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(in a form specified by the Secretary) specify-
ing the rights of employees under this section. 
Such sign shall include a statement that an 
employee may file a complaint with the Sec-
retary against a long-term care facility that 
violates the provisions of this subsection and 
information with respect to the manner of fil-
ing such a complaint. 

(e) Procedure 

The provisions of section 1320a–7a of this title 
(other than subsections (a) and (b) and the sec-
ond sentence of subsection (f)) shall apply to a 
civil money penalty or exclusion under this sec-
tion in the same manner as such provisions 
apply to a penalty or proceeding under section 
1320a–7a(a) of this title. 

(f) Definitions 

In this section, the terms ‘‘elder justice’’, 
‘‘long-term care facility’’, and ‘‘law enforce-
ment’’ have the meanings given those terms in 
section 1397j of this title. 

(Aug. 14, 1935, ch. 531, title XI, § 1150B, as added 
Pub. L. 111–148, title VI, § 6703(b)(3), Mar. 23, 2010, 
124 Stat. 800.) 

PART B—PEER REVIEW OF UTILIZATION AND 
QUALITY OF HEALTH CARE SERVICES 

§ 1320c. Purpose 

The purpose of this part is to establish the 
contracting process which the Secretary must 
follow pursuant to the requirements of section 
1395y(g) of this title, including the definition of 
the utilization and quality control peer review 
organizations with which the Secretary shall 
contract, the functions such peer review organi-
zations are to perform, the confidentiality of 
medical records, and related administrative 
matters to facilitate the carrying out of the pur-
poses of this part. 

(Aug. 14, 1935, ch. 531, title XI, § 1151, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
382.) 

PRIOR PROVISIONS 

A prior section 1320c, act Aug. 14, 1935, ch. 531, title 
XI, § 1151, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1429; amended Aug. 13, 1981, Pub. L. 
97–35, title XXI, § 2113(a), 95 Stat. 794, set out the Con-
gressional declaration of purpose of former part B, in 
the general revision of this part by Pub. L. 97–248. 

EFFECTIVE DATE 

Section 149 of Pub. L. 97–248, as amended by Pub. L. 
98–369, div. B, title III, § 2354(c)(3)(C), July 18, 1984, 98 
Stat. 1102, provided that: ‘‘The amendments made by 
this subtitle [subtitle C (§§ 141–150) of title I of Pub. L. 
97–248, enacting this part, amending sections 1395b–1, 
1395g, 1395k, 1395l, 1395x, 1395y, 1395cc, 1395pp, 1396a, and 
1396b of this title, and enacting provisions set out as 
notes under sections 1305 and 1320c of this title] shall, 
subject to section 150 [section 150 of Pub. L. 97–248, set 
out as a note below], be effective with respect to con-
tracts entered into or renewed on or after the date of 
the enactment of this Act [Sept. 3, 1982].’’ 

IOM STUDY OF QIOS 

Pub. L. 108–173, title I, § 109(d), Dec. 8, 2003, 117 Stat. 
2173, provided that: 

‘‘(1) IN GENERAL.—The Secretary [of Health and 
Human Services] shall request the Institute of Medi-

cine of the National Academy of Sciences to conduct an 
evaluation of the program under part B of title XI of 
the Social Security Act [this part]. The study shall in-
clude a review of the following: 

‘‘(A) An overview of the program under such part. 
‘‘(B) The duties of organizations with contracts 

with the Secretary under such part. 
‘‘(C) The extent to which quality improvement or-

ganizations improve the quality of care for medicare 
beneficiaries. 

‘‘(D) The extent to which other entities could per-
form such quality improvement functions as well as, 
or better than, quality improvement organizations. 

‘‘(E) The effectiveness of reviews and other actions 
conducted by such organizations in carrying out 
those duties. 

‘‘(F) The source and amount of funding for such or-
ganizations. 

‘‘(G) The conduct of oversight of such organiza-
tions. 
‘‘(2) REPORT TO CONGRESS.—Not later than June 1, 

2006, the Secretary shall submit to Congress a report on 
the results of the study described in paragraph (1), in-
cluding any recommendations for legislation. 

‘‘(3) INCREASED COMPETITION.—If the Secretary finds 
based on the study conducted under paragraph (1) that 
other entities could improve quality in the medicare 
program as well as, or better than, the current quality 
improvement organizations, then the Secretary shall 
provide for such increased competition through the ad-
dition of new types of entities which may perform qual-
ity improvement functions.’’ 

COORDINATION OF PROS AND CARRIERS 

Pub. L. 101–508, title IV, § 4205(c), Nov. 5, 1990, 104 
Stat. 1388–113, provided that: 

‘‘(1) DEVELOPMENT AND IMPLEMENTATION OF PLAN.— 
The Secretary of Health and Human Services shall de-
velop and implement a plan to coordinate the physician 
review activities of peer review organizations and car-
riers. Such plan shall include— 

‘‘(A) the development of common utilization and 
medical review criteria; 

‘‘(B) criteria for the targetting of reviews by peer 
review organizations and carriers; and 

‘‘(C) improved methods for exchange of information 
among peer review organizations and carriers. 
‘‘(2) REPORT.—Not later than January 1, 1992, the Sec-

retary shall submit to Congress a report on the devel-
opment of the plan described under paragraph (1) and 
shall include in the report such recommendations for 
changes in legislation as may be appropriate.’’ 

EVALUATION OF PROFESSIONAL STANDARDS REVIEW 
ORGANIZATIONS 

Pub. L. 97–448, title III, § 309(d), Jan. 12, 1983, 96 Stat. 
2410, provided that: ‘‘In order to avoid unfairly dis-
criminating against professional standards review or-
ganizations whose performance was evaluated during 
the first and second calendar quarters of 1982, the Sec-
retary of Health and Human Services shall disregard 
the results of such evaluations and shall carry out such 
new evaluations of such organizations as may be nec-
essary to select utilization and quality control peer re-
view organizations in accordance with subtitle C of 
title I of the Tax Equity and Fiscal Responsibility Act 
of 1982 [sections 141–150 of Pub. L. 97–248] and part B of 
title XI of the Social Security Act [this part] as amend-
ed by such subtitle.’’ 

MAINTENANCE OF CURRENT PROFESSIONAL STANDARDS 
REVIEW ORGANIZATION AGREEMENTS 

Section 150 of Pub. L. 97–248, as amended by Pub. L. 
97–448, title III, § 309(a)(9), Jan. 12, 1983, 96 Stat. 2408, 
provided that: 

‘‘(a) The Secretary of Health and Human Services 
shall not terminate or fail to renew any agreement in 
effect with a professional standards review organiza-
tion under part B of title XI of the Social Security Act 
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[this part] on the earlier of the date of the enactment 
of this Act [Sept. 3, 1982] or September 30, 1982 until 
such time as he enters into a contract with a utiliza-
tion and quality control peer review organization under 
such part, as amended by this subtitle [subtitle C 
(§§ 141–150) of title I of Pub. L. 97–248], for the area 
served by such professional standards review organiza-
tion. In complying with this subsection, the Secretary 
may renew any such agreement with a professional 
standards review organization for a period of less than 
12 months. 

‘‘(b) The provisions of part B of title XI of the Social 
Security Act [this part] as in effect prior to the amend-
ments made by this subtitle [subtitle C (§§ 141–150) of 
title I of Pub. L. 97–248] shall remain in effect with re-
spect to agreements with professional standards review 
organizations in effect on the earlier of the date of the 
enactment of this Act [Sept. 3, 1982] or September 30, 
1982, until such time as such agreement is terminated 
or is not renewed, in accordance with subsection (a). 
Any matters awaiting a determination by a Statewide 
Professional Standards Review Council on the date of 
the enactment of this Act shall be transferred to the 
Secretary of Health and Human Services for a deter-
mination unless such determination is made by such 
Council within 30 days after the date of the enactment 
of this Act. No payments shall be made under part B of 
title XI of the Social Security Act to Statewide Profes-
sional Standards Review Councils for services per-
formed under section 1162 of such Act [section 1320c–11 
of this title] after the end of such 30-day period.’’ 

