplies described in section 1861(m)(5), but 
excluding durable medical equipment to the extent provided for 
in such section) furnished to an individual who is under a plan 
of care of the home health agency if the claim for payment for 
such services is not submitted by the agency; 

(22) subject to subsection (h), for which a claim is submitted 
other than in an electronic form specified by the Secretary; 

(23) which are the technical component of advanced diag-
nostic imaging services described in section 1834(e)(1)(B) for 
which payment is made under the fee schedule established 
under section 1848(b) and that are furnished by a supplier (as 
defined in section 1861(d)), if such supplier is not accredited by 
an accreditation organization designated by the Secretary 
under section 1834(e)(2)(B); 

(24) where such expenses are for renal dialysis services (as 
defined in subparagraph (B) of section 1881(b)(14)) for which 
payment is made under such section unless such payment is 
made under such section to a provider of services or a renal di-
alysis facility for such services; or 

(25) not later than January 1, 2014, for which the payment 
is other than by electronic funds transfer (EFT) or an elec-
tronic remittance in a form as specified in ASC X12 835 Health 
Care Payment and Remittance Advice or subsequent standard. 

Paragraph (7) shall not apply to Federally qualified health center 
services described in section 1861(aa)(3)(B). In making a national 
coverage determination (as defined in paragraph (1)(B) of section 
1869(f)) the Secretary shall ensure consistent with subsection (l) 
that the public is afforded notice and opportunity to comment prior 
to implementation by the Secretary of the determination; meetings 
of advisory committees with respect to the determination are made 
on the record; in making the determination, the Secretary has con-
sidered applicable information (including clinical experience and 
medical, technical, and scientific evidence) with respect to the sub-
ject matter of the determination; and in the determination, provide 
a clear statement of the basis for the determination (including re-
sponses to comments received from the public), the assumptions 
underlying that basis, and make available to the public the data 
(other than proprietary data) considered in making the determina-
tion. 

(b) MEDICARE AS SECONDARY PAYER.— 
(1) REQUIREMENTS OF GROUP HEALTH PLANS.— 

(A) WORKING AGED UNDER GROUP HEALTH PLANS.— 
(i) IN GENERAL.—A group health plan— 

(I) may not take into account that an individual 
(or the individual’s spouse) who is covered under 
the plan by virtue of the individual’s current em-
ployment status with an employer is entitled to 
benefits under this title under section 226(a), and 

(II) shall provide that any individual age 65 or 
older (and the spouse age 65 or older of any indi-
vidual) who has current employment status with 
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an employer shall be entitled to the same benefits 
under the plan under the same conditions as any 
such individual (or spouse) under age 65. 

(ii) EXCLUSION OF GROUP HEALTH PLAN OF A SMALL 
EMPLOYER.—Clause (i) shall not apply to a group 
health plan unless the plan is a plan of, or contributed 
to by, an employer that has 20 or more employees for 
each working day in each of 20 or more calendar 
weeks in the current calendar year or the preceding 
calendar year. 

(iii) EXCEPTION FOR SMALL EMPLOYERS IN MULTIEM-
PLOYER OR MULTIPLE EMPLOYER GROUP HEALTH 
PLANS.—Clause (i) also shall not apply with respect to 
individuals enrolled in a multiemployer or multiple 
employer group health plan if the coverage of the indi-
viduals under the plan is by virtue of current employ-
ment status with an employer that does not have 20 
or more individuals in current employment status for 
each working day in each of 20 or more calendar 
weeks in the current calendar year and the preceding 
calendar year; except that the exception provided in 
this clause shall only apply if the plan elects treat-
ment under this clause. 

(iv) EXCEPTION FOR INDIVIDUALS WITH END STAGE 
RENAL DISEASE.—Subparagraph (C) shall apply instead 
of clause (i) to an item or service furnished in a month 
to an individual if for the month the individual is, or 
(without regard to entitlement under section 226) 
would upon application be, entitled to benefits under 
section 226A. 

(v) GROUP HEALTH PLAN DEFINED.—In this subpara-
graph, and subparagraph (C), the term ‘‘group health 
plan’’ has the meaning given such term in section 
5000(b)(1) of the Internal Revenue Code of 1986, with-
out regard to section 5000(d) of such Code 

(B) DISABLED INDIVIDUALS IN LARGE GROUP HEALTH 
PLANS.— 

(i) IN GENERAL.—A large group health plan (as de-
fined in clause (iii)) may not take into account that an 
individual (or a member of the individual’s family) 
who is covered under the plan by virtue of the individ-
ual’s current employment status with an employer is 
entitled to benefits under this title under section 
226(b). 

(ii) EXCEPTION FOR INDIVIDUALS WITH END STAGE 
RENAL DISEASE.—Subparagraph (C) shall apply instead 
of clause (i) to an item or service furnished in a month 
to an individual if for the month the individual is, or 
(without regard to entitlement under section 226) 
would upon application be, entitled to benefits under 
section 226A. 

(iii) LARGE GROUP HEALTH PLAN DEFINED.—In this 
subparagraph, the term ‘‘large group health plan’’ has 
the meaning given such term in section 5000(b)(2) of 
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the Internal Revenue Code of 1986, without regard to 
section 5000(d) of such Code. 

(C) INDIVIDUALS WITH END STAGE RENAL DISEASE.—A 
group health plan (as defined in subparagraph (A)(v))— 

(i) may not take into account that an individual is 
entitled to or eligible for benefits under this title 
under section 226A during the 12-month period which 
begins with the first month in which the individual be-
comes entitled to benefits under part A under the pro-
visions of section 226A, or, if earlier, the first month 
in which the individual would have been entitled to 
benefits under such part under the provisions of sec-
tion 226A if the individual had filed an application for 
such benefits; and 

(ii) may not differentiate in the benefits it provides 
between individuals having end stage renal disease 
and other individuals covered by such plan on the 
basis of the existence of end stage renal disease, the 
need for renal dialysis, or in any other manner; 

except that clause (ii) shall not prohibit a plan from paying 
benefits secondary to this title when an individual is enti-
tled to or eligible for benefits under this title under section 
226A after the end of the 12-month period described in 
clause (i). Effective for items and services furnished on or 
after February 1, 1991, and before the date of enactment 
of the Balanced Budget Act of 1997 (with respect to peri-
ods beginning on or after February 1, 1990), this subpara-
graph shall be applied by substituting ‘‘18- month’’ for ‘‘12- 
month’’ each place it appears. Effective for items and serv-
ices furnished on or after the date of enactment of the Bal-
anced Budget Act of 1997, (with respect to periods begin-
ning on or after the date that is 18 months prior to such 
date), clauses (i) and (ii) shall be applied by substituting 
‘‘30-month’’ for ‘‘12-month’’ each place it appears. 

(D) TREATMENT OF CERTAIN MEMBERS OF RELIGIOUS OR-
DERS.—In this subsection, an individual shall not be con-
sidered to be employed, or an employee, with respect to the 
performance of services as a member of a religious order 
which are considered employment only by virtue of an elec-
tion made by the religious order under section 3121(r) of 
the Internal Revenue Code of 1986. 

(E) GENERAL PROVISIONS.—For purposes of this sub-
section: 

(i) AGGREGATION RULES.— 
(I) All employers treated as a single employer 

under subsection (a) or (b) of section 52 of the In-
ternal Revenue Code of 1986 shall be treated as a 
single employer. 

(II) All employees of the members of an affili-
ated service group (as defined in section 414(m) of 
such Code) shall be treated as employed by a sin-
gle employer. 

(III) Leased employees (as defined in section 
414(n)(2) of such Code) shall be treated as employ-
ees of the person for whom they perform services 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00521 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



516 

to the extent they are so treated under section 
414(n) of such Code. 

In applying sections of the Internal Revenue Code of 
1986 under this clause, the Secretary shall rely upon 
regulations and decisions of the Secretary of the 
Treasury respecting such sections. 

(ii) CURRENT EMPLOYMENT STATUS DEFINED.—An in-
dividual has ‘‘current employment status’’ with an em-
ployer if the individual is an employee, is the em-
ployer, or is associated with the employer in a busi-
ness relationship. 

(iii) TREATMENT OF SELF-EMPLOYED PERSONS AS EM-
PLOYERS.—The term ‘‘employer’’ includes a self-em-
ployed person. 

(F) LIMITATION ON BENEFICIARY LIABILITY.—An indi-
vidual who is entitled to benefits under this title and is 
furnished an item or service for which such benefits are in-
correctly paid is not liable for repayment of such benefits 
under this paragraph unless payment of such benefits was 
made to the individual. 

(2) MEDICARE SECONDARY PAYER.— 
(A) IN GENERAL.—Payment under this title may not be 

made, except as provided in subparagraph (B), with re-
spect to any item or service to the extent that— 

(i) payment has been made, or can reasonably be ex-
pected to be made, with respect to the item or service 
as required under paragraph (1), or 

(ii) payment has been made or can reasonably be ex-
pected to be made under a workmen’s compensation 
law or plan of the United States or a State or under 
an automobile or liability insurance policy or plan (in-
cluding a self-insured plan) or under no fault insur-
ance. 

In the subsection, the term ‘‘primary plan’’ means a group 
health plan or large group health plan, to the extent that 
clause (i) applies, and a workmen’s compensation law or 
plan, an automobile or liability insurance policy or plan 
(including a self-insured plan) or no fault insurance, to the 
extent that clause (ii) applies. An entity that engages in a 
business, trade, or profession shall be deemed to have a 
self-insured plan if it carries its own risk (whether by a 
failure to obtain insurance, or otherwise) in whole or in 
part. 

(B) CONDITIONAL PAYMENT.— 
(i) AUTHORITY TO MAKE CONDITIONAL PAYMENT.— 

The Secretary may make payment under this title 
with respect to an item or service if a primary plan de-
scribed in subparagraph (A)(ii) has not made or cannot 
reasonably be expected to make payment with respect 
to such item or service promptly (as determined in ac-
cordance with regulations). Any such payment by the 
Secretary shall be conditioned on reimbursement to 
the appropriate Trust Fund in accordance with the 
succeeding provisions of this subsection. 
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(ii) REPAYMENT REQUIRED.—Subject to paragraph 
(9), a primary plan, and an entity that receives pay-
ment from a primary plan, shall reimburse the appro-
priate Trust Fund for any payment made by the Sec-
retary under this title with respect to an item or serv-
ice if it is demonstrated that such primary plan has or 
had a responsibility to make payment with respect to 
such item or service. A primary plan’s responsibility 
for such payment may be demonstrated by a judg-
ment, a payment conditioned upon the recipient’s com-
promise, waiver, or release (whether or not there is a 
determination or admission of liability) of payment for 
items or services included in a claim against the pri-
mary plan or the primary plan’s insured, or by other 
means. If reimbursement is not made to the appro-
priate Trust Fund before the expiration of the 60-day 
period that begins on the date notice of, or information 
related to, a primary plan’s responsibility for such 
payment or other information is received, the Sec-
retary may charge interest (beginning with the date 
on which the notice or other information is received) 
on the amount of the reimbursement until reimburse-
ment is made (at a rate determined by the Secretary 
in accordance with regulations of the Secretary of the 
Treasury applicable to charges for late payments). 

(iii) ACTION BY UNITED STATES.—In order to recover 
payment made under this title for an item or service, 
the United States may bring an action against any or 
all entities that are or were required or responsible 
(directly, as an insurer or self-insurer, as a third-party 
administrator, as an employer that sponsors or con-
tributes to a group health plan, or large group health 
plan, or otherwise) to make payment with respect to 
the same item or service (or any portion thereof) under 
a primary plan. The United States may, in accordance 
with paragraph (3)(A) collect double damages against 
any such entity. In addition, the United States may 
recover under this clause from any entity that has re-
ceived payment from a primary plan or from the pro-
ceeds of a primary plan’s payment to any entity. The 
United States may not recover from a third-party ad-
ministrator under this clause in cases where the third- 
party administrator would not be able to recover the 
amount at issue from the employer or group health 
plan and is not employed by or under contract with 
the employer or group health plan at the time the ac-
tion for recovery is initiated by the United States or 
for whom it provides administrative services due to 
the insolvency or bankruptcy of the employer or plan. 
An action may not be brought by the United States 
under this clause with respect to payment owed unless 
the complaint is filed not later than 3 years after the 
date of the receipt of notice of a settlement, judgment, 
award, or other payment made pursuant to paragraph 
(8) relating to such payment owed. 
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(iv) SUBROGATION RIGHTS.—The United States shall 
be subrogated (to the extent of payment made under 
this title for such an item or service) to any right 
under this subsection of an individual or any other en-
tity to payment with respect to such item or service 
under a primary plan. 

(v) WAIVER OF RIGHTS.—The Secretary may waive 
(in whole or in part) the provisions of this subpara-
graph in the case of an individual claim if the Sec-
retary determines that the waiver is in the best inter-
ests of the program established under this title. 

(vi) CLAIMS-FILING PERIOD.—Notwithstanding any 
other time limits that may exist for filing a claim 
under an employer group health plan, the United 
States may seek to recover conditional payments in ac-
cordance with this subparagraph where the request 
for payment is submitted to the entity required or re-
sponsible under this subsection to pay with respect to 
the item or service (or any portion thereof) under a 
primary plan within the 3-year period beginning on 
the date on which the item or service was furnished. 

(vii) USE OF WEBSITE TO DETERMINE FINAL CONDI-
TIONAL REIMBURSEMENT AMOUNT.— 

(I) NOTICE TO SECRETARY OF EXPECTED DATE OF 
A SETTLEMENT, JUDGMENT, ETC.—In the case of a 
payment made by the Secretary pursuant to 
clause (i) for items and services provided to the 
claimant, the claimant or applicable plan (as de-
fined in paragraph (8)(F)) may at any time begin-
ning 120 days before the reasonably expected date 
of a settlement, judgment, award, or other pay-
ment, notify the Secretary that a payment is rea-
sonably expected and the expected date of such 
payment. 

(II) SECRETARIAL PROVIDING ACCESS TO CLAIMS 
INFORMATION THROUGH A WEBSITE.—The Secretary 
shall maintain and make available to individuals 
to whom items and services are furnished under 
this title (and to authorized family or other rep-
resentatives recognized under regulations and to 
an applicable plan which has obtained the consent 
of the individual) access to information on the 
claims for such items and services (including pay-
ment amounts for such claims), including those 
claims that relate to a potential settlement, judg-
ment, award, or other payment. Such access shall 
be provided to an individual, representative, or 
plan through a website that requires a password 
to gain access to the information. The Secretary 
shall update the information on claims and pay-
ments on such website in as timely a manner as 
possible but not later than 15 days after the date 
that payment is made. Information related to 
claims and payments subject to the notice under 

VerDate Sep 11 2014 06:10 Mar 20, 2015 Jkt 093791 PO 00000 Frm 00524 Fmt 6659 Sfmt 6602 E:\HR\OC\HR046P1.XXX HR046P1S
S

pe
nc

er
 o

n 
D

S
K

4S
P

T
V

N
1P

R
O

D
 w

ith
 R

E
P

O
R

T
S



519 

subclause (I) shall be maintained and made avail-
able consistent with the following: 

(aa) The information shall be as complete as 
possible and shall include provider or supplier 
name, diagnosis codes (if any), dates of serv-
ice, and conditional payment amounts. 

(bb) The information accurately identifies 
those claims and payments that are related to 
a potential settlement, judgment, award, or 
other payment to which the provisions of this 
subsection apply. 

(cc) The website provides a method for the 
receipt of secure electronic communications 
with the individual, representative, or plan 
involved. 

(dd) The website provides that information 
is transmitted from the website in a form that 
includes an official time and date that the in-
formation is transmitted. 

(ee) The website shall permit the individual, 
representative, or plan to download a state-
ment of reimbursement amounts (in this 
clause referred to as a ‘‘statement of reim-
bursement amount’’) on payments for claims 
under this title relating to a potential settle-
ment, judgment, award, or other payment. 

(III) USE OF TIMELY WEB DOWNLOAD AS BASIS 
FOR FINAL CONDITIONAL AMOUNT.—If an individual 
(or other claimant or applicable plan with the con-
sent of the individual) obtains a statement of re-
imbursement amount from the website during the 
protected period as defined in subclause (V) and 
the related settlement, judgment, award or other 
payment is made during such period, then the last 
statement of reimbursement amount that is 
downloaded during such period and within 3 busi-
ness days before the date of the settlement, judg-
ment, award, or other payment shall constitute 
the final conditional amount subject to recovery 
under clause (ii) related to such settlement, judg-
ment, award, or other payment. 

(IV) RESOLUTION OF DISCREPANCIES.—If the in-
dividual (or authorized representative) believes 
there is a discrepancy with the statement of reim-
bursement amount, the Secretary shall provide a 
timely process to resolve the discrepancy. Under 
such process the individual (or representative) 
must provide documentation explaining the dis-
crepancy and a proposal to resolve such discrep-
ancy. Within 11 business days after the date of re-
ceipt of such documentation, the Secretary shall 
determine whether there is a reasonable basis to 
include or remove claims on the statement of re-
imbursement. If the Secretary does not make such 
determination within the 11 business-day period, 
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then the proposal to resolve the discrepancy shall 
be accepted. If the Secretary determines within 
such period that there is not a reasonable basis to 
include or remove claims on the statement of re-
imbursement, the proposal shall be rejected. If the 
Secretary determines within such period that 
there is a reasonable basis to conclude there is a 
discrepancy, the Secretary must respond in a 
timely manner by agreeing to the proposal to re-
solve the discrepancy or by providing documenta-
tion showing with good cause why the Secretary is 
not agreeing to such proposal and establishing an 
alternate discrepancy resolution. In no case shall 
the process under this subclause be treated as an 
appeals process or as establishing a right of ap-
peal for a statement of reimbursement amount 
and there shall be no administrative or judicial re-
view of the Secretary’s determinations under this 
subclause. 

(V) PROTECTED PERIOD.—In subclause (III), the 
term ‘‘protected period’’ means, with respect to a 
settlement, judgment, award or other payment re-
lating to an injury or incident, the portion (if any) 
of the period beginning on the date of notice under 
subclause (I) with respect to such settlement, 
judgment, award, or other payment that is after 
the end of a Secretarial response period beginning 
on the date of such notice to the Secretary. Such 
Secretarial response period shall be a period of 65 
days, except that such period may be extended by 
the Secretary for a period of an additional 30 days 
if the Secretary determines that additional time is 
required to address claims for which payment has 
been made. Such Secretarial response period shall 
be extended and shall not include any days for 
any part of which the Secretary determines (in ac-
cordance with regulations) that there was a fail-
ure in the claims and payment posting system and 
the failure was justified due to exceptional cir-
cumstances (as defined in such regulations). Such 
regulations shall define exceptional circumstances 
in a manner so that not more than 1 percent of 
the repayment obligations under this subclause 
would qualify as exceptional circumstances. 

(VI) EFFECTIVE DATE.—The Secretary shall pro-
mulgate final regulations to carry out this clause 
not later than 9 months after the date of the en-
actment of this clause. 

(VII) WEBSITE INCLUDING SUCCESSOR TECH-
NOLOGY.—In this clause, the term ‘‘website’’ in-
cludes any successor technology. 

(viii) RIGHT OF APPEAL FOR SECONDARY PAYER DE-
TERMINATIONS RELATING TO LIABILITY INSURANCE (IN-
CLUDING SELF-INSURANCE), NO FAULT INSURANCE, AND 
WORKERS’ COMPENSATION LAWS AND PLANS.—The Sec-
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retary shall promulgate regulations establishing a 
right of appeal and appeals process, with respect to 
any determination under this subsection for a pay-
ment made under this title for an item or service for 
which the Secretary is seeking to recover conditional 
payments from an applicable plan (as defined in para-
graph (8)(F)) that is a primary plan under subsection 
(A)(ii), under which the applicable plan involved, or an 
attorney, agent, or third party administrator on behalf 
of such plan, may appeal such determination. The in-
dividual furnished such an item or service shall be no-
tified of the plan’s intent to appeal such determination 

(C) TREATMENT OF QUESTIONNAIRES.—The Secretary 
may not fail to make payment under subparagraph (A) 
solely on the ground that an individual failed to complete 
a questionnaire concerning the existence of a primary 
plan. 

(3) ENFORCEMENT.— 
(A) PRIVATE CAUSE OF ACTION.—There is established a 

private cause of action for damages (which shall be in an 
amount double the amount otherwise provided) in the case 
of a primary plan which fails to provide for primary pay-
ment (or appropriate reimbursement) in accordance with 
paragraphs (1) and (2)(A). 

(B) REFERENCE TO EXCISE TAX WITH RESPECT TO NON-
CONFORMING GROUP HEALTH PLANS.—For provision impos-
ing an excise tax with respect to nonconforming group 
health plans, see section 5000 of the Internal Revenue 
Code of 1986. 

(C) PROHIBITION OF FINANCIAL INCENTIVES NOT TO EN-
ROLL IN A GROUP HEALTH PLAN OR A LARGE GROUP HEALTH 
PLAN.—It is unlawful for an employer or other entity to 
offer any financial or other incentive for an individual enti-
tled to benefits under this title not to enroll (or to termi-
nate enrollment) under a group health plan or a large 
group health plan which would (in the case of such enroll-
ment) be a primary plan (as defined in paragraph (2)(A)). 
Any entity that violates the previous sentence is subject to 
a civil money penalty of not to exceed $5,000 for each such 
violation. The provisions of section 1128A (other than sub-
sections (a) and (b)) shall apply to a civil money penalty 
under the previous sentence in the same manner as such 
provisions apply to a penalty or proceeding under section 
1128A(a). 

(4) COORDINATION OF BENEFITS.—Where payment for an item 
or service by a primary plan is less than the amount of the 
charge for such item or service and is not payment in full, pay-
ment may be made under this title (without regard to 
deductibles and coinsurance under this title) for the remainder 
of such charge, but— 

(A) payment under this title may not exceed an amount 
which would be payable under this title for such item or 
service if paragraph (2)(A) did not apply; and 

(B) payment under this title, when combined with the 
amount payable under the primary plan, may not exceed— 
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(i) in the case of an item or service payment for 
which is determined under this title on the basis of 
reasonable cost (or other cost-related basis) or under 
section 1886, the amount which would be payable 
under this title on such basis, and 

(ii) in the case of an item or service for which pay-
ment is authorized under this title on another basis— 

(I) the amount which would be payable under 
the primary plan (without regard to deductibles 
and coinsurance under such plan), or 

(II) the reasonable charge or other amount 
which would be payable under this title (without 
regard to deductibles and coinsurance under this 
title), 

whichever is greater. 
(5) IDENTIFICATION OF SECONDARY PAYER SITUATIONS.— 

(A) REQUESTING MATCHING INFORMATION.— 
(i) COMMISSIONER OF SOCIAL SECURITY.—The Com-

missioner of Social Security shall, not less often that 
annually, transmit to the Secretary of the Treasury a 
list of the names and TINs of medicare beneficiaries 
(as defined in section 6103(l)(12) of the Internal Rev-
enue Code of 1986) and request that the Secretary dis-
close to the Commissioner the information described in 
subparagraph (A) of such section. 

(ii) ADMINISTRATOR.—The Administrator of the Cen-
ters for Medicare & Medicaid Services shall request, 
not less often than annually, the Commissioner of the 
Social Security Administration to disclose to the Ad-
ministrator the information described in subparagraph 
(B) of section 6103(l)(12) of the Internal Revenue Code 
of 1986. 

(B) DISCLOSURE TO FISCAL INTERMEDIARIES AND CAR-
RIERS.—In addition to any other information provided 
under this title to fiscal intermediaries and carriers, the 
Administrator shall disclose to such intermediaries and 
carriers (or to such a single intermediary or carrier as the 
Secretary may designate) the information received under 
subparagraph (A) for purposes of carrying out this sub-
section. 

(C) CONTACTING EMPLOYERS.— 
(i) IN GENERAL.—With respect to each individual (in 

this subparagraph referred to as an ‘‘employee’’) who 
was furnished a written statement under section 6051 
of the Internal Revenue Code of 1986 by a qualified 
employer (as defined in section 6103(l)(12)(E)(iii) of 
such Code), as disclosed under subparagraph (B), the 
appropriate fiscal intermediary or carrier shall contact 
the employer in order to determine during what period 
the employee or employee’s spouse may be (or have 
been) covered under a group health plan of the em-
ployer and the nature of the coverage that is or was 
provided under the plan (including the name, address, 
and identifying number of the plan). 
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(ii) EMPLOYER RESPONSE.—Within 30 days of the 
date of receipt of the inquiry, the employer shall notify 
the intermediary or carrier making the inquiry as to 
the determinations described in clause (i). An em-
ployer (other than a Federal or other governmental en-
tity) who willfully or repeatedly fails to provide timely 
and accurate notice in accordance with the previous 
sentence shall be subject to a civil money penalty of 
not to exceed $1,000 for each individual with respect 
to which such an inquiry is made. The provision of 
section 1128A (other than subsections (a) and (b)) 
shall apply to a civil money penalty under the pre-
vious sentence in the same manner as such provisions 
apply to a penalty or proceeding under section 
1128A(a). 