§ 1320c–1. ‘‘Utilization and quality control peer 
review organization’’ defined 

The term ‘‘utilization and quality control peer 
review organization’’ means an entity which— 

(1)(A) is composed of a substantial number of 
the licensed doctors of medicine and osteop-
athy engaged in the practice of medicine or 
surgery in the area and who are representative 
of the practicing physicians in the area, des-
ignated by the Secretary under section 1320c–2 
of this title, with respect to which the entity 
shall perform services under this part, or (B) 
has available to it, by arrangement or other-
wise, the services of a sufficient number of li-
censed doctors of medicine or osteopathy en-
gaged in the practice of medicine or surgery in 
such area to assure that adequate peer review 
of the services provided by the various medical 
specialties and subspecialties can be assured; 

(2) is able, in the judgment of the Secretary, 
to perform review functions required under 
section 1320c–3 of this title in a manner con-
sistent with the efficient and effective admin-
istration of this part and to perform reviews of 
the pattern of quality of care in an area of 
medical practice where actual performance is 
measured against objective criteria which de-
fine acceptable and adequate practice; and 

(3) has at least one individual who is a rep-
resentative of consumers on its governing 
body. 

(Aug. 14, 1935, ch. 531, title XI, § 1152, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
382; amended Pub. L. 99–509, title IX, § 9353(b)(1), 
Oct. 21, 1986, 100 Stat. 2046.) 

PRIOR PROVISIONS 

A prior section 1320c–1, act Aug. 14, 1935, ch. 531, title 
XI, § 1152, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1430; amended Dec. 31, 1975, Pub. L. 
94–182, title I, §§ 105, 108(a), 89 Stat. 1052, 1053; Oct. 25, 
1977, Pub. L. 95–142, § 5(a), (d)(2)(A), (B), (o)(1), 91 Stat. 

1183, 1185, 1191; Dec. 5, 1980, Pub. L. 96–499, title IX, § 921, 
94 Stat. 2627; Aug. 13, 1981, Pub. L. 97–35, title XXI, 
§§ 2112(a)(2)(A), (B), 2113(b), (c), 95 Stat. 793, 794, related 
to the designation of Professional Standards Review 
Organizations, prior to the general revision of this part 
by Pub. L. 97–248. 

AMENDMENTS 

1986—Par. (3). Pub. L. 99–509 added par. (3). 

EFFECTIVE DATE OF 1986 AMENDMENT 

Section 9353(b)(2) of Pub. L. 99–509 provided that: 
‘‘The amendment made by paragraph (1) [amending this 
section] shall apply to contracts entered into or re-
newed on or after January 1, 1987.’’ 

§ 1320c–2. Contracts with utilization and quality 
control peer review organizations 

(a) Establishment and consolidation of geo-
graphic areas 

(1) The Secretary shall establish throughout 
the United States geographic areas with respect 
to which contracts under this part will be made. 
In establishing such areas, the Secretary shall 
use the same areas as established under section 
1320c–1 of this title as in effect immediately 
prior to September 3, 1982, but subject to the 
provisions of paragraph (2). 

(2) As soon as practicable after September 3, 
1982, the Secretary shall consolidate such geo-
graphic areas, taking into account the following 
criteria: 

(A) Each State shall generally be designated 
as a geographic area for purposes of paragraph 
(1). 

(B) The Secretary shall establish local or re-
gional areas rather than State areas only 
where the volume of review activity or other 
relevant factors (as determined by the Sec-
retary) warrant such an establishment, and 
the Secretary determines that review activity 
can be carried out with equal or greater effi-
ciency by establishing such local or regional 
areas. In applying this subparagraph the Sec-
retary shall take into account the number of 
hospital admissions within each State for 
which payment may be made under subchapter 
XVIII of this chapter or a State plan approved 
under subchapter XIX of this chapter, with 
any State having fewer than 180,000 such ad-
missions annually being established as a sin-
gle statewide area, and no local or regional 
area being established which has fewer than 
60,000 total hospital admissions (including 
public and private pay patients) under review 
annually, unless the Secretary determines 
that other relevant factors warrant otherwise. 

(C) No local or regional area shall be des-
ignated which is not a self-contained medical 
service area, having a full spectrum of serv-
ices, including medical specialists’ services. 

(b) Organizations entitled to contract with Sec-
retary 

(1) The Secretary shall enter into a contract 
with a utilization and quality control peer re-
view organization for each area established 
under subsection (a) of this section if a qualified 
organization is available in such area and such 
organization and the Secretary have negotiated 
a proposed contract which the Secretary deter-
mines will be carried out by such organization 



Page 2209 TITLE 42—THE PUBLIC HEALTH AND WELFARE § 1320c–2 

in a manner consistent with the efficient and ef-
fective administration of this part. If more than 
one such qualified organization meets the re-
quirements of the preceding sentence, priority 
shall be given to any such organization which is 
described in section 1320c–1(1)(A) of this title. 

(2)(A) Prior to November 15, 1984, the Sec-
retary shall not enter into a contract under this 
part with any entity which is, or is affiliated 
with (through management, ownership, or com-
mon control), an entity (other than a self-in-
sured employer) which directly or indirectly 
makes payments to any practitioner or provider 
whose health care services are reviewed by such 
entity or would be reviewed by such entity if it 
entered into a contract with the Secretary 
under this part. For purposes of this paragraph, 
an entity shall not be considered to be affiliated 
with another entity which makes payments (di-
rectly or indirectly) to any practitioner or pro-
vider, by reason of management, ownership, or 
common control, if the management, ownership, 
or common control consists only of members of 
the governing board being affiliated (through 
management, ownership, or common control) 
with a health maintenance organization or com-
petitive medical plan which is an ‘‘eligible orga-
nization’’ as defined in section 1395mm(b) of this 
title. 

(B) If, after November 14, 1984, the Secretary 
determines that there is no other entity avail-
able for an area with which the Secretary can 
enter into a contract under this part, the Sec-
retary may then enter into a contract under this 
part with an entity described in subparagraph 
(A) for such area if such entity otherwise meets 
the requirements of this part. 

(3)(A) The Secretary shall not enter into a 
contract under this part with any entity which 
is, or is affiliated with (through management, 
ownership, or common control), a health care fa-
cility, or association of such facilities, within 
the area served by such entity or which would be 
served by such entity if it entered into a con-
tract with the Secretary under this part. 

(B) For purposes of subparagraph (A), an en-
tity shall not be considered to be affiliated with 
a health care facility or association of facilities 
by reason of management, ownership, or com-
mon control if the management, ownership, or 
common control consists only of not more than 
20 percent of the members of the governing 
board of the entity being affiliated (through 
management, ownership, or common control) 
with one or more of such facilities or associa-
tions. 