(D) OBTAINING INFORMATION FROM BENEFICIARIES.—Be-
fore an individual applies for benefits under part A or en-
rolls under part B, the Administrator shall mail the indi-
vidual a questionnaire to obtain information on whether 
the individual is covered under a primary plan and the na-
ture of the coverage provided under the plan, including the 
name, address, and identifying number of the plan. 

(6) SCREENING REQUIREMENTS FOR PROVIDERS AND SUP-
PLIERS.— 

(A) IN GENERAL.—Notwithstanding any other provision 
of this title, no payment may be made for any item or serv-
ice furnished under part B unless the entity furnishing 
such item or service completes (to the best of its knowledge 
and on the basis of information obtained from the indi-
vidual to whom the item or service is furnished) the por-
tion of the claim form relating to the availability of other 
health benefit plans. 

(B) PENALTIES.—An entity that knowingly, willfully, and 
repeatedly fails to complete a claim form in accordance 
with subparagraph (A) or provides inaccurate information 
relating to the availability of other health benefit plans on 
a claim form under such subparagraph shall be subject to 
a civil money penalty of not to exceed $2,000 for each such 
incident. The provisions of section 1128A (other than sub-
sections (a) and (b)) shall apply to a civil money penalty 
under the previous sentence in the same manner as such 
provisions apply to a penalty or proceeding under section 
1128A(a). 

(7) REQUIRED SUBMISSION OF INFORMATION BY GROUP HEALTH 
PLANS.— 

(A) REQUIREMENT.—On and after the first day of the 
first calendar quarter beginning after the date that is 1 
year after the date of the enactment of this paragraph, an 
entity serving as an insurer or third party administrator 
for a group health plan, as defined in paragraph (1)(A)(v), 
and, in the case of a group health plan that is self-insured 
and self-administered, a plan administrator or fiduciary, 
shall— 

(i) secure from the plan sponsor and plan partici-
pants such information as the Secretary shall specify 
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for the purpose of identifying situations where the 
group health plan is or has been a primary plan to the 
program under this title; and 

(ii) submit such information to the Secretary in a 
form and manner (including frequency) specified by 
the Secretary. 

(B) ENFORCEMENT.— 
(i) IN GENERAL.—An entity, a plan administrator, or 

a fiduciary described in subparagraph (A) that fails to 
comply with the requirements under such subpara-
graph shall be subject to a civil money penalty of 
$1,000 for each day of noncompliance for each indi-
vidual for which the information under such subpara-
graph should have been submitted. The provisions of 
subsections (e) and (k) of section 1128A shall apply to 
a civil money penalty under the previous sentence in 
the same manner as such provisions apply to a pen-
alty or proceeding under section 1128A(a). A civil 
money penalty under this clause shall be in addition 
to any other penalties prescribed by law and in addi-
tion to any Medicare secondary payer claim under this 
title with respect to an individual. 

(ii) DEPOSIT OF AMOUNTS COLLECTED.—Any amounts 
collected pursuant to clause (i) shall be deposited in 
the Federal Hospital Insurance Trust Fund under sec-
tion 1817. 

(C) SHARING OF INFORMATION.—Notwithstanding any 
other provision of law, under terms and conditions estab-
lished by the Secretary, the Secretary— 

(i) shall share information on entitlement under 
Part A and enrollment under Part B under this title 
with entities, plan administrators, and fiduciaries de-
scribed in subparagraph (A); 

(ii) may share the entitlement and enrollment infor-
mation described in clause (i) with entities and per-
sons not described in such clause; and 

(iii) may share information collected under this 
paragraph as necessary for purposes of the proper co-
ordination of benefits. 

(D) IMPLEMENTATION.—Notwithstanding any other provi-
sion of law, the Secretary may implement this paragraph 
by program instruction or otherwise. 

(8) REQUIRED SUBMISSION OF INFORMATION BY OR ON BEHALF 
OF LIABILITY INSURANCE (INCLUDING SELF-INSURANCE), NO 
FAULT INSURANCE, AND WORKERS’ COMPENSATION LAWS AND 
PLANS.— 

(A) REQUIREMENT.—On and after the first day of the 
first calendar quarter beginning after the date that is 18 
months after the date of the enactment of this paragraph, 
an applicable plan shall— 

(i) determine whether a claimant (including an indi-
vidual whose claim is unresolved) is entitled to bene-
fits under the program under this title on any basis; 
and 
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(ii) if the claimant is determined to be so entitled, 
submit the information described in subparagraph (B) 
with respect to the claimant to the Secretary in a form 
and manner (including frequency) specified by the Sec-
retary. 

(B) REQUIRED INFORMATION.—The information described 
in this subparagraph is— 

(i) the identity of the claimant for which the deter-
mination under subparagraph (A) was made; and 

(ii) such other information as the Secretary shall 
specify in order to enable the Secretary to make an ap-
propriate determination concerning coordination of 
benefits, including any applicable recovery claim. 

Not later than 18 months after the date of enactment of 
this sentence, the Secretary shall modify the reporting re-
quirements under this paragraph so that an applicable 
plan in complying with such requirements is permitted but 
not required to access or report to the Secretary bene-
ficiary social security account numbers or health identifica-
tion claim numbers, except that the deadline for such 
modification shall be extended by one or more periods 
(specified by the Secretary) of up to 1 year each if the Sec-
retary notifies the committees of jurisdiction of the House 
of Representatives and of the Senate that the prior dead-
line for such modification, without such extension, threat-
ens patient privacy or the integrity of the secondary payer 
program under this subsection. Any such deadline exten-
sion notice shall include information on the progress being 
made in implementing such modification and the antici-
pated implementation date for such modification. 

(C) TIMING.—Information shall be submitted under sub-
paragraph (A)(ii) within a time specified by the Secretary 
after the claim is resolved through a settlement, judgment, 
award, or other payment (regardless of whether or not 
there is a determination or admission of liability). 

(D) CLAIMANT.—For purposes of subparagraph (A), the 
term ‘‘claimant’’ includes— 

(i) an individual filing a claim directly against the 
applicable plan; and 

(ii) an individual filing a claim against an individual 
or entity insured or covered by the applicable plan. 

(E) ENFORCEMENT.— 
(i) IN GENERAL.—An applicable plan that fails to 

comply with the requirements under subparagraph (A) 
with respect to any claimant may be subject to a civil 
money penalty of up to $1,000 for each day of non-
compliance with respect to each claimant. The provi-
sions of subsections (e) and (k) of section 1128A shall 
apply to a civil money penalty under the previous sen-
tence in the same manner as such provisions apply to 
a penalty or proceeding under section 1128A(a). A civil 
money penalty under this clause shall be in addition 
to any other penalties prescribed by law and in addi-
tion to any Medicare secondary payer claim under this 
title with respect to an individual. 
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(ii) DEPOSIT OF AMOUNTS COLLECTED.—Any amounts 
collected pursuant to clause (i) shall be deposited in 
the Federal Hospital Insurance Trust Fund. 

(F) APPLICABLE PLAN.—In this paragraph, the term ‘‘ap-
plicable plan’’ means the following laws, plans, or other ar-
rangements, including the fiduciary or administrator for 
such law, plan, or arrangement: 

(i) Liability insurance (including self-insurance). 
(ii) No fault insurance. 
(iii) Workers’ compensation laws or plans. 

(G) SHARING OF INFORMATION.—The Secretary may 
share information collected under this paragraph as nec-
essary for purposes of the proper coordination of benefits. 

(H) IMPLEMENTATION.—Notwithstanding any other pro-
vision of law, the Secretary may implement this paragraph 
by program instruction or otherwise. 

(I) REGULATIONS.—Not later than 60 days after the date 
of the enactment of this subparagraph, the Secretary shall 
publish a notice in the Federal Register soliciting pro-
posals, which will be accepted during a 60-day period, for 
the specification of practices for which sanctions will and 
will not be imposed under subparagraph (E), including not 
imposing sanctions for good faith efforts to identify a bene-
ficiary pursuant to this paragraph under an applicable en-
tity responsible for reporting information. After consid-
ering the proposals so submitted, the Secretary, in con-
sultation with the Attorney General, shall publish in the 
Federal Register, including a 60-day period for comment, 
proposed specified practices for which such sanctions will 
and will not be imposed. After considering any public com-
ments received during such period, the Secretary shall 
issue final rules specifying such practices. 

(9) EXCEPTION.— 
(A) IN GENERAL.—Clause (ii) of paragraph (2)(B) and any 

reporting required by paragraph (8) shall not apply with 
respect to any settlement, judgment, award, or other pay-
ment by an applicable plan arising from liability insurance 
(including self-insurance) and from alleged physical trau-
ma-based incidents (excluding alleged ingestion, implanta-
tion, or exposure cases) constituting a total payment obli-
gation to a claimant of not more than the single threshold 
amount calculated by the Secretary under subparagraph 
(B) for the year involved. 

(B) ANNUAL COMPUTATION OF THRESHOLD.— 
(i) IN GENERAL.—Not later than November 15 before 

each year, the Secretary shall calculate and publish a 
single threshold amount for settlements, judgments, 
awards, or other payments for obligations arising from 
liability insurance (including self-insurance) and for 
alleged physical trauma-based incidents (excluding al-
leged ingestion, implantation, or exposure cases) sub-
ject to this section for that year. The annual single 
threshold amount for a year shall be set such that the 
estimated average amount to be credited to the Medi-
care trust funds of collections of conditional payments 
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from such settlements, judgments, awards, or other 
payments arising from liability insurance (including 
self-insurance) and for such alleged incidents subject 
to this section shall equal the estimated cost of collec-
tion incurred by the United States (including pay-
ments made to contractors) for a conditional payment 
arising from liability insurance (including self-insur-
ance) and for such alleged incidents subject to this sec-
tion for the year. At the time of calculating, but before 
publishing, the single threshold amount for 2014, the 
Secretary shall inform, and seek review of, the Comp-
troller General of the United States with regard to 
such amount. 

(ii) PUBLICATION.—The Secretary shall include, as 
part of such publication for a year— 

(I) the estimated cost of collection incurred by 
the United States (including payments made to 
contractors) for a conditional payment arising 
from liability insurance (including self-insurance) 
and for such alleged incidents; and 

(II) a summary of the methodology and data 
used by the Secretary in computing such thresh-
old amount and such cost of collection. 

(C) EXCLUSION OF ONGOING EXPENSES.—For purposes of 
this paragraph and with respect to a settlement, judgment, 
award, or other payment not otherwise addressed in clause 
(ii) of paragraph (2)(B) that includes ongoing responsibility 
for medical payments (excluding settlements, judgments, 
awards, or other payments made by a workers’ compensa-
tion law or plan or no fault insurance), the amount utilized 
for calculation of the threshold described in subparagraph 
(A) shall include only the cumulative value of the medical 
payments made under this title. 

(D) REPORT TO CONGRESS.—Not later than November 15 
before each year, the Secretary shall submit to the Con-
gress a report on the single threshold amount for settle-
ments, judgments, awards, or other payments for condi-
tional payment obligations arising from liability insurance 
(including self-insurance) and alleged incidents described 
in subparagraph (A) for that year and on the establish-
ment and application of similar thresholds for such pay-
ments for conditional payment obligations arising from 
worker compensation cases and from no fault insurance 
cases subject to this section for the year. For each such re-
port, the Secretary shall— 

(i) calculate the threshold amount by using the 
methodology applicable to certain liability claims de-
scribed in subparagraph (B); and 

(ii) include a summary of the methodology and data 
used in calculating each threshold amount and the 
amount of estimated savings under this title achieved 
by the Secretary implementing each such threshold. 