(c) Terms of contract 

Each contract with an organization under this 
section shall provide that— 

(1) the organization shall perform the func-
tions set forth in section 1320c–3(a) of this sec-
tion, or may subcontract for the performance 
of all or some of such functions (and for pur-
poses of paragraphs (2) and (3) of subsection (b) 
of this section, a subcontract under this para-
graph shall not constitute an affiliation with 
the subcontractor); 

(2) the Secretary shall have the right to 
evaluate the quality and effectiveness of the 
organization in carrying out the functions 
specified in the contract; 

(3) the contract shall be for an initial term 
of three years and shall be renewable on a tri-
ennial basis thereafter; 

(4) if the Secretary intends not to renew a 
contract, he shall notify the organization of 
his decision at least 90 days prior to the expi-
ration of the contract term, and shall provide 
the organization an opportunity to present 
data, interpretations of data, and other infor-
mation pertinent to its performance under the 
contract, which shall be reviewed in a timely 
manner by the Secretary; 

(5) the organization may terminate the con-
tract upon 90 days notice to the Secretary; 

(6) the Secretary may terminate the con-
tract prior to the expiration of the contract 
term upon 90 days notice to the organization if 
the Secretary determines that— 

(A) the organization does not substantially 
meet the requirements of section 1320c–1 of 
this title; or 

(B) the organization has failed substan-
tially to carry out the contract or is carry-
ing out the contract in a manner inconsist-
ent with the efficient and effective adminis-
tration of this part, but only after such or-
ganization has had an opportunity to submit 
data and have such data reviewed by the 
panel established under subsection (d) of this 
section; 

(7) the Secretary shall include in the con-
tract negotiated objectives against which the 
organization’s performance will be judged, and 
negotiated specifications for use of regional 
norms, or modifications thereof based on na-
tional norms, for performing review functions 
under the contract; and 

(8) reimbursement shall be made to the orga-
nization on a monthly basis, with payments 
for any month being made not later than 15 
days after the close of such month. 

In evaluating the performance of utilization and 
quality control peer review organizations under 
contracts under this part, the Secretary shall 
place emphasis on the performance of such orga-
nizations in educating providers and practition-
ers (particularly those in rural areas) concern-
ing the review process and criteria being applied 
by the organization. 

(d) Review prior to termination of contract; 
modification and termination; reviewing 
panel 

(1) Prior to making any termination under 
subsection (c)(6)(B) of this section, the Sec-
retary must provide the organization with an 
opportunity to provide data, interpretations of 
data, and other information pertinent to its per-
formance under the contract. Such data and 
other information shall be reviewed in a timely 
manner by a panel appointed by the Secretary, 
and the panel shall submit a report of its find-
ings to the Secretary in a timely manner. The 
Secretary shall make a copy of the report avail-
able to the organization. 

(2) The Secretary may accept or not accept 
the findings of the panel. After the panel has 
submitted a report with respect to an organiza-
tion, the Secretary may, with the concurrence 
of the organization, amend the contract to mod-
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ify the scope of the functions to be carried out 
by the organization, or in any other manner. 
The Secretary may terminate a contract under 
the authority of subsection (c)(6)(B) of this sec-
tion upon 90 days notice after the panel has sub-
mitted a report, or earlier if the organization so 
agrees. 

(3) A panel appointed by the Secretary under 
this subsection shall consist of not more than 
five individuals, each of whom shall be a mem-
ber of a utilization and quality control peer re-
view organization having a contract with the 
Secretary under this part. While serving on such 
panel individuals shall be paid at a per diem rate 
not to exceed the current per diem equivalent at 
the time that service on the panel is rendered 
for grade GS–18 under section 5332 of title 5. Ap-
pointments shall be made without regard to 
title 5. 

(4) During the period after the Secretary has 
given notice of intent to terminate a contract, 
and prior to the time that the Secretary enters 
into a contract with another utilization and 
quality control peer review organization, the 
Secretary may transfer review responsibilities 
of the organization under the contract being ter-
minated to another utilization and quality con-
trol peer review organization, or to an inter-
mediary or carrier having an agreement under 
section 1395h of this title or a contract under 
section 1395u of this title. 

(e) Authority of Secretary 

(1) Except as provided in paragraph (2), con-
tracting authority of the Secretary under this 
section may be carried out without regard to 
any provision of law relating to the making, 
performance, amendment, or modification of 
contracts of the United States as the Secretary 
may determine to be inconsistent with the pur-
poses of this part. The Secretary may use dif-
ferent contracting methods with respect to dif-
ferent geographical areas. 

(2) If a peer review organization with a con-
tract under this section is required to carry out 
a review function in addition to any function re-
quired to be carried out at the time the Sec-
retary entered into or renewed the contract with 
the organization, the Secretary shall, before re-
quiring such organization to carry out such ad-
ditional function, negotiate the necessary con-
tractual modifications, including modifications 
that provide for an appropriate adjustment (in 
light of the cost of such additional function) to 
the amount of reimbursement made to the orga-
nization. 

(f) Termination not subject to judicial review 

Any determination by the Secretary to termi-
nate or not to renew a contract under this sec-
tion shall not be subject to judicial review. 

(g) Timely provision of hospital data to peer re-
view organizations 

The Secretary shall provide that fiscal inter-
mediaries furnish to peer review organizations, 
each month on a timely basis, data necessary to 
initiate the review process under section 
1320c–3(a) of this title on a timely basis. If the 
Secretary determines that a fiscal intermediary 
is unable to furnish such data on a timely basis, 
the Secretary shall require the hospital to do so. 

(h) Publication of new policy or procedure and 
general criteria and standards for evalua-
tion; performance comparison report 

(1) The Secretary shall publish in the Federal 
Register any new policy or procedure adopted by 
the Secretary that affects substantially the per-
formance of contract obligations under this sec-
tion not less than 30 days before the date on 
which such policy or procedure is to take effect. 
This paragraph shall not apply to the extent it 
is inconsistent with a statutory deadline. 

(2) The Secretary shall publish in the Federal 
Register the general criteria and standards used 
for evaluating the efficient and effective per-
formance of contract obligations under this sec-
tion and shall provide opportunity for public 
comment with respect to such criteria and 
standards. 

(3) The Secretary shall regularly furnish each 
peer review organization with a contract under 
this section with a report that documents the 
performance of the organization in relation to 
the performance of other such organizations. 

(i) Preference in contracting with in-State orga-
nizations 

(1) Notwithstanding any other provision of 
this section, the Secretary shall not renew a 
contract with any organization that is not an 
in-State organization (as defined in paragraph 
(3)) unless the Secretary has first complied with 
the requirements of paragraph (2). 

(2)(A) Not later than six months before the 
date on which a contract period ends with re-
spect to an organization that is not an in-State 
organization, the Secretary shall publish in the 
Federal Register— 

(i) the date on which such period ends; and 
(ii) the period of time in which an in-State 

organization may submit a proposal for the 
contract ending on such date. 

(B) If one or more qualified in-State organiza-
tions submits a proposal within the period of 
time specified under subparagraph (A)(ii), the 
Secretary shall not automatically renew the 
current contract on a noncompetitive basis, but 
shall provide for competition for the contract in 
the same manner as a new contract under sub-
section (b) of this section. 

(3) For purposes of this subsection, an in-State 
organization is an organization that has its pri-
mary place of business in the State in which re-
view will be conducted (or, which is owned by a 
parent corporation the headquarters of which is 
located in such State). 

(Aug. 14, 1935, ch. 531, title XI, § 1153, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
382; amended Pub. L. 97–448, title III, § 309(b)(2), 
Jan. 12, 1983, 96 Stat. 2408; Pub. L. 98–21, title VI, 
§ 602(a), Apr. 20, 1983, 97 Stat. 163; Pub. L. 98–369, 
div. B, title III, §§ 2334(a), (b), 2347(c), July 18, 
1984, 98 Stat. 1090, 1097; Pub. L. 99–272, title IX, 
§§ 9402(b), 9404(a), 9406(a), Apr. 7, 1986, 100 Stat. 
200, 201; Pub. L. 99–509, title IX, § 9352(a)(1), Oct. 
21, 1986, 100 Stat. 2044; Pub. L. 100–203, title IV, 
§§ 4091(a)(2)(A), (b)(1), (2), 4092(a), 4094(d)(1), Dec. 
22, 1987, 101 Stat. 1330–134, 1330–135, 1330–137.) 