(c) No payment may be made under part B for any expenses in-
curred for— 

(1) a drug product— 
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(A) which is described in section 107(c)(3) of the Drug 
Amendments of 1962, 

(B) which may be dispensed only upon prescription, 
(C) for which the Secretary has issued a notice of an op-

portunity for a hearing under subsection (e) of section 505 
of the Federal Food, Drug, and Cosmetic Act on a proposed 
order of the Secretary to withdraw approval of an applica-
tion for such drug product under such section because the 
Secretary has determined that the drug is less than effec-
tive for all conditions of use prescribed, recommended, or 
suggested in its labeling, and 

(D) for which the Secretary has not determined there is 
a compelling justification for its medical need; and 

(2) any other drug product— 
(A) which is identical, related, or similar (as determined 

in accordance with section 310.6 of title 21 of the Code of 
Federal Regulations) to a drug product described in para-
graph (1), and 

(B) for which the Secretary has not determined there is 
a compelling justification for its medical need, 

until such time as the Secretary withdraws such proposed order. 
(d) For purposes of subsection (a)(1)(A), in the case of any item 

or service that is required to be provided pursuant to section 1867 
to an individual who is entitled to benefits under this title, deter-
minations as to whether the item or service is reasonable and nec-
essary shall be made on the basis of the information available to 
the treating physician or practitioner (including the patient’s pre-
senting symptoms or complaint) at the time the item or service was 
ordered or furnished by the physician or practitioner (and not on 
the patient’s principal diagnosis). When making such determina-
tions with respect to such an item or service, the Secretary shall 
not consider the frequency with which the item or service was pro-
vided to the patient before or after the time of the admission or 
visit. 

(e)(1) No payment may be made under this title with respect to 
any item or service (other than an emergency item or service, not 
including items or services furnished in an emergency room of a 
hospital) furnished— 

(A) by an individual or entity during the period when such 
individual or entity is excluded pursuant to section 1128, 
1128A, 1156 or 1842(j)(2) from participation in the program 
under this title; or 

(B) at the medical direction or on the prescription of a physi-
cian during the period when he is excluded pursuant to section 
1128, 1128A, 1156 or 1842(j)(2) from participation in the pro-
gram under this title and when the person furnishing such 
item or service knew or had reason to know of the exclusion 
(after a reasonable time period after reasonable notice has 
been furnished to the person). 

(2) Where an individual eligible for benefits under this title sub-
mits a claim for payment for items or services furnished by an indi-
vidual or entity excluded from participation in the programs under 
this title, pursuant to section 1128, 1128A, 1156, 1160 (as in effect 
on September 2, 1982), 1842(j)(2), 1862(d) (as in effect on the date 
of the enactment of the Medicare and Medicaid Patient and Pro-
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gram Protection Act of 1987), or l866, and such beneficiary did not 
know or have reason to know that such individual or entity was so 
excluded, then, to the extent permitted by this title, and notwith-
standing such exclusion, payment shall be made for such items or 
services. In each such case the Secretary shall notify the bene-
ficiary of the exclusion of the individual or entity furnishing the 
items or services. Payment shall not be made for items or services 
furnished by an excluded individual or entity to a beneficiary after 
a reasonable time (as determined by the Secretary in regulations) 
after the Secretary has notified the beneficiary of the exclusion of 
that individual or entity. 

(f) The Secretary shall establish utilization guidelines for the de-
termination of whether or not payment may be made, consistent 
with paragraph (1)(A) of subsection (a), under part A or part B for 
expenses incurred with respect to the provision of home health 
services, and shall provide for the implementation of such guide-
lines through a process of selective postpayment coverage review by 
intermediaries or otherwise. 

(g) The Secretary shall, in making the determinations under 
paragraphs (1) and (9) of subsection (a), and for the purposes of 
promoting the effective, efficient, and economical delivery of health 
care services, and of promoting the quality of services of the type 
for which payment may be made under this title, enter into con-
tracts with quality improvement organizations pursuant to part B 
of title XI of this Act. 

(h)(1) The Secretary— 
(A) shall waive the application of subsection (a)(22) in cases 

in which— 
(i) there is no method available for the submission of 

claims in an electronic form; or 
(ii) the entity submitting the claim is a small provider 

of services or supplier; and 
(B) may waive the application of such subsection in such un-

usual cases as the Secretary finds appropriate. 
(2) For purposes of this subsection, the term ‘‘small provider of 

services or supplier’’ means— 
(A) a provider of services with fewer than 25 full-time equiv-

alent employees; or 
(B) a physician, practitioner, facility, or supplier (other than 

provider of services) with fewer than 10 full-time equivalent 
employees. 

(i) In order to supplement the activities of the Medicare Payment 
Advisory Commission under section 1886(e) in assessing the safety, 
efficacy, and cost-effectiveness of new and existing medical proce-
dures, the Secretary may carry out, or award grants or contracts 
for, original research and experimentation of the type described in 
clause (ii) of section 1886(e)(6)(E) with respect to such a procedure 
if the Secretary finds that— 

(1) such procedure is not of sufficient commercial value to 
justify research and experimentation by a commercial organi-
zation; 

(2) research and experimentation with respect to such proce-
dure is not of a type that may appropriately be carried out by 
an institute, division, or bureau of the National Institutes of 
Health; and 
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(3) such procedure has the potential to be more cost-effective 
in the treatment of a condition than procedures currently in 
use with respect to such condition. 

(j)(1) Any advisory committee appointed to advise the Secretary 
on matters relating to the interpretation, application, or implemen-
tation of subsection (a)(1) shall assure the full participation of a 
nonvoting member in the deliberations of the advisory committee, 
and shall provide such nonvoting member access to all information 
and data made available to voting members of the advisory com-
mittee, other than information that— 

(A) is exempt from disclosure pursuant to subsection (a) of 
section 552 of title 5, United States Code, by reason of sub-
section (b)(4) of such section (relating to trade secrets); or 

(B) the Secretary determines would present a conflict of in-
terest relating to such nonvoting member. 

(2) If an advisory committee described in paragraph (1) organizes 
into panels of experts according to types of items or services consid-
ered by the advisory committee, any such panel of experts may re-
port any recommendation with respect to such items or services di-
rectly to the Secretary without the prior approval of the advisory 
committee or an executive committee thereof. 

(k)(1) Subject to paragraph (2), a group health plan (as defined 
in subsection (a)(1)(A)(v)) providing supplemental or secondary cov-
erage to individuals also entitled to services under this title shall 
not require a medicare claims determination under this title for 
dental benefits specifically excluded under subsection (a)(12) as a 
condition of making a claims determination for such benefits under 
the group health plan. 

(2) A group health plan may require a claims determination 
under this title in cases involving or appearing to involve inpatient 
dental hospital services or dental services expressly covered under 
this title pursuant to actions taken by the Secretary. 

(l) NATIONAL AND LOCAL COVERAGE DETERMINATION PROCESS.— 
(1) FACTORS AND EVIDENCE USED IN MAKING NATIONAL COV-

ERAGE DETERMINATIONS.—The Secretary shall make available 
to the public the factors considered in making national cov-
erage determinations of whether an item or service is reason-
able and necessary. The Secretary shall develop guidance docu-
ments to carry out this paragraph in a manner similar to the 
development of guidance documents under section 701(h) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 371(h)). 

(2) TIMEFRAME FOR DECISIONS ON REQUESTS FOR NATIONAL 
COVERAGE DETERMINATIONS.—In the case of a request for a na-
tional coverage determination that— 

(A) does not require a technology assessment from an 
outside entity or deliberation from the Medicare Coverage 
Advisory Committee, the decision on the request shall be 
made not later than 6 months after the date of the re-
quest; or 

(B) requires such an assessment or deliberation and in 
which a clinical trial is not requested, the decision on the 
request shall be made not later than 9 months after the 
date of the request. 

(3) PROCESS FOR PUBLIC COMMENT IN NATIONAL COVERAGE 
DETERMINATIONS.— 
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(A) PERIOD FOR PROPOSED DECISION.—Not later than the 
end of the 6-month period (or 9-month period for requests 
described in paragraph (2)(B)) that begins on the date a re-
quest for a national coverage determination is made, the 
Secretary shall make a draft of proposed decision on the 
request available to the public through the Internet 
website of the Centers for Medicare & Medicaid Services 
or other appropriate means. 

(B) 30-DAY PERIOD FOR PUBLIC COMMENT.—Beginning on 
the date the Secretary makes a draft of the proposed deci-
sion available under subparagraph (A), the Secretary shall 
provide a 30-day period for public comment on such draft. 

(C) 60-DAY PERIOD FOR FINAL DECISION.—Not later than 
60 days after the conclusion of the 30-day period referred 
to under subparagraph (B), the Secretary shall— 

(i) make a final decision on the request; 
(ii) include in such final decision summaries of the 

public comments received and responses to such com-
ments; 

(iii) make available to the public the clinical evi-
dence and other data used in making such a decision 
when the decision differs from the recommendations of 
the Medicare Coverage Advisory Committee; and 

(iv) in the case of a final decision under clause (i) to 
grant the request for the national coverage determina-
tion, the Secretary shall assign a temporary or perma-
nent code (whether existing or unclassified) and imple-
ment the coding change. 

(4) CONSULTATION WITH OUTSIDE EXPERTS IN CERTAIN NA-
TIONAL COVERAGE DETERMINATIONS.—With respect to a request 
for a national coverage determination for which there is not a 
review by the Medicare Coverage Advisory Committee, the Sec-
retary shall consult with appropriate outside clinical experts. 

(5) LOCAL COVERAGE DETERMINATION PROCESS.— 
(A) PLAN TO PROMOTE CONSISTENCY OF COVERAGE DETER-

MINATIONS.—The Secretary shall develop a plan to evalu-
ate new local coverage determinations to determine which 
determinations should be adopted nationally and to what 
extent greater consistency can be achieved among local 
coverage determinations. 

(B) CONSULTATION.—The Secretary shall require the fis-
cal intermediaries or carriers providing services within the 
same area to consult on all new local coverage determina-
tions within the area. 

(C) DISSEMINATION OF INFORMATION.—The Secretary 
should serve as a center to disseminate information on 
local coverage determinations among fiscal intermediaries 
and carriers to reduce duplication of effort. 

(6) NATIONAL AND LOCAL COVERAGE DETERMINATION DE-
FINED.—For purposes of this subsection— 

(A) NATIONAL COVERAGE DETERMINATION.—The term 
‘‘national coverage determination’’ means a determination 
by the Secretary with respect to whether or not a par-
ticular item or service is covered nationally under this 
title. 
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(B) LOCAL COVERAGE DETERMINATION.—The term ‘‘local 
coverage determination’’ has the meaning given that in 
section 1869(f)(2)(B). 

(m) COVERAGE OF ROUTINE COSTS ASSOCIATED WITH CERTAIN 
CLINICAL TRIALS OF CATEGORY A DEVICES.— 

(1) IN GENERAL.—In the case of an individual entitled to ben-
efits under part A, or enrolled under part B, or both who par-
ticipates in a category A clinical trial, the Secretary shall not 
exclude under subsection (a)(1) payment for coverage of routine 
costs of care (as defined by the Secretary) furnished to such in-
dividual in the trial. 

(2) CATEGORY A CLINICAL TRIAL.—For purposes of paragraph 
(1), a ‘‘category A clinical trial’’ means a trial of a medical de-
vice if— 

(A) the trial is of an experimental/investigational (cat-
egory A) medical device (as defined in regulations under 
section 405.201(b) of title 42, Code of Federal Regulations 
(as in effect as of September 1, 2003)); 

(B) the trial meets criteria established by the Secretary 
to ensure that the trial conforms to appropriate scientific 
and ethical standards; and 

(C) in the case of a trial initiated before January 1, 
2010, the device involved in the trial has been determined 
by the Secretary to be intended for use in the diagnosis, 
monitoring, or treatment of an immediately life-threat-
ening disease or condition. 

(n) REQUIREMENT OF A SURETY BOND FOR CERTAIN PROVIDERS OF 
SERVICES AND SUPPLIERS.— 

(1) IN GENERAL.—The Secretary may require a provider of 
services or supplier described in paragraph (2) to provide the 
Secretary on a continuing basis with a surety bond in a form 
specified by the Secretary in an amount (not less than $50,000) 
that the Secretary determines is commensurate with the vol-
ume of the billing of the provider of services or supplier. The 
Secretary may waive the requirement of a bond under the pre-
ceding sentence in the case of a provider of services or supplier 
that provides a comparable surety bond under State law. 

(2) PROVIDER OF SERVICES OR SUPPLIER DESCRIBED.—A pro-
vider of services or supplier described in this paragraph is a 
provider of services or supplier the Secretary determines ap-
propriate based on the level of risk involved with respect to the 
provider of services or supplier, and consistent with the surety 
bond requirements under sections 1834(a)(16)(B) and 
1861(o)(7)(C). 