PRIOR PROVISIONS 

A prior section 1320c–2, act Aug. 14, 1935, ch. 531, title 
XI, § 1153, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
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§ 249F(b), 86 Stat. 1432, related to review pending des-
ignation of a Professional Standards Review Organiza-
tion in a given area, prior to the general revision of 
this part by Pub. L. 97–248. 

AMENDMENTS 

1987—Subsec. (c). Pub. L. 100–203, § 4094(d)(1), inserted 
after and below par. (8) the following: ‘‘In evaluating 
the performance of utilization and quality control peer 
review organizations under contracts under this part, 
the Secretary shall place emphasis on the performance 
of such organizations in educating providers and practi-
tioners (particularly those in rural areas) concerning 
the review process and criteria being applied by the or-
ganization.’’ 

Subsec. (c)(3). Pub. L. 100–203, § 4091(a)(2)(A), sub-
stituted ‘‘three’’ for ‘‘two’’ and ‘‘triennial’’ for ‘‘bi-
ennial’’. 

Subsec. (e). Pub. L. 100–203, § 4091(b)(2), designated ex-
isting provisions as par. (1), substituted ‘‘Except as pro-
vided in paragraph (2), contracting’’ for ‘‘Contracting’’, 
and added par. (2). 

Subsec. (h). Pub. L. 100–203, § 4091(b)(1), added subsec. 
(h). 

Subsec. (i). Pub. L. 100–203, § 4092(a), added subsec. (i). 
1986—Subsec. (b)(2)(A). Pub. L. 99–272, § 9404(a), sub-

stituted ‘‘consists only of members of the governing 
board’’ for ‘‘consists only of one individual member of 
the governing board’’. 

Subsec. (c)(8). Pub. L. 99–272, § 9402(b), amended par. 
(8) generally. Prior to amendment, par. (8) read as fol-
lows: ‘‘reimbursement shall be made to the organiza-
tion in accordance with the terms of the contract.’’ 

Subsec. (d)(4). Pub. L. 99–272, § 9406(a), added par. (4). 
Subsec. (g). Pub. L. 99–509 added subsec. (g). 
1984—Subsec. (b)(2)(A). Pub. L. 98–369, § 2347(c)(1), sub-

stituted ‘‘Prior to November 15, 1984’’ for ‘‘During the 
first twelve months in which the Secretary is entering 
into contracts under this section’’. 

Pub. L. 98–369, § 2334(b), inserted ‘‘(other than a self- 
insured employer)’’ and provision that for purposes of 
this paragraph an entity shall not be considered to be 
affiliated with another entity which makes payments 
(directly or indirectly) to any practitioner or provider, 
by reason of management, ownership, or common con-
trol, if the management, ownership, or common control 
consists only of one individual member of the govern-
ing board being affiliated (through management, own-
ership, or common control) with a health maintenance 
organization or competitive medical plan which is an 
‘‘eligible organization’’ as defined in section 1395mm(b) 
of this title. 

Subsec. (b)(2)(B). Pub. L. 98–369, § 2347(c)(2), sub-
stituted ‘‘after November 14, 1984’’ for ‘‘after the expi-
ration of the twelve-month period referred to in sub-
paragraph (A)’’. 

Subsec. (b)(2)(C). Pub. L. 98–369, § 2347(c)(3), struck out 
subpar. (C) which provided that the twelve-month pe-
riod formerly referred to in subpar. (A) would be 
deemed to have begun not later than October 1983. 

Subsec. (b)(3). Pub. L. 98–369, § 2334(a), designated ex-
isting provisions as subpar. (A) and added subpar. (B). 

1983—Subsec. (b)(2)(C). Pub. L. 98–21 added subpar. (C). 
Subsec. (d). Pub. L. 97–448 substituted reference to 

‘‘subsection (c)(6)(B)’’ for ‘‘subsection (c)(5)(B)’’ and 
‘‘subsection (c)(5)(C)’’ in pars. (1) and (2), respectively. 

EFFECTIVE DATE OF 1987 AMENDMENT 

Section 4091(a)(2)(B) of Pub. L. 100–203 provided that: 
‘‘The amendment made by subparagraph (A) [amending 
this section] shall apply with respect to contracts en-
tered into or renewed on or after the date of the enact-
ment of this Act [Dec. 22, 1987].’’ 

Section 4091(b)(3) of Pub. L. 100–203 provided that: 
‘‘The amendment made by paragraphs (1) and (2) 
[amending this section] shall become effective on the 
date of enactment of this Act [Dec. 22, 1987].’’ 

Section 4092(b) of Pub. L. 100–203 provided that: ‘‘The 
amendment made by subsection (a) [amending this sec-

tion] shall apply with respect to contracts scheduled to 
be renewed on or after the first day of the eighth 
month to begin after the date of enactment of this Act 
[Dec. 22, 1987].’’ 

Section 4094(d)(2) of Pub. L. 100–203 provided that: 
‘‘The amendment made by paragraph (1) [amending this 
section] shall apply to contracts under part B of title 
XI of the Social Security Act [this part] as of January 
1, 1988.’’ 

EFFECTIVE DATE OF 1986 AMENDMENTS 

Section 9352(c)(1) of Pub. L. 99–509 provided that: 
‘‘The Secretary of Health and Human Services shall im-
plement the amendment made by subsection (a) 
[amending this section and section 1395h of this title] 
not later than 6 months after the date of the enactment 
of this Act [Oct. 21, 1986].’’ 

Section 9402(c)(2) of Pub. L. 99–272 provided that: 
‘‘The amendment made by subsection (b) [amending 
this section] shall apply to contracts entered into or re-
newed on or after the date of the enactment of this Act 
[Apr. 7, 1986].’’ 

Section 9404(b) of Pub. L. 99–272 provided that: ‘‘The 
amendment made by this section [amending this sec-
tion] shall become effective on the date of the enact-
ment of this Act [Apr. 7, 1986].’’ 

Section 9406(b) of Pub. L. 99–272 provided that: ‘‘The 
amendment made by this section [amending this sec-
tion] shall become effective on the date of the enact-
ment of this Act [Apr. 7, 1986].’’ 

EFFECTIVE DATE OF 1984 AMENDMENT 

Section 2334(c) of Pub. L. 98–369 provided that: ‘‘The 
amendments made by this section [amending this sec-
tion] shall become effective on the date of the enact-
ment of this Act [July 18, 1984].’’ 

Section 2347(d) of Pub. L. 98–369 provided that: ‘‘The 
provisions of, and amendments made by, this section 
[amending this section and section 1395cc of this title 
and enacting provisions set out as a note under section 
1395cc of this title] shall become effective on the date 
of the enactment of this Act [July 18, 1984].’’ 

EFFECTIVE DATE OF 1983 AMENDMENTS 

Amendment by Pub. L. 98–21 applicable to items and 
services furnished by or under arrangement with a hos-
pital beginning with its first cost reporting period that 
begins on or after Oct. 1, 1983, any change in a hos-
pital’s cost reporting period made after November 1982 
to be recognized for such purposes only if the Secretary 
finds good cause therefor, see section 604(a)(1) of Pub. 
L. 98–21, set out as a note under section 1395ww of this 
title. 

Amendment by Pub. L. 97–448 effective as if originally 
included as a part of this section as this section was 
added by the Tax Equity and Fiscal Responsibility Act 
of 1982, Pub. L. 97–248, see section 309(c)(2) of Pub. L. 
97–448, set out as a note under section 426–1 of this title. 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 
RATES 

References in laws to the rates of pay for GS–16, 17, 
or 18, or to maximum rates of pay under the General 
Schedule, to be considered references to rates payable 
under specified sections of Title 5, Government Organi-
zation and Employees, see section 529 [title I, § 101(c)(1)] 
of Pub. L. 101–509, set out in a note under section 5376 
of Title 5. 