(o) SUSPENSION OF PAYMENTS PENDING INVESTIGATION OF CRED-
IBLE ALLEGATIONS OF FRAUD.— 

(1) IN GENERAL.—The Secretary may suspend payments to a 
provider of services or supplier under this title pending an in-
vestigation of a credible allegation of fraud against the pro-
vider of services or supplier, unless the Secretary determines 
there is good cause not to suspend such payments. 

(2) CONSULTATION.—The Secretary shall consult with the In-
spector General of the Department of Health and Human Serv-
ices in determining whether there is a credible allegation of 
fraud against a provider of services or supplier. 
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(3) PROMULGATION OF REGULATIONS.—The Secretary shall 
promulgate regulations to carry out this subsection and section 
1903(i)(2)(C). 

* * * * * * * 

ADMINISTRATION 

SEC. 1874. (a) Except as otherwise provided in this title and in 
the Railroad Retirement Act of 1974, the insurance programs es-
tablished by this title shall be administered by the Secretary. The 
Secretary may perform any of his functions under this title di-
rectly, or by contract providing for payment in advance or by way 
of reimbursement, and in such installments, as the Secretary may 
deem necessary. 

(b) The Secretary may contract with any person, agency, or insti-
tution to secure on a reimbursable basis such special data, actu-
arial information, and other information as may be necessary in 
the carrying out of his functions under this title. 

(c) In the course of any hearing, investigation, or other pro-
ceeding that he is authorized to conduct under this title, the Sec-
retary may administer oaths and affirmations. 

(d) INCLUSION OF MEDICARE PROVIDER AND SUPPLIER PAYMENTS 
IN FEDERAL PAYMENT LEVY PROGRAM.— 

(1) IN GENERAL.—The Centers for Medicare & Medicaid Serv-
ices shall take all necessary steps to participate in the Federal 
Payment Levy Program under section 6331(h) of the Internal 
Revenue Code of 1986 as soon as possible and shall ensure 
that— 

(A) at least 50 percent of all payments under parts A 
and B are processed through such program beginning 
within 1 year after the date of the enactment of this sec-
tion; 

(B) at least 75 percent of all payments under parts A 
and B are processed through such program beginning 
within 2 years after such date; and 

(C) all payments under parts A and B are processed 
through such program beginning not later than September 
30, 2011. 

(2) ASSISTANCE.—The Financial Management Service and 
the Internal Revenue Service shall provide assistance to the 
Centers for Medicare & Medicaid Services to ensure that all 
payments described in paragraph (1) are included in the Fed-
eral Payment Levy Program by the deadlines specified in that 
subsection. 

(e) AVAILABILITY OF MEDICARE DATA.— 
(1) IN GENERAL.—Subject to paragraph (4), the Secretary 

shall make available to qualified entities (as defined in para-
graph (2)) data described in paragraph (3) for the evaluation 
of the performance of providers of services and suppliers. 

(2) QUALIFIED ENTITIES.—For purposes of this subsection, the 
term ‘‘qualified entity’’ means a public or private entity that— 

(A) is qualified (as determined by the Secretary) to use 
claims data to evaluate the performance of providers of 
services and suppliers on measures of quality, efficiency, 
effectiveness, and resource use; and 
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(B) agrees to meet the requirements described in para-
graph (4) and meets such other requirements as the Sec-
retary may specify, such as ensuring security of data. 

(3) DATA DESCRIBED.—The data described in this paragraph 
are standardized extracts (as determined by the Secretary) of 
claims data under parts A, B, and D for items and services fur-
nished under such parts for one or more specified geographic 
areas and time periods requested by a qualified entity. The 
Secretary shall take such actions as the Secretary deems nec-
essary to protect the identity of individuals entitled to or en-
rolled for benefits under such parts. 

(4) REQUIREMENTS.— 
(A) FEE.—Data described in paragraph (3) shall be made 

available to a qualified entity under this subsection at a 
fee equal to the cost of making such data available. Any 
fee collected pursuant to the preceding sentence shall be 
deposited into the Federal Supplementary Medical Insur-
ance Trust Fund under section 1841. 

(B) SPECIFICATION OF USES AND METHODOLOGIES.—A 
qualified entity requesting data under this subsection 
shall— 

(i) submit to the Secretary a description of the meth-
odologies that such qualified entity will use to evalu-
ate the performance of providers of services and sup-
pliers using such data; 

(ii)(I) except as provided in subclause (II), if avail-
able, use standard measures, such as measures en-
dorsed by the entity with a contract under section 
1890(a) and measures developed pursuant to section 
931 of the Public Health Service Act; or 

(II) use alternative measures if the Secretary, in 
consultation with appropriate stakeholders, deter-
mines that use of such alternative measures would be 
more valid, reliable, responsive to consumer pref-
erences, cost-effective, or relevant to dimensions of 
quality and resource use not addressed by such stand-
ard measures; 

(iii) include data made available under this sub-
section with claims data from sources other than 
claims data under this title in the evaluation of per-
formance of providers of services and suppliers; 

(iv) only include information on the evaluation of 
performance of providers and suppliers in reports de-
scribed in subparagraph (C); 

(v) make available to providers of services and sup-
pliers, upon their request, data made available under 
this subsection; and 

(vi) prior to their release, submit to the Secretary 
the format of reports under subparagraph (C). 

(C) REPORTS.—Any report by a qualified entity evalu-
ating the performance of providers of services and sup-
pliers using data made available under this subsection 
shall— 

(i) include an understandable description of the 
measures, which shall include quality measures and 
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the rationale for use of other measures described in 
subparagraph (B)(ii)(II), risk adjustment methods, 
physician attribution methods, other applicable meth-
ods, data specifications and limitations, and the spon-
sors, so that consumers, providers of services and sup-
pliers, health plans, researchers, and other stake-
holders can assess such reports; 

(ii) be made available confidentially, to any provider 
of services or supplier to be identified in such report, 
prior to the public release of such report, and provide 
an opportunity to appeal and correct errors; 

(iii) only include information on a provider of serv-
ices or supplier in an aggregate form as determined 
appropriate by the Secretary; and 

(iv) except as described in clause (ii), be made avail-
able to the public. 

(D) APPROVAL AND LIMITATION OF USES.—The Secretary 
shall not make data described in paragraph (3) available 
to a qualified entity unless the qualified entity agrees to 
release the information on the evaluation of performance 
of providers of services and suppliers. Such entity shall 
only use such data, and information derived from such 
evaluation, for the reports under subparagraph (C). Data 
released to a qualified entity under this subsection shall 
not be subject to discovery or admission as evidence in ju-
dicial or administrative proceedings without consent of the 
applicable provider of services or supplier. 

CONTRACTS WITH MEDICARE ADMINISTRATIVE CONTRACTORS 

SEC. 1874A. (a) AUTHORITY.— 
(1) AUTHORITY TO ENTER INTO CONTRACTS.—The Secretary 

may enter into contracts with any eligible entity to serve as a 
medicare administrative contractor with respect to the per-
formance of any or all of the functions described in paragraph 
(4) or parts of those functions (or, to the extent provided in a 
contract, to secure performance thereof by other entities). 

(2) ELIGIBILITY OF ENTITIES.—An entity is eligible to enter 
into a contract with respect to the performance of a particular 
function described in paragraph (4) only if— 

(A) the entity has demonstrated capability to carry out 
such function; 

(B) the entity complies with such conflict of interest 
standards as are generally applicable to Federal acquisi-
tion and procurement; 

(C) the entity has sufficient assets to financially support 
the performance of such function; and 

(D) the entity meets such other requirements as the Sec-
retary may impose. 

(3) MEDICARE ADMINISTRATIVE CONTRACTOR DEFINED.—For 
purposes of this title and title XI— 

(A) IN GENERAL.—The term ‘‘medicare administrative 
contractor’’ means an agency, organization, or other person 
with a contract under this section. 

(B) APPROPRIATE MEDICARE ADMINISTRATIVE CON-
TRACTOR.—With respect to the performance of a particular 
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function in relation to an individual entitled to benefits 
under part A or enrolled under part B, or both, a specific 
provider of services or supplier (or class of such providers 
of services or suppliers), the ‘‘appropriate’’ medicare ad-
ministrative contractor is the medicare administrative con-
tractor that has a contract under this section with respect 
to the performance of that function in relation to that indi-
vidual, provider of services or supplier or class of provider 
of services or supplier. 

(4) FUNCTIONS DESCRIBED.—The functions referred to in 
paragraphs (1) and (2) are payment functions (including the 
function of developing local coverage determinations, as de-
fined in section 1869(f)(2)(B)), provider services functions, and 
functions relating to services furnished to individuals entitled 
to benefits under part A or enrolled under part B, or both, as 
follows: 

(A) DETERMINATION OF PAYMENT AMOUNTS.—Deter-
mining (subject to the provisions of section 1878 and to 
such review by the Secretary as may be provided for by 
the contracts) the amount of the payments required pursu-
ant to this title to be made to providers of services, sup-
pliers and individuals. 

(B) MAKING PAYMENTS.—Making payments described in 
subparagraph (A) (including receipt, disbursement, and ac-
counting for funds in making such payments). 

(C) BENEFICIARY EDUCATION AND ASSISTANCE.—Pro-
viding education and outreach to individuals entitled to 
benefits under part A or enrolled under part B, or both, 
and providing assistance to those individuals with specific 
issues, concerns, or problems. 

(D) PROVIDER CONSULTATIVE SERVICES.—Providing con-
sultative services to institutions, agencies, and other per-
sons to enable them to establish and maintain fiscal 
records necessary for purposes of this title and otherwise 
to qualify as providers of services or suppliers. 

(E) COMMUNICATION WITH PROVIDERS.—Communicating 
to providers of services and suppliers any information or 
instructions furnished to the medicare administrative con-
tractor by the Secretary, and facilitating communication 
between such providers and suppliers and the Secretary. 

(F) PROVIDER EDUCATION AND TECHNICAL ASSISTANCE.— 
Performing the functions relating to provider education, 
training, and technical assistance. 

(G) ADDITIONAL FUNCTIONS.—Performing such other 
functions, including (subject to paragraph (5)) functions 
under the Medicare Integrity Program under section 1893, 
as are necessary to carry out the purposes of this title. 

(5) RELATIONSHIP TO MIP CONTRACTS.— 
(A) NONDUPLICATION OF DUTIES.—In entering into con-

tracts under this section, the Secretary shall assure that 
functions of medicare administrative contractors in car-
rying out activities under parts A and B do not duplicate 
activities carried out under a contract entered into under 
the Medicare Integrity Program under section 1893. The 
previous sentence shall not apply with respect to the activ-
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ity described in section 1893(b)(5) (relating to prior author-
ization of certain items of durable medical equipment 
under section 1834(a)(15)). 

(B) CONSTRUCTION.—An entity shall not be treated as a 
medicare administrative contractor merely by reason of 
having entered into a contract with the Secretary under 
section 1893. 

(6) APPLICATION OF FEDERAL ACQUISITION REGULATION.—Ex-
cept to the extent inconsistent with a specific requirement of 
this section, the Federal Acquisition Regulation applies to con-
tracts under this section. 

(b) CONTRACTING REQUIREMENTS.— 
(1) USE OF COMPETITIVE PROCEDURES.— 

(A) IN GENERAL.—Except as provided in laws with gen-
eral applicability to Federal acquisition and procurement 
or in subparagraph (B), the Secretary shall use competitive 
procedures when entering into contracts with medicare ad-
ministrative contractors under this section, taking into ac-
count performance quality as well as price and other fac-
tors. 

(B) RENEWAL OF CONTRACTS.—The Secretary may renew 
a contract with a medicare administrative contractor 
under this section from term to term without regard to 
section 5 of title 41, United States Code, or any other pro-
vision of law requiring competition, if the medicare admin-
istrative contractor has met or exceeded the performance 
requirements applicable with respect to the contract and 
contractor, except that the Secretary shall provide for the 
application of competitive procedures under such a con-
tract not less frequently than once every 5 years. 

(C) TRANSFER OF FUNCTIONS.—The Secretary may trans-
fer functions among medicare administrative contractors 
consistent with the provisions of this paragraph. The Sec-
retary shall ensure that performance quality is considered 
in such transfers. The Secretary shall provide public notice 
(whether in the Federal Register or otherwise) of any such 
transfer (including a description of the functions so trans-
ferred, a description of the providers of services and sup-
pliers affected by such transfer, and contact information 
for the contractors involved). 

(D) INCENTIVES FOR QUALITY.—The Secretary shall pro-
vide incentives for medicare administrative contractors to 
provide quality service and to promote efficiency. 

(2) COMPLIANCE WITH REQUIREMENTS.—No contract under 
this section shall be entered into with any medicare adminis-
trative contractor unless the Secretary finds that such medi-
care administrative contractor will perform its obligations 
under the contract efficiently and effectively and will meet 
such requirements as to financial responsibility, legal author-
ity, quality of services provided, and other matters as the Sec-
retary finds pertinent. 

(3) PERFORMANCE REQUIREMENTS.— 
(A) DEVELOPMENT OF SPECIFIC PERFORMANCE REQUIRE-

MENTS.— 
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(i) IN GENERAL.—The Secretary shall develop con-
tract performance requirements to carry out the spe-
cific requirements applicable under this title to a func-
tion described in subsection (a)(4) and shall develop 
standards for measuring the extent to which a con-
tractor has met such requirements. Such requirements 
shall include specific performance duties expected of a 
medical director of a medicare administrative con-
tractor, including requirements relating to professional 
relations and the availability of such director to con-
duct medical determination activities within the juris-
diction of such a contractor. 

(ii) CONSULTATION.—In developing such performance 
requirements and standards for measurement, the 
Secretary shall consult with providers of services, or-
ganizations representative of beneficiaries under this 
title, and organizations and agencies performing func-
tions necessary to carry out the purposes of this sec-
tion with respect to such performance requirements. 

(iii) PUBLICATION OF STANDARDS.—The Secretary 
shall make such performance requirements and meas-
urement standards available to the public. 

(B) CONSIDERATIONS.—The Secretary shall include, as 
one of the standards developed under subparagraph (A), 
provider and beneficiary satisfaction levels. 

(C) INCLUSION IN CONTRACTS.—All contractor perform-
ance requirements shall be set forth in the contract be-
tween the Secretary and the appropriate medicare admin-
istrative contractor. Such performance requirements— 

(i) shall reflect the performance requirements pub-
lished under subparagraph (A), but may include addi-
tional performance requirements; 

(ii) shall be used for evaluating contractor perform-
ance under the contract; and 

(iii) shall be consistent with the written statement of 
work provided under the contract. 

(4) INFORMATION REQUIREMENTS.—The Secretary shall not 
enter into a contract with a medicare administrative contractor 
under this section unless the contractor agrees— 

(A) to furnish to the Secretary such timely information 
and reports as the Secretary may find necessary in per-
forming his functions under this title; and 

(B) to maintain such records and afford such access 
thereto as the Secretary finds necessary to assure the cor-
rectness and verification of the information and reports 
under subparagraph (A) and otherwise to carry out the 
purposes of this title. 

(5) SURETY BOND.—A contract with a medicare administra-
tive contractor under this section may require the medicare ad-
ministrative contractor, and any of its officers or employees 
certifying payments or disbursing funds pursuant to the con-
tract, or otherwise participating in carrying out the contract, to 
give surety bond to the United States in such amount as the 
Secretary may deem appropriate. 

(c) TERMS AND CONDITIONS.— 
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(1) IN GENERAL.—A contract with any medicare administra-
tive contractor under this section may contain such terms and 
conditions as the Secretary finds necessary or appropriate and 
may provide for advances of funds to the medicare administra-
tive contractor for the making of payments by it under sub-
section (a)(4)(B). 

(2) PROHIBITION ON MANDATES FOR CERTAIN DATA COLLEC-
TION.—The Secretary may not require, as a condition of enter-
ing into, or renewing, a contract under this section, that the 
medicare administrative contractor match data obtained other 
than in its activities under this title with data used in the ad-
ministration of this title for purposes of identifying situations 
in which the provisions of section 1862(b) may apply. 

(d) LIMITATION ON LIABILITY OF MEDICARE ADMINISTRATIVE CON-
TRACTORS AND CERTAIN OFFICERS.— 

(1) CERTIFYING OFFICER.—No individual designated pursuant 
to a contract under this section as a certifying officer shall, in 
the absence of the reckless disregard of the individual’s obliga-
tions or the intent by that individual to defraud the United 
States, be liable with respect to any payments certified by the 
individual under this section. 

(2) DISBURSING OFFICER.—No disbursing officer shall, in the 
absence of the reckless disregard of the officer’s obligations or 
the intent by that officer to defraud the United States, be lia-
ble with respect to any payment by such officer under this sec-
tion if it was based upon an authorization (which meets the ap-
plicable requirements for such internal controls established by 
the Comptroller General of the United States) of a certifying 
officer designated as provided in paragraph (1) of this sub-
section. 

(3) LIABILITY OF MEDICARE ADMINISTRATIVE CONTRACTOR.— 
(A) IN GENERAL.—No medicare administrative contractor 

shall be liable to the United States for a payment by a cer-
tifying or disbursing officer unless, in connection with such 
payment, the medicare administrative contractor acted 
with reckless disregard of its obligations under its medi-
care administrative contract or with intent to defraud the 
United States. 

(B) RELATIONSHIP TO FALSE CLAIMS ACT.—Nothing in 
this subsection shall be construed to limit liability for con-
duct that would constitute a violation of sections 3729 
through 3731 of title 31, United States Code. 

(4) INDEMNIFICATION BY SECRETARY.— 
(A) IN GENERAL.—Subject to subparagraphs (B) and (D), 

in the case of a medicare administrative contractor (or a 
person who is a director, officer, or employee of such a con-
tractor or who is engaged by the contractor to participate 
directly in the claims administration process) who is made 
a party to any judicial or administrative proceeding arising 
from or relating directly to the claims administration proc-
ess under this title, the Secretary may, to the extent the 
Secretary determines to be appropriate and as specified in 
the contract with the contractor, indemnify the contractor 
and such persons. 
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(B) CONDITIONS.—The Secretary may not provide indem-
nification under subparagraph (A) insofar as the liability 
for such costs arises directly from conduct that is deter-
mined by the judicial proceeding or by the Secretary to be 
criminal in nature, fraudulent, or grossly negligent. If in-
demnification is provided by the Secretary with respect to 
a contractor before a determination that such costs arose 
directly from such conduct, the contractor shall reimburse 
the Secretary for costs of indemnification. 

(C) SCOPE OF INDEMNIFICATION.—Indemnification by the 
Secretary under subparagraph (A) may include payment of 
judgments, settlements (subject to subparagraph (D)), 
awards, and costs (including reasonable legal expenses). 

(D) WRITTEN APPROVAL FOR SETTLEMENTS OR COM-
PROMISES.—A contractor or other person described in sub-
paragraph (A) may not propose to negotiate a settlement 
or compromise of a proceeding described in such subpara-
graph without the prior written approval of the Secretary 
to negotiate such settlement or compromise. Any indem-
nification under subparagraph (A) with respect to amounts 
paid under a settlement or compromise of a proceeding de-
scribed in such subparagraph are conditioned upon prior 
written approval by the Secretary of the final settlement 
or compromise. 

(E) CONSTRUCTION.—Nothing in this paragraph shall be 
construed— 

(i) to change any common law immunity that may 
be available to a medicare administrative contractor or 
person described in subparagraph (A); or 

(ii) to permit the payment of costs not otherwise al-
lowable, reasonable, or allocable under the Federal Ac-
quisition Regulation. 

(e) REQUIREMENTS FOR INFORMATION SECURITY.— 
(1) DEVELOPMENT OF INFORMATION SECURITY PROGRAM.—A 

medicare administrative contractor that performs the functions 
referred to in subparagraphs (A) and (B) of subsection (a)(4) 
(relating to determining and making payments) shall imple-
ment a contractor-wide information security program to pro-
vide information security for the operation and assets of the 
contractor with respect to such functions under this title. An 
information security program under this paragraph shall meet 
the requirements for information security programs imposed 
on Federal agencies under paragraphs (1) through (8) of sec-
tion 3544(b) of title 44, United States Code (other than the re-
quirements under paragraphs (2)(D)(i), (5)(A), and (5)(B) of 
such section). 

(2) INDEPENDENT AUDITS.— 
(A) PERFORMANCE OF ANNUAL EVALUATIONS.—Each year 

a medicare administrative contractor that performs the 
functions referred to in subparagraphs (A) and (B) of sub-
section (a)(4) (relating to determining and making pay-
ments) shall undergo an evaluation of the information se-
curity of the contractor with respect to such functions 
under this title. The evaluation shall— 
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(i) be performed by an entity that meets such re-
quirements for independence as the Inspector General 
of the Department of Health and Human Services may 
establish; and 

(ii) test the effectiveness of information security con-
trol techniques of an appropriate subset of the contrac-
tor’s information systems (as defined in section 
3502(8) of title 44, United States Code) relating to 
such functions under this title and an assessment of 
compliance with the requirements of this subsection 
and related information security policies, procedures, 
standards and guidelines, including policies and proce-
dures as may be prescribed by the Director of the Of-
fice of Management and Budget and applicable infor-
mation security standards promulgated under section 
11331 of title 40, United States Code. 

(B) DEADLINE FOR INITIAL EVALUATION.— 
(i) NEW CONTRACTORS.—In the case of a medicare 

administrative contractor covered by this subsection 
that has not previously performed the functions re-
ferred to in subparagraphs (A) and (B) of subsection 
(a)(4) (relating to determining and making payments) 
as a fiscal intermediary or carrier under section 1816 
or 1842, the first independent evaluation conducted 
pursuant to subparagraph (A) shall be completed prior 
to commencing such functions. 

(ii) OTHER CONTRACTORS.—In the case of a medicare 
administrative contractor covered by this subsection 
that is not described in clause (i), the first inde-
pendent evaluation conducted pursuant to subpara-
graph (A) shall be completed within 1 year after the 
date the contractor commences functions referred to in 
clause (i) under this section. 

(C) REPORTS ON EVALUATIONS.— 
(i) TO THE DEPARTMENT OF HEALTH AND HUMAN 

SERVICES.—The results of independent evaluations 
under subparagraph (A) shall be submitted promptly 
to the Inspector General of the Department of Health 
and Human Services and to the Secretary. 

(ii) TO CONGRESS.—The Inspector General of the De-
partment of Health and Human Services shall submit 
to Congress annual reports on the results of such eval-
uations, including assessments of the scope and suffi-
ciency of such evaluations. 

(iii) AGENCY REPORTING.—The Secretary shall ad-
dress the results of such evaluations in reports re-
quired under section 3544(c) of title 44, United States 
Code. 

(f) INCENTIVES TO IMPROVE CONTRACTOR PERFORMANCE IN PRO-
VIDER EDUCATION AND OUTREACH.—The Secretary shall use specific 
claims payment error rates or similar methodology of medicare ad-
ministrative contractors in the processing or reviewing of medicare 
claims in order to give such contractors an incentive to implement 
effective education and outreach programs for providers of services 
and suppliers. 
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(g) COMMUNICATIONS WITH BENEFICIARIES, PROVIDERS OF SERV-
ICES AND SUPPLIERS.— 

(1) COMMUNICATION STRATEGY.—The Secretary shall develop 
a strategy for communications with individuals entitled to ben-
efits under part A or enrolled under part B, or both, and with 
providers of services and suppliers under this title. 

(2) RESPONSE TO WRITTEN INQUIRIES.—Each medicare admin-
istrative contractor shall, for those providers of services and 
suppliers which submit claims to the contractor for claims 
processing and for those individuals entitled to benefits under 
part A or enrolled under part B, or both, with respect to whom 
claims are submitted for claims processing, provide general 
written responses (which may be through electronic trans-
mission) in a clear, concise, and accurate manner to inquiries 
of providers of services, suppliers, and individuals entitled to 
benefits under part A or enrolled under part B, or both, con-
cerning the programs under this title within 45 business days 
of the date of receipt of such inquiries. 

(3) RESPONSE TO TOLL-FREE LINES.—The Secretary shall en-
sure that each medicare administrative contractor shall pro-
vide, for those providers of services and suppliers which submit 
claims to the contractor for claims processing and for those in-
dividuals entitled to benefits under part A or enrolled under 
part B, or both, with respect to whom claims are submitted for 
claims processing, a toll-free telephone number at which such 
individuals, providers of services, and suppliers may obtain in-
formation regarding billing, coding, claims, coverage, and other 
appropriate information under this title. 

(4) MONITORING OF CONTRACTOR RESPONSES.— 
(A) IN GENERAL.—Each medicare administrative con-

tractor shall, consistent with standards developed by the 
Secretary under subparagraph (B)— 

(i) maintain a system for identifying who provides 
the information referred to in paragraphs (2) and (3); 
and 

(ii) monitor the accuracy, consistency, and timeliness 
of the information so provided. 