EXTENSIONS OF PEER REVIEW CONTRACT PERIOD; ONE- 
TIME EXTENSIONS TO PERMIT STAGGERING OF EXPI-
RATION DATES 

Section 4091(a)(1) of Pub. L. 100–203, as amended by 
Pub. L. 100–360, title IV, § 411(j)(1), July 1, 1988, 102 Stat. 
790, provided that: 

‘‘(A) IN GENERAL.—In order to permit the Secretary of 
Health and Human Services an adequate time to com-
plete contract renewal negotiations with utilization 
and quality control peer review organizations under 
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part B of title XI of the Social Security Act [this part] 
and to provide for a staggered period of contract expi-
ration dates, notwithstanding section 1153(c) of such 
Act [subsec. (c) of this section], the Secretary may pro-
vide for extensions of existing contracts, but the total 
of such extensions may not exceed 24 months for any 
contract. 

‘‘(B) EFFECTIVE DATE.—The amendment made by sub-
paragraph (A) shall apply to contracts expiring on or 
after the date of the enactment of this Act [Dec. 22, 
1987].’’ 

§ 1320c–3. Functions of peer review organizations 

(a) Review of professional activities; determina-
tion of payment; determination of review au-
thority; consultation with professional health 
care practitioners; standards of health care; 
other duties 

Any utilization and quality control peer re-
view organization entering into a contract with 
the Secretary under this part must perform the 
following functions: 

(1) The organization shall review some or all 
of the professional activities in the area, sub-
ject to the terms of the contract and subject 
to the requirements of subsection (d) of this 
section, of physicians and other health care 
practitioners and institutional and noninstitu-
tional providers of health care services in the 
provision of health care services and items for 
which payment may be made (in whole or in 
part) under subchapter XVIII of this chapter 
(including where payment is made for such 
services to eligible organizations pursuant to 
contracts under section 1395mm of this title, 
to Medicare Advantage organizations pursuant 
to contracts under part C,1 and to prescription 
drug sponsors pursuant to contracts under 
part D 1 ) for the purpose of determining 
whether— 

(A) such services and items are or were 
reasonable and medically necessary and 
whether such services and items are not al-
lowable under subsection (a)(1) or (a)(9) of 
section 1395y of this title; 

(B) the quality of such services meets pro-
fessionally recognized standards of health 
care; and 

(C) in case such services and items are pro-
posed to be provided in a hospital or other 
health care facility on an inpatient basis, 
such services and items could, consistent 
with the provision of appropriate medical 
care, be effectively provided more economi-
cally on an outpatient basis or in an inpa-
tient health care facility of a different type. 

If the organization performs such reviews with 
respect to a type of health care practitioner 
other than medical doctors, the organization 
shall establish procedures for the involvement 
of health care practitioners of that type in 
such reviews. 

(2) The organization shall determine, on the 
basis of the review carried out under subpara-
graphs (A), (B), and (C) of paragraph (1), 
whether payment shall be made for services 
under subchapter XVIII of this chapter. Such 
determination shall constitute the conclusive 
determination on those issues for purposes of 

payment under subchapter XVIII of this chap-
ter, except that payment may be made if— 

(A) such payment is allowed by reason of 
section 1395pp of this title; 

(B) in the case of inpatient hospital serv-
ices or extended care services, the peer re-
view organization determines that addi-
tional time is required in order to arrange 
for postdischarge care, but payment may be 
continued under this subparagraph for not 
more than two days, but only in the case 
where the provider of such services did not 
know and could not reasonably have been ex-
pected to know (as determined under section 
1395pp of this title) that payment would not 
otherwise be made for such services under 
subchapter XVIII of this chapter prior to no-
tification by the organization under para-
graph (3); 

(C) such determination is changed as the 
result of any hearing or review of the deter-
mination under section 1320c–4 of this title; 
or 

(D) such payment is authorized under sec-
tion 1395x(v)(1)(G) of this title. 

The organization shall identify cases for which 
payment should not be made by reason of 
paragraph (1)(B) only through the use of cri-
teria developed pursuant to guidelines estab-
lished by the Secretary. 

(3)(A) Subject to subparagraphs (B) and (D), 
whenever the organization makes a deter-
mination that any health care services or 
items furnished or to be furnished to a patient 
by any practitioner or provider are dis-
approved, the organization shall promptly no-
tify such patient and the agency or organiza-
tion responsible for the payment of claims 
under subchapter XVIII of this chapter of such 
determination. 

(B) The notification under subparagraph (A) 
with respect to services or items disapproved 
by reason of subparagraph (A) or (C) of para-
graph (1) shall not occur until 20 days after the 
date that the organization has— 

(i) made a preliminary notification to such 
practitioner or provider of such proposed de-
termination, and 

(ii) provided such practitioner or provider 
an opportunity for discussion and review of 
the proposed determination. 

(C) The discussion and review conducted 
under subparagraph (B)(ii) shall not affect the 
rights of a practitioner or provider to a formal 
reconsideration of a determination under this 
part (as provided under section 1320c–4 of this 
title). 

(D) The notification under subparagraph (A) 
with respect to services or items disapproved 
by reason of paragraph (1)(B) shall not occur 
until after— 

(i) the organization has notified the practi-
tioner or provider involved of the determina-
tion and of the practitioner’s or provider’s 
right to a formal reconsideration of the de-
termination under section 1320c–4 of this 
title, and 

(ii) if the provider or practitioner requests 
such a reconsideration, the organization has 
made such a reconsideration. 
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If a provider or practitioner is provided a re-
consideration, such reconsideration shall be in 
lieu of any subsequent reconsideration to 
which the provider or practitioner may be 
otherwise entitled under section 1320c–4 of this 
title, but shall not affect the right of a bene-
ficiary from seeking reconsideration under 
such section of the organization’s determina-
tion (after any reconsideration requested by 
the provider or physician under clause (ii)). 

(E)(i) In the case of services and items pro-
vided by a physician that were disapproved by 
reason of paragraph (1)(B), the notice to the 
patient shall state the following: ‘‘In the judg-
ment of the peer review organization, the med-
ical care received was not acceptable under 
the medicare program. The reasons for the de-
nial have been discussed with your physician.’’ 

(ii) In the case of services or items provided 
by an entity or practitioner other than a phy-
sician, the Secretary may substitute the en-
tity or practitioner which provided the serv-
ices or items for the term ‘‘physician’’ in the 
notice described in clause (i). 

(4)(A) The organization shall, after consulta-
tion with the Secretary, determine the types 
and kinds of cases (whether by type of health 
care or diagnosis involved, or whether in 
terms of other relevant criteria relating to the 
provision of health care services) with respect 
to which such organization will, in order to 
most effectively carry out the purposes of this 
part, exercise review authority under the con-
tract. The organization shall notify the Sec-
retary periodically with respect to such deter-
minations. Each peer review organization 
shall provide that a reasonable proportion of 
its activities are involved with reviewing, 
under paragraph (1)(B), the quality of services 
and that a reasonable allocation of such ac-
tivities is made among the different cases and 
settings (including post-acute-care settings, 
ambulatory settings, and health maintenance 
organizations). In establishing such alloca-
tion, the organization shall consider (i) wheth-
er there is reason to believe that there is a 
particular need for reviews of particular cases 
or settings because of previous problems re-
garding quality of care, (ii) the cost of such re-
views and the likely yield of such reviews in 
terms of number and seriousness of quality of 
care problems likely to be discovered as a re-
sult of such reviews, and (iii) the availability 
and adequacy of alternative quality review 
and assurance mechanisms. 