(B) DEVELOPMENT OF STANDARDS.— 
(i) IN GENERAL.—The Secretary shall establish and 

make public standards to monitor the accuracy, con-
sistency, and timeliness of the information provided in 
response to written and telephone inquiries under this 
subsection. Such standards shall be consistent with 
the performance requirements established under sub-
section (b)(3). 

(ii) EVALUATION.—In conducting evaluations of indi-
vidual medicare administrative contractors, the Sec-
retary shall take into account the results of the moni-
toring conducted under subparagraph (A) taking into 
account as performance requirements the standards 
established under clause (i). The Secretary shall, in 
consultation with organizations representing providers 
of services, suppliers, and individuals entitled to bene-
fits under part A or enrolled under part B, or both, es-
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tablish standards relating to the accuracy, consistency, 
and timeliness of the information so provided. 

(C) DIRECT MONITORING.—Nothing in this paragraph 
shall be construed as preventing the Secretary from di-
rectly monitoring the accuracy, consistency, and timeliness 
of the information so provided. 

(5) AUTHORIZATION OF APPROPRIATIONS.—There are author-
ized to be appropriated such sums as are necessary to carry 
out this subsection. 

* * * * * * * 

MEDICARE INTEGRITY PROGRAM 

SEC. 1893. (a) ESTABLISHMENT OF PROGRAM.—There is hereby es-
tablished the Medicare Integrity Program (in this section referred 
to as the ‘‘Program’’) under which the Secretary shall promote the 
integrity of the medicare program by entering into contracts in ac-
cordance with this section with eligible entities, or otherwise, to 
carry out the activities described in subsection (b). 

(b) ACTIVITIES DESCRIBED.—The activities described in this sub-
section are as follows: 

(1) Review of activities of providers of services or other indi-
viduals and entities furnishing items and services for which 
payment may be made under this title (including skilled nurs-
ing facilities and home health agencies), including medical and 
utilization review and fraud review (employing similar stand-
ards, processes, and technologies used by private health plans, 
including equipment and software technologies which surpass 
the capability of the equipment and technologies used in the 
review of claims under this title as of the date of the enact-
ment of this section). 

(2) Audit of cost reports. 
(3) Determinations as to whether payment should not be, or 

should not have been, made under this title by reason of sec-
tion 1862(b), and recovery of payments that should not have 
been made. 

(4) Education of providers of services, beneficiaries, and 
other persons with respect to payment integrity and benefit 
quality assurance issues. 

(5) Developing (and periodically updating) a list of items of 
durable medical equipment in accordance with section 
1834(a)(15) which are subject to prior authorization under such 
section. 

(6) The Medicare-Medicaid Data Match Program in accord-
ance with subsection (g). 

(c) ELIGIBILITY OF ENTITIES.—An entity is eligible to enter into 
a contract under the Program to carry out any of the activities de-
scribed in subsection (b) if— 

(1) the entity has demonstrated capability to carry out such 
activities; 

(2) in carrying out such activities, the entity agrees to co-
operate with the Inspector General of the Department of 
Health and Human Services, the Attorney General, and other 
law enforcement agencies, as appropriate, in the investigation 
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and deterrence of fraud and abuse in relation to this title and 
in other cases arising out of such activities; 

(3) the entity complies with such conflict of interest stand-
ards as are generally applicable to Federal acquisition and pro-
curement; 

(4) the entity agrees to provide the Secretary and the Inspec-
tor General of the Department of Health and Human Services 
with such performance statistics (including the number and 
amount of overpayments recovered, the number of fraud refer-
rals, and the return on investment of such activities by the en-
tity) as the Secretary or the Inspector General may request; 
and 

(5) the entity meets such other requirements as the Sec-
retary may impose. 

In the case of the activity described in subsection (b)(5), an entity 
shall be deemed to be eligible to enter into a contract under the 
Program to carry out the activity if the entity is a carrier with a 
contract in effect under section 1842. 

(d) PROCESS FOR ENTERING INTO CONTRACTS.—The Secretary 
shall enter into contracts under the Program in accordance with 
such procedures as the Secretary shall by regulation establish, ex-
cept that such procedures shall include the following: 

(1) Procedures for identifying, evaluating, and resolving or-
ganizational conflicts of interest that are generally applicable 
to Federal acquisition and procurement. 

(2) Competitive procedures to be used— 
(A) when entering into new contracts under this section; 
(B) when entering into contracts that may result in the 

elimination of responsibilities of an individual fiscal inter-
mediary or carrier under section 202(b) of the Health In-
surance Portability and Accountability Act of 1996; and 

(C) at any other time considered appropriate by the Sec-
retary, 

except that the Secretary may continue to contract with enti-
ties that are carrying out the activities described in this sec-
tion pursuant to agreements under section 1816 or contracts 
under section 1842 in effect on the date of the enactment of 
this section. 

(3) Procedures under which a contract under this section 
may be renewed without regard to any provision of law requir-
ing competition if the contractor has met or exceeded the per-
formance requirements established in the current contract. 

The Secretary may enter into such contracts without regard to final 
rules having been promulgated. 

(e) LIMITATION ON CONTRACTOR LIABILITY.—The Secretary shall 
by regulation provide for the limitation of a contractor’s liability for 
actions taken to carry out a contract under the Program, and such 
regulation shall, to the extent the Secretary finds appropriate, em-
ploy the same or comparable standards and other substantive and 
procedural provisions as are contained in section 1157. 

(f) RECOVERY OF OVERPAYMENTS.— 
(1) USE OF REPAYMENT PLANS.— 

(A) IN GENERAL.—If the repayment, within 30 days by a 
provider of services or supplier, of an overpayment under 
this title would constitute a hardship (as described in sub-
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paragraph (B)), subject to subparagraph (C), upon request 
of the provider of services or supplier the Secretary shall 
enter into a plan with the provider of services or supplier 
for the repayment (through offset or otherwise) of such 
overpayment over a period of at least 6 months but not 
longer than 3 years (or not longer than 5 years in the case 
of extreme hardship, as determined by the Secretary). In-
terest shall accrue on the balance through the period of re-
payment. Such plan shall meet terms and conditions deter-
mined to be appropriate by the Secretary. 

(B) HARDSHIP.— 
(i) IN GENERAL.—For purposes of subparagraph (A), 

the repayment of an overpayment (or overpayments) 
within 30 days is deemed to constitute a hardship if— 

(I) in the case of a provider of services that files 
cost reports, the aggregate amount of the overpay-
ments exceeds 10 percent of the amount paid 
under this title to the provider of services for the 
cost reporting period covered by the most recently 
submitted cost report; or 

(II) in the case of another provider of services or 
supplier, the aggregate amount of the overpay-
ments exceeds 10 percent of the amount paid 
under this title to the provider of services or sup-
plier for the previous calendar year. 

(ii) RULE OF APPLICATION.—The Secretary shall es-
tablish rules for the application of this subparagraph 
in the case of a provider of services or supplier that 
was not paid under this title during the previous year 
or was paid under this title only during a portion of 
that year. 

(iii) TREATMENT OF PREVIOUS OVERPAYMENTS.—If a 
provider of services or supplier has entered into a re-
payment plan under subparagraph (A) with respect to 
a specific overpayment amount, such payment amount 
under the repayment plan shall not be taken into ac-
count under clause (i) with respect to subsequent over-
payment amounts. 

(C) EXCEPTIONS.—Subparagraph (A) shall not apply if— 
(i) the Secretary has reason to suspect that the pro-

vider of services or supplier may file for bankruptcy or 
otherwise cease to do business or discontinue partici-
pation in the program under this title; or 

(ii) there is an indication of fraud or abuse com-
mitted against the program. 

(D) IMMEDIATE COLLECTION IF VIOLATION OF REPAYMENT 
PLAN.—If a provider of services or supplier fails to make 
a payment in accordance with a repayment plan under 
this paragraph, the Secretary may immediately seek to off-
set or otherwise recover the total balance outstanding (in-
cluding applicable interest) under the repayment plan. 

(E) RELATION TO NO FAULT PROVISION.—Nothing in this 
paragraph shall be construed as affecting the application 
of section 1870(c) (relating to no adjustment in the cases 
of certain overpayments). 
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(2) LIMITATION ON RECOUPMENT.— 
(A) IN GENERAL.—In the case of a provider of services or 

supplier that is determined to have received an overpay-
ment under this title and that seeks a reconsideration by 
a qualified independent contractor on such determination 
under section 1869(b)(1), the Secretary may not take any 
action (or authorize any other person, including any medi-
care contractor, as defined in subparagraph (C)) to recoup 
the overpayment until the date the decision on the recon-
sideration has been rendered. If the provisions of section 
1869(b)(1) (providing for such a reconsideration by a quali-
fied independent contractor) are not in effect, in applying 
the previous sentence any reference to such a reconsider-
ation shall be treated as a reference to a redetermination 
by the fiscal intermediary or carrier involved. 

(B) COLLECTION WITH INTEREST.—Insofar as the deter-
mination on such appeal is against the provider of services 
or supplier, interest on the overpayment shall accrue on 
and after the date of the original notice of overpayment. 
Insofar as such determination against the provider of serv-
ices or supplier is later reversed, the Secretary shall pro-
vide for repayment of the amount recouped plus interest at 
the same rate as would apply under the previous sentence 
for the period in which the amount was recouped. 

(C) MEDICARE CONTRACTOR DEFINED.—For purposes of 
this subsection, the term ‘‘medicare contractor’’ has the 
meaning given such term in section 1889(g). 

(3) LIMITATION ON USE OF EXTRAPOLATION.—A medicare con-
tractor may not use extrapolation to determine overpayment 
amounts to be recovered by recoupment, offset, or otherwise 
unless the Secretary determines that— 

(A) there is a sustained or high level of payment error; 
or 

(B) documented educational intervention has failed to 
correct the payment error. 

There shall be no administrative or judicial review under section 
1869, section 1878, or otherwise, of determinations by the Sec-
retary of sustained or high levels of payment errors under this 
paragraph. 

(4) PROVISION OF SUPPORTING DOCUMENTATION.—In the case 
of a provider of services or supplier with respect to which 
amounts were previously overpaid, a medicare contractor may 
request the periodic production of records or supporting docu-
mentation for a limited sample of submitted claims to ensure 
that the previous practice is not continuing. 

(5) CONSENT SETTLEMENT REFORMS.— 
(A) IN GENERAL.—The Secretary may use a consent set-

tlement (as defined in subparagraph (D)) to settle a pro-
jected overpayment. 

(B) OPPORTUNITY TO SUBMIT ADDITIONAL INFORMATION 
BEFORE CONSENT SETTLEMENT OFFER.—Before offering a 
provider of services or supplier a consent settlement, the 
Secretary shall— 

(i) communicate to the provider of services or sup-
plier— 
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(I) that, based on a review of the medical 
records requested by the Secretary, a preliminary 
evaluation of those records indicates that there 
would be an overpayment; 

(II) the nature of the problems identified in such 
evaluation; and 

(III) the steps that the provider of services or 
supplier should take to address the problems; and 

(ii) provide for a 45-day period during which the pro-
vider of services or supplier may furnish additional in-
formation concerning the medical records for the 
claims that had been reviewed. 

(C) CONSENT SETTLEMENT OFFER.—The Secretary shall 
review any additional information furnished by the pro-
vider of services or supplier under subparagraph (B)(ii). 
Taking into consideration such information, the Secretary 
shall determine if there still appears to be an overpay-
ment. If so, the Secretary— 

(i) shall provide notice of such determination to the 
provider of services or supplier, including an expla-
nation of the reason for such determination; and 

(ii) in order to resolve the overpayment, may offer 
the provider of services or supplier— 

(I) the opportunity for a statistically valid ran-
dom sample; or 

(II) a consent settlement. 
The opportunity provided under clause (ii)(I) does not 
waive any appeal rights with respect to the alleged over-
payment involved. 

(D) CONSENT SETTLEMENT DEFINED.—For purposes of 
this paragraph, the term ‘‘consent settlement’’ means an 
agreement between the Secretary and a provider of serv-
ices or supplier whereby both parties agree to settle a pro-
jected overpayment based on less than a statistically valid 
sample of claims and the provider of services or supplier 
agrees not to appeal the claims involved. 