(B) The contract of each organization shall 
provide for the review of services (including 
both inpatient and outpatient services) pro-
vided by eligible organizations pursuant to a 
risk-sharing contract under section 1395mm of 
this title (or that is subject to review under 
section 1395ss(t)(3) of this title) for the purpose 
of determining whether the quality of such 
services meets professionally recognized 
standards of health care, including whether 
appropriate health care services have not been 
provided or have been provided in inappropri-
ate settings and whether individuals enrolled 
with an eligible organization have adequate 
access to health care services provided by or 
through such organization (as determined, in 

part, by a survey of individuals enrolled with 
the organization who have not yet used the or-
ganization to receive such services). The con-
tract of each organization shall also provide 
that with respect to health care provided by a 
health maintenance organization or competi-
tive medical plan under section 1395mm of this 
title, the organization shall maintain a bene-
ficiary outreach program designed to apprise 
individuals receiving care under such section 
of the role of the peer review system, of the 
rights of the individual under such system, 
and of the method and purposes for contacting 
the organization. The previous two sentences 
shall not apply with respect to a contract year 
if another entity has been awarded a contract 
under subparagraph (C). Under the contract 
the level of effort expended by the organiza-
tion on reviews under this subparagraph shall 
be equivalent, on a per enrollee basis, to the 
level of effort expended by the organization on 
utilization and quality reviews performed with 
respect to individuals not enrolled with an eli-
gible organization. 

(C) The Secretary may provide, by contract 
under competitive procurement procedures on 
a State-by-State basis in up to 25 States, for 
the review described in subparagraph (B) by an 
appropriate entity (which may be a peer re-
view organization described in that subpara-
graph). In selecting among States in which to 
conduct such competitive procurement proce-
dures, the Secretary may not select States 
which, as a group, have more than 50 percent 
of the total number of individuals enrolled 
with eligible organizations under section 
1395mm of this title. Under a contract with an 
entity under this subparagraph— 

(i) the entity must be, or must meet all 
the requirements under section 1320c–1 of 
this title to be, a utilization and quality 
control peer review organization (other than 
the ability to perform review functions 
under this section that are not described in 
subparagraph (B)), 

(ii) the contract must meet the require-
ment of section 1320c–2(b)(3) of this title, and 

(iii) the level of effort expended under the 
contract shall be, to the extent practicable, 
not less than the level of effort that would 
otherwise be required under the third sen-
tence of subparagraph (B) if this subpara-
graph did not apply. 

(5) The organization shall consult with 
nurses and other professional health care prac-
titioners (other than physicians described in 
section 1395x(r)(1) of this title) and with rep-
resentatives of institutional and noninstitu-
tional providers of health care services, with 
respect to the organization’s responsibility for 
the review under paragraph (1) of the profes-
sional activities of such practitioners and pro-
viders. 

(6)(A) The organization shall, consistent 
with the provisions of its contract under this 
part, apply professionally developed norms of 
care, diagnosis, and treatment based upon typ-
ical patterns of practice within the geographic 
area served by the organization as principal 
points of evaluation and review, taking into 
consideration national norms where appro-
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priate. Such norms with respect to treatment 
for particular illnesses or health conditions 
shall include— 

(i) the types and extent of the health care 
services which, taking into account differ-
ing, but acceptable, modes of treatment and 
methods of organizing and delivering care, 
are considered within the range of appro-
priate diagnosis and treatment of such ill-
ness or health condition, consistent with 
professionally recognized and accepted pat-
terns of care; and 

(ii) the type of health care facility which 
is considered, consistent with such stand-
ards, to be the type in which health care 
services which are medically appropriate for 
such illness or condition can most economi-
cally be provided. 

As a component of the norms described in 
clause (i) or (ii), the organization shall take 
into account the special problems associated 
with delivering care in remote rural areas, the 
availability of service alternatives to inpa-
tient hospitalization, and other appropriate 
factors (such as the distance from a patient’s 
residence to the site of care, family support, 
availability of proximate alternative sites of 
care, and the patient’s ability to carry out 
necessary or prescribed self-care regimens) 
that could adversely affect the safety or effec-
tiveness of treatment provided on an out-
patient basis. 

(B) The organization shall— 
(i) offer to provide, several times each 

year, for a physician representing the orga-
nization to meet (at a hospital or at a re-
gional meeting) with medical and adminis-
trative staff of each hospital (the services of 
which are reviewed by the organization) re-
specting the organization’s review of the 
hospital’s services for which payment may 
be made under subchapter XVIII of this 
chapter, and 

(ii) publish (not less often than annually) 
and distribute to providers and practitioners 
whose services are subject to review a report 
that describes the organization’s findings 
with respect to the types of cases in which 
the organization has frequently determined 
that (I) inappropriate or unnecessary care 
has been provided, (II) services were ren-
dered in an inappropriate setting, or (III) 
services did not meet professionally recog-
nized standards of health care. 

(7) The organization, to the extent necessary 
and appropriate to the performance of the con-
tract, shall— 

(A)(i) make arrangements to utilize the 
services of persons who are practitioners of, 
or specialists in, the various areas of medi-
cine (including dentistry, optometry, and 
podiatry), or other types of health care, 
which persons shall, to the maximum extent 
practicable, be individuals engaged in the 
practice of their profession within the area 
served by such organization; and 

(ii) in the case of psychiatric and physical 
rehabilitation services, make arrangements 
to ensure that (to the extent possible) initial 
review of such services be made by a physi-

cian who is trained in psychiatry or physical 
rehabilitation (as appropriate).2 

(B) undertake such professional inquiries 
either before or after, or both before and 
after, the provision of services with respect 
to which such organization has a responsibil-
ity for review which in the judgment of such 
organization will facilitate its activities; 

(C) examine the pertinent records of any 
practitioner or provider of health care serv-
ices providing services with respect to which 
such organization has a responsibility for re-
view under paragraph (1); and 

(D) inspect the facilities in which care is 
rendered or services are provided (which are 
located in such area) of any practitioner or 
provider of health care services providing 
services with respect to which such organi-
zation has a responsibility for review under 
paragraph (1). 

(8) The organization shall perform such du-
ties and functions and assume such respon-
sibilities and comply with such other require-
ments as may be required by this part or 
under regulations of the Secretary promul-
gated to carry out the provisions of this part 
or as may be required to carry out section 
1395y(a)(15) of this title. 

(9)(A) The organization shall collect such in-
formation relevant to its functions, and keep 
and maintain such records, in such form as the 
Secretary may require to carry out the pur-
poses of this part, and shall permit access to 
and use of any such information and records as 
the Secretary may require for such purposes, 
subject to the provisions of section 1320c–9 of 
this title. 

(B) If the organization finds, after reason-
able notice to and opportunity for discussion 
with the physician or practitioner concerned, 
that the physician or practitioner has fur-
nished services in violation of section 
1320c–5(a) of this title and the organization de-
termines that the physician or practitioner 
should enter into a corrective action plan 
under section 1320c–5(b)(1) of this title, the or-
ganization shall notify the State board or 
boards responsible for the licensing or dis-
ciplining of the physician or practitioner of its 
finding and of any action taken as a result of 
the finding. 

(10) The organization shall coordinate activi-
ties, including information exchanges, which 
are consistent with economical and efficient 
operation of programs among appropriate pub-
lic and private agencies or organizations in-
cluding— 

(A) agencies under contract pursuant to 
sections 1395h and 1395u of this title; 

(B) other peer review organizations having 
contracts under this part; and 

(C) other public or private review organi-
zations as may be appropriate. 

(11) The organization shall make available 
its facilities and resources for contracting 
with private and public entities paying for 
health care in its area for review, as feasible 
and appropriate, of services reimbursed by 
such entities. 
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(12) Repealed. Pub. L. 103–432, title I, 
§ 156(a)(2)(A)(i), Oct. 31, 1994, 108 Stat. 4440. 

(13) Notwithstanding paragraph (4), the orga-
nization shall perform the review described in 
paragraph (1) with respect to early readmis-
sion cases to determine if the previous inpa-
tient hospital services and the post-hospital 
services met professionally recognized stand-
ards of health care. Such reviews may be per-
formed on a sample basis if the organization 
and the Secretary determine it to be appro-
priate. In this paragraph, an ‘‘early readmis-
sion case’’ is a case in which an individual, 
after discharge from a hospital, is readmitted 
to a hospital less than 31 days after the date 
of the most recent previous discharge. 

(14) The organization shall conduct an ap-
propriate review of all written complaints 
about the quality of services (for which pay-
ment may otherwise be made under sub-
chapter XVIII of this chapter) not meeting 
professionally recognized standards of health 
care, if the complaint is filed with the organi-
zation by an individual entitled to benefits for 
such services under such subchapter (or a per-
son acting on the individual’s behalf). The or-
ganization shall inform the individual (or rep-
resentative) of the organization’s final disposi-
tion of the complaint. Before the organization 
concludes that the quality of services does not 
meet professionally recognized standards of 
health care, the organization must provide the 
practitioner or person concerned with reason-
able notice and opportunity for discussion. 

(15) During each year of the contract entered 
into under section 1320c–2(b) of this title, the 
organization shall perform significant on-site 
review activities, including on-site review in 
at least 20 percent of the rural hospitals in the 
organization’s area. 

(16) The organization shall provide for a re-
view and report to the Secretary when re-
quested by the Secretary under section 
1395dd(d)(3) of this title. The organization 
shall provide reasonable notice of the review 
to the physician and hospital involved. Within 
the time period permitted by the Secretary, 
the organization shall provide a reasonable op-
portunity for discussion with the physician 
and hospital involved, and an opportunity for 
the physician and hospital to submit addi-
tional information, before issuing its report to 
the Secretary under such section. 

(17) The organization shall execute its re-
sponsibilities under subparagraphs (A) and (B) 
of paragraph (1) by offering to providers, prac-
titioners, Medicare Advantage organizations 
offering Medicare Advantage plans under part 
C,3 and prescription drug sponsors offering 
prescription drug plans under part D 3 quality 
improvement assistance pertaining to pre-
scription drug therapy. For purposes of this 
part and subchapter XVIII of this chapter, the 
functions described in this paragraph shall be 
treated as a review function. 

(b) Review by physicians; physician’s family de-
fined 

(1) No physician shall be permitted to review— 

(A) health care services provided to a pa-
tient if he was directly responsible for provid-
ing such services; or 

(B) health care services provided in or by an 
institution, organization, or agency, if he or 
any member of his family has, directly or indi-
rectly, a significant financial interest in such 
institution, organization, or agency. 

(2) For purposes of this subsection, a physi-
cian’s family includes only his spouse (other 
than a spouse who is legally separated from him 
under a decree of divorce or separate mainte-
nance), children (including legally adopted chil-
dren), grandchildren, parents, and grandparents. 

(c) Utilization of services of physicians to make 
final determinations of denial decisions with 
respect to professional conduct of other phy-
sicians 

No utilization and quality control peer review 
organization shall utilize the services of any in-
dividual who is not a duly licensed doctor of 
medicine, osteopathy, dentistry, optometry, or 
podiatry to make final determinations of denial 
decisions in accordance with its duties and func-
tions under this part with respect to the profes-
sional conduct of any other duly licensed doctor 
of medicine, osteopathy, dentistry, optometry, 
or podiatry, or any act performed by any duly li-
censed doctor of medicine, osteopathy, den-
tistry, optometry, or podiatry in the exercise of 
his profession. 

(d) Review of ambulatory surgical procedures 

Each contract under this part shall require 
that the utilization and quality control peer re-
view organization’s review responsibility pursu-
ant to subsection (a)(1) of this section will in-
clude review of all ambulatory surgical proce-
dures specified pursuant to section 1395l(i)(1)(A) 
of this title which are performed in the area, or, 
at the discretion of the Secretary a sample of 
such procedures. 

(e) Review of hospital denial notices 

(1) If— 
(A) a hospital has determined that a patient 

no longer requires inpatient hospital care, and 
(B) the attending physician has agreed with 

the hospital’s determination, 

the hospital may provide the patient (or the pa-
tient’s representative) with a notice (meeting 
conditions prescribed by the Secretary under 
section 1395pp of this title) of the determination. 

(2) to (4) Repealed. Pub. L. 106–554, § 1(a)(6) 
[title V, § 521(c)], Dec. 21, 2000, 114 Stat. 2763, 
2763A–543. 

(f) Identification of methods for identifying cases 
of substandard care 

The Secretary, in consultation with appro-
priate experts, shall identify methods that 
would be available to assist peer review organi-
zations (under subsection (a)(4) of this section) 
in identifying those cases which are more likely 
than others to be associated with a quality of 
services which does not meet professionally rec-
ognized standards of health care. 

(Aug. 14, 1935, ch. 531, title XI, § 1154, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
385; amended Pub. L. 97–448, title III, § 309(b)(3), 
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(4), Jan. 12, 1983, 96 Stat. 2408, 2409; Pub. L. 
99–272, title IX, §§ 9307(b), 9401(a), 9403(a), 9405(a), 
Apr. 7, 1986, 100 Stat. 193, 196, 200, 201; Pub. L. 
99–509, title IX, §§ 9343(d), 9351(a), 9352(b), 
9353(a)(1)–(3), (c)(1), Oct. 21, 1986, 100 Stat. 2040, 
2043, 2044–2047; Pub. L. 100–203, title IV, 
§§ 4039(h)(3), (4), 4093(a), 4094(a)–(c)(1)(A), (2)(A), 
(B), 4096(c), Dec. 22, 1987, 101 Stat. 1330–135 to 
1330–137, 1330–139, as amended Pub. L. 100–360, 
title IV, § 411(e)(3), (j)(3)(A), July 1, 1988, 102 Stat. 
775, 791; Pub. L. 100–360, title II, § 203(d)(2), title 
IV, § 411(j)(2), (3)(B), (4)(C), July 1, 1988, 102 Stat. 
724, 775, 791; Pub. L. 100–485, title VI, 
§ 608(d)(25)(B), Oct. 13, 1988, 102 Stat. 2421; Pub. L. 
101–234, title II, § 201(a), Dec. 13, 1989, 103 Stat. 
1981; Pub. L. 101–239, title VI, § 6224(a)(1), (b)(1), 
Dec. 19, 1989, 103 Stat. 2257; Pub. L. 101–508, title 
IV, §§ 4205(b)(1), (d)(1)(A), (g)(1)(A), (2)(A), 
4207(a)(1)(B), formerly 4027(a)(1)(B), 4358(b)(3), 
Nov. 5, 1990, 104 Stat. 1388–113 to 1388–115, 
1388–117, 1388–137; Pub. L. 103–432, title I, 
§§ 156(a)(2)(A), (b)(2)(A), 160(d)(4), 171(h)(2), Oct. 
31, 1994, 108 Stat. 4440, 4441, 4444, 4450; Pub. L. 
106–554, § 1(a)(6) [title V, § 521(c)], Dec. 21, 2000, 114 
Stat. 2763, 2763A–543; Pub. L. 108–173, title I, 
§ 109(a), (b), title IX, § 948(d), Dec. 8, 2003, 117 
Stat. 2173, 2426.) 

REFERENCES IN TEXT 

Parts C and D, referred to in subsec. (a)(1), (17), prob-
ably means parts C and D of title XVIII of act Aug. 14, 
1935, ch. 531, which are classified to parts C (§ 1395w–21 
et seq.) and D (§ 1395w–101 et seq.), respectively, of sub-
chapter XVIII of this chapter. 