(6) NOTICE OF OVER-UTILIZATION OF CODES.—The Secretary 
shall establish, in consultation with organizations representing 
the classes of providers of services and suppliers, a process 
under which the Secretary provides for notice to classes of pro-
viders of services and suppliers served by the contractor in 
cases in which the contractor has identified that particular bill-
ing codes may be overutilized by that class of providers of serv-
ices or suppliers under the programs under this title (or provi-
sions of title XI insofar as they relate to such programs). 

(7) PAYMENT AUDITS.— 
(A) WRITTEN NOTICE FOR POST-PAYMENT AUDITS.—Sub-

ject to subparagraph (C), if a medicare contractor decides 
to conduct a post-payment audit of a provider of services 
or supplier under this title, the contractor shall provide 
the provider of services or supplier with written notice 
(which may be in electronic form) of the intent to conduct 
such an audit. 

(B) EXPLANATION OF FINDINGS FOR ALL AUDITS.—Subject 
to subparagraph (C), if a medicare contractor audits a pro-
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vider of services or supplier under this title, the contractor 
shall— 

(i) give the provider of services or supplier a full re-
view and explanation of the findings of the audit in a 
manner that is understandable to the provider of serv-
ices or supplier and permits the development of an ap-
propriate corrective action plan; 

(ii) inform the provider of services or supplier of the 
appeal rights under this title as well as consent settle-
ment options (which are at the discretion of the Sec-
retary); 

(iii) give the provider of services or supplier an op-
portunity to provide additional information to the con-
tractor; and 

(iv) take into account information provided, on a 
timely basis, by the provider of services or supplier 
under clause (iii). 

(C) EXCEPTION.—Subparagraphs (A) and (B) shall not 
apply if the provision of notice or findings would com-
promise pending law enforcement activities, whether civil 
or criminal, or reveal findings of law enforcement-related 
audits. 

(8) STANDARD METHODOLOGY FOR PROBE SAMPLING.—The 
Secretary shall establish a standard methodology for medicare 
contractors to use in selecting a sample of claims for review in 
the case of an abnormal billing pattern. 

(g) MEDICARE-MEDICAID DATA MATCH PROGRAM.— 
(1) EXPANSION OF PROGRAM.— 

(A) IN GENERAL.—The Secretary shall enter into con-
tracts with eligible entities for the purpose of ensuring 
that, beginning with 2006, the Medicare-Medicaid Data 
Match Program (commonly referred to as the ‘‘Medi-Medi 
Program’’) is conducted with respect to the program estab-
lished under this title and State Medicaid programs under 
title XIX for the purpose of— 

(i) identifying program vulnerabilities in the pro-
gram established under this title and the Medicaid 
program established under title XIX through the use 
of computer algorithms to look for payment anomalies 
(including billing or billing patterns identified with re-
spect to service, time, or patient that appear to be sus-
pect or otherwise implausible); 

(ii) working with States, the Attorney General, and 
the Inspector General of the Department of Health 
and Human Services to coordinate appropriate actions 
to protect the Federal and State share of expenditures 
under the Medicaid program under title XIX, as well 
as the program established under this title; and 

(iii) increasing the effectiveness and efficiency of 
both such programs through cost avoidance, savings, 
and recoupments of fraudulent, wasteful, or abusive 
expenditures. 

(B) REPORTING REQUIREMENTS.—The Secretary shall 
make available in a timely manner any data and statis-
tical information collected by the Medi-Medi Program to 
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the Attorney General, the Director of the Federal Bureau 
of Investigation, the Inspector General of the Department 
of Health and Human Services, and the States (including 
a Medicaid fraud and abuse control unit described in sec-
tion 1903(q)). Such information shall be disseminated no 
less frequently than quarterly. 

(2) LIMITED WAIVER AUTHORITY.—The Secretary shall waive 
only such requirements of this section and of titles XI and XIX 
as are necessary to carry out paragraph (1). 

(h) USE OF RECOVERY AUDIT CONTRACTORS.— 
(1) IN GENERAL.—Under the Program, the Secretary shall 

enter into contracts with recovery audit contractors in accord-
ance with this subsection for the purpose of identifying under-
payments and overpayments and recouping overpayments 
under this title with respect to all services for which payment 
is made under this title. Under the contracts— 

(A) payment shall be made to such a contractor only 
from amounts recovered; 

(B) from such amounts recovered, payment— 
(i) shall be made on a contingent basis for collecting 

overpayments; and 
(ii) may be made in such amounts as the Secretary 

may specify for identifying underpayments; and 
(C) the Secretary shall retain a portion of the amounts 

recovered which shall be available to the program manage-
ment account of the Centers for Medicare & Medicaid 
Services for purposes of activities conducted under the re-
covery audit program under this subsection. 

(2) DISPOSITION OF REMAINING RECOVERIES.—The amounts 
recovered under such contracts that are not paid to the con-
tractor under paragraph (1) or retained by the Secretary under 
paragraph (1)(C) shall be applied to reduce expenditures under 
this title. 

(3) NATIONWIDE COVERAGE.—The Secretary shall enter into 
contracts under paragraph (1) in a manner so as to provide for 
activities in all States under such a contract by not later than 
January 1, 2010 (not later than December 31, 2010, in the case 
of contracts relating to payments made under part C or D). 

(4) AUDIT AND RECOVERY PERIODS.—Each such contract shall 
provide that audit and recovery activities may be conducted 
during a fiscal year with respect to payments made under this 
title— 

(A) during such fiscal year; and 
(B) retrospectively (for a period of not more than 4 fiscal 

years prior to such fiscal year). 
(5) WAIVER.—The Secretary shall waive such provisions of 

this title as may be necessary to provide for payment of recov-
ery audit contractors under this subsection in accordance with 
paragraph (1). 

(6) QUALIFICATIONS OF CONTRACTORS.— 
(A) IN GENERAL.—The Secretary may not enter into a 

contract under paragraph (1) with a recovery audit con-
tractor unless the contractor has staff that has the appro-
priate clinical knowledge of, and experience with, the pay-
ment rules and regulations under this title or the con-
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tractor has, or will contract with, another entity that has 
such knowledgeable and experienced staff. 

(B) INELIGIBILITY OF CERTAIN CONTRACTORS.—The Sec-
retary may not enter into a contract under paragraph (1) 
with a recovery audit contractor to the extent the con-
tractor is a fiscal intermediary under section 1816, a car-
rier under section 1842, or a medicare administrative con-
tractor under section 1874A. 

(C) PREFERENCE FOR ENTITIES WITH DEMONSTRATED PRO-
FICIENCY.—In awarding contracts to recovery audit con-
tractors under paragraph (1), the Secretary shall give pref-
erence to those risk entities that the Secretary determines 
have demonstrated more than 3 years direct management 
experience and a proficiency for cost control or recovery 
audits with private insurers, health care providers, health 
plans, under the Medicaid program under title XIX, or 
under this title. 

(7) CONSTRUCTION RELATING TO CONDUCT OF INVESTIGATION 
OF FRAUD.—A recovery of an overpayment to a individual or 
entity by a recovery audit contractor under this subsection 
shall not be construed to prohibit the Secretary or the Attorney 
General from investigating and prosecuting, if appropriate, al-
legations of fraud or abuse arising from such overpayment. 

(8) ANNUAL REPORT.—The Secretary shall annually submit to 
Congress a report on the use of recovery audit contractors 
under this subsection. Each such report shall include informa-
tion on the performance of such contractors in identifying un-
derpayments and overpayments and recouping overpayments, 
including an evaluation of the comparative performance of 
such contractors and savings to the program under this title. 

(9) SPECIAL RULES RELATING TO PARTS C AND D.—The Sec-
retary shall enter into contracts under paragraph (1) to require 
recovery audit contractors to— 

(A) ensure that each MA plan under part C has an anti- 
fraud plan in effect and to review the effectiveness of each 
such anti-fraud plan; 

(B) ensure that each prescription drug plan under part 
D has an anti-fraud plan in effect and to review the effec-
tiveness of each such anti-fraud plan; 

(C) examine claims for reinsurance payments under sec-
tion 1860D–15(b) to determine whether prescription drug 
plans submitting such claims incurred costs in excess of 
the allowable reinsurance costs permitted under paragraph 
(2) of that section; and 

(D) review estimates submitted by prescription drug 
plans by private plans with respect to the enrollment of 
high cost beneficiaries (as defined by the Secretary) and to 
compare such estimates with the numbers of such bene-
ficiaries actually enrolled by such plans. 

(i) EVALUATIONS AND ANNUAL REPORT.— 
(1) EVALUATIONS.—The Secretary shall conduct evaluations 

of eligible entities which the Secretary contracts with under 
the Program not less frequently than every 3 years. 
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(2) ANNUAL REPORT.—Not later than 180 days after the end 
of each fiscal year (beginning with fiscal year 2011), the Sec-
retary shall submit a report to Congress which identifies— 

(A) the use of funds, including funds transferred from 
the Federal Hospital Insurance Trust Fund under section 
1817 and the Federal Supplementary Insurance Trust 
Fund under section 1841, to carry out this section; and 

(B) the effectiveness of the use of such funds. 

* * * * * * * 

MEDICARE IMPROVEMENT FUND 

SEC. 1898. 
(a) ESTABLISHMENT.—The Secretary shall establish under this 

title a Medicare Improvement Fund (in this section referred to as 
the ‘Fund’) which shall be available to the Secretary to make im-
provements under the original Medicare fee-for-service program 
under parts A and B for individuals entitled to, or enrolled for, ben-
efits under part or enrolled under part B including adjustments to 
payments for items and services furnished by providers of services 
and suppliers under such original Medicare fee-for-service program. 

(b) FUNDING.— 
(1) IN GENERAL.—There shall be available to the Fund, for 

expenditures from the Fund for services furnished during and 
after fiscal year 2020, $195,000,000. 

(2) PAYMENT FROM TRUST FUNDS.—The amount specified 
under paragraph (1) shall be available to the Fund, as expendi-
tures are made from the Fund, from the Federal Hospital In-
surance Trust Fund and the Federal Supplementary Medical 
Insurance Trust Fund in such proportion as the Secretary de-
termines appropriate. 

(3) FUNDING LIMITATION.—Amounts in the Fund shall be 
available in advance of appropriations but only if the total 
amount obligated from the Fund does not exceed the amount 
available to the Fund under paragraph (1). The Secretary may 
obligate funds from the Fund only if the Secretary determines 
(and the Chief Actuary of the Centers for Medicare & Medicaid 
Services and the appropriate budget officer certify) that there 
are available in the Fund sufficient amounts to cover all such 
obligations incurred consistent with the previous sentence. 

(4) NO EFFECT ON PAYMENTS IN SUBSEQUENT YEARS.—In the 
case that expenditures from the Fund are applied to, or other-
wise affect, a payment rate for an item or service under this 
title for a year, the payment rate for such item or service shall 
be computed for a subsequent year as if such application or ef-
fect had never occurred. 

* * * * * * * 

VII. ADDITIONAL VIEWS 

Representative Danny Davis (D–IL) has supplied the following 
additional views. 
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ADDITIONAL VIEWS 

Notwithstanding the strong bipartisan support for H.R. 1021, 
Protecting the Integrity of Medicare Act of 2015 (PIMA), this legis-
lation intends to require the Secretary to establish procedures to 
recover improper payments made on behalf of incarcerated Medi-
care beneficiaries. Essentially, the proposal is to require Medicare 
administrative contractors to install edits to flag claims for incar-
cerated Medicare beneficiaries. In some cases, since the data on 
who is incarcerated lags behind the provision of services, Centers 
for Medicare and Medicaid (CMS) and its contractors have to re-
cover the data after it was paid. 

Medicare’s definition of an incarcerated individual whether con-
victed of a crime or not are individuals that are in the custody of 
a government entity: ‘‘ individuals who are under arrest, incarcer-
ated, imprisoned, escaped from confinement, under supervised re-
lease, on medical furlough, required to reside in mental health fa-
cilities, required to reside in halfway houses, required to live under 
home detention, or confined completely or partially in any way 
under a penal statute or rule.’’ Although the PMIA provision in-
cludes language with respect to an individual incarcerated under a 
government entity, it just allows the Secretary to perform an ad-
ministrative fix with respect to already-excluded populations. 

I disagree with Medicare’s definition of incarcerated individuals. 
According to the Bureau of Justice Statistics (BJS) data, 38% of fel-
ony defendants were detained prior to their case disposition (this 
includes 34% who were held on bail and 4% who were denied bail). 
Many defendants who are detained are not always convicted of a 
crime. Therefore, medical providers who provide services to defend-
ants not convicted of a crime may be subjected to repayments to 
CMS. 

DANNY K. DAVIS. 

Æ 
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