PRIOR PROVISIONS 

A prior section 1320c–3, act Aug. 14, 1935, ch. 531, title 
XI, § 1154, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1432; amended Oct. 25, 1977, Pub. L. 
95–142, § 5(b), (d)(2)(C), 91 Stat. 1184, 1186; Dec. 5, 1980, 
Pub. L. 96–499, title IX, § 924(a), 94 Stat. 2628; Aug. 13, 
1981, Pub. L. 97–35, title XXI, §§ 2112(a)(1), (2)(B), (b), 
2113(c), 2121(e), 95 Stat. 793, 794, 796, related to trial pe-
riod for Professional Standards Review Organizations, 
prior to the general revision of this part by Pub. L. 
97–248. 

AMENDMENTS 

2003—Subsec. (a)(1). Pub. L. 108–173, § 109(a), inserted 
‘‘, to Medicare Advantage organizations pursuant to 
contracts under part C, and to prescription drug spon-
sors pursuant to contracts under part D’’ after ‘‘under 
section 1395mm of this title’’. 

Subsec. (a)(17). Pub. L. 108–173, § 109(b), added par. (17). 
Subsec. (e)(5). Pub. L. 108–173, § 948(d), struck out par. 

(5) which read as follows: ‘‘In any review conducted 
under paragraph (2) or (3), the organization shall solicit 
the views of the patient involved (or the patient’s rep-
resentative).’’ 

2000—Subsec. (e)(2) to (4). Pub. L. 106–554 struck out 
pars. (2) to (4), which had: in par. (2), authorized peer 
review organization review of validity of hospital’s de-
termination that a patient no longer required inpatient 
hospital care but attending physician had not agreed 
with the hospital’s determination; in par. (3), author-
ized review of the determination where patient or pa-
tient’s representative had received a notice under par. 
(1) and requested the review; and in par. (4), directed 
that hospital could not charge patient for inpatient 
services furnished before noon of the day after the date 
the patient or representative received notice of the de-
cision where request for review had been made not later 
than noon of the first working day after notice under 
par. (1) had been received and section 1395pp(a)(2) condi-
tions had been met. 

1994—Subsec. (a)(4)(B). Pub. L. 103–432, § 171(h)(2), sub-
stituted ‘‘(or that is subject to review under section 

1395ss(t)(3) of this title)’’ for ‘‘(or subject to review 
under section 1395ss(t) of this title)’’. 

Subsec. (a)(9)(B). Pub. L. 103–432, § 156(b)(2)(B), amend-
ed subpar. (B) generally. Prior to amendment, subpar. 
(B) read as follows: ‘‘If the organization finds, after no-
tice and hearing, that a physician has furnished serv-
ices in violation of this subsection, the organization 
shall notify the State board or boards responsible for 
the licensing or disciplining of the physician of its find-
ing and decision.’’ 

Subsec. (a)(12). Pub. L. 103–432, § 156(a)(2)(A)(i), struck 
out par. (12) which read as follows: ‘‘The organization 
shall perform the review, referral, and other functions 
required under section 1320c–13 of this title.’’ 

Subsec. (d). Pub. L. 103–432, § 156(a)(2)(A)(ii), struck 
out ‘‘(and except as provided in section 1320c–13 of this 
title)’’ after ‘‘discretion of the Secretary’’. 

1990—Subsec. (a)(2). Pub. L. 101–508, § 4205(g)(2)(A), in-
serted third sentence and struck out former third sen-
tence which read as follows: ‘‘Determinations that pay-
ment should not be made by reason of subparagraph (B) 
of paragraph (1) shall be made only on the basis of cri-
teria which are consistent with guidelines established 
by the Secretary.’’ 

Subsec. (a)(3)(E). Pub. L. 101–508, § 4205(g)(1)(A), des-
ignated existing provisions as cl. (i), inserted ‘‘provided 
by a physician that were’’ after ‘‘items’’, substituted 
‘‘physician.’’ for ‘‘physician and hospital.’’, and added 
cl. (ii). 

Subsec. (a)(4)(B). Pub. L. 101–508, § 4358(b)(3), inserted 
‘‘(or subject to review under section 1395ss(t) of this 
title)’’ after ‘‘section 1395mm of this title’’ in first sen-
tence. 

Subsec. (a)(7)(A)(i). Pub. L. 101–508, § 4205(b)(1)(A), in-
serted ‘‘, optometry, and podiatry’’ after ‘‘dentistry’’. 

Subsec. (a)(9). Pub. L. 101–508, § 4205(d)(1)(A), des-
ignated existing provisions as subpar. (A) and added 
subpar. (B). 

Subsec. (a)(16). Pub. L. 101–508, § 4207(a)(1)(B), for-
merly § 4027(a)(1)(B), as renumbered by Pub. L. 103–432, 
§ 160(d)(4), added par. (16). 

Subsec. (c). Pub. L. 101–508, § 4205(b)(1)(B), substituted 
‘‘dentistry, optometry, or podiatry’’ for ‘‘or dentistry’’ 
in three places. 

1989—Subsec. (a)(1). Pub. L. 101–239, § 6224(a)(1), in-
serted at end ‘‘If the organization performs such re-
views with respect to a type of health care practitioner 
other than medical doctors, the organization shall es-
tablish procedures for the involvement of health care 
practitioners of that type in such reviews.’’ 

Subsec. (a)(3)(A). Pub. L. 101–239, § 6224(b)(1)(A), sub-
stituted ‘‘subparagraphs (B) and (D)’’ for ‘‘subpara-
graph (B)’’. 

Subsec. (a)(3)(B). Pub. L. 101–239, § 6224(b)(1)(B), in-
serted ‘‘with respect to services or items disapproved 
by reason of subparagraph (A) or (C) of paragraph (1)’’ 
after ‘‘under subparagraph (A)’’. 

Subsec. (a)(3)(D), (E). Pub. L. 101–239, § 6224(b)(1)(C), 
added subpars. (D) and (E). 

Subsec. (a)(16). Pub. L. 101–234, repealed Pub. L. 
100–360, § 203(d)(2), and provided that the provisions of 
law amended or repealed by such section are restored 
or revived as if such section had not been enacted, see 
1988 Amendment note below. 

1988—Subsec. (a)(3)(C). Pub. L. 100–360, § 411(j)(2), des-
ignated last sentence of par. (3) as subpar. (C). 

Subsec. (a)(4). Pub. L. 100–360, § 411(e)(3), added Pub. 
L. 100–203, § 4039(h)(3), see 1987 Amendment note below. 

Subsec. (a)(6). Pub. L. 100–360, § 411(j)(3)(A), made 
technical amendment to directory language of Pub. L. 
100–203, § 4094(a), see 1987 Amendment note below. 

Subsec. (a)(15). Pub. L. 100–360, § 411(j)(3)(B), sub-
stituted ‘‘review in at least’’ for ‘‘review at at least’’. 

Subsec. (a)(16). Pub. L. 100–360, § 203(d)(2), added par. 
(16) which related to review of home intravenous drug 
therapy services. 

Subsec. (d). Pub. L. 100–360, § 411(e)(3), added Pub. L. 
100–203, § 4039(h)(4), see 1987 Amendment note below. 

Subsec. (e)(3)(A)(i). Pub. L. 100–360, § 411(j)(4)(C), as 
amended by Pub. L. 100–485, § 608(d)(25)(B), substituted 
‘‘paragraph (1)’’ for ‘‘paragraph (1) or (2)’’. 
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Subsec. (e)(3)(B). Pub. L. 100–360, § 411(j)(4)(C), as 
amended by Pub. L. 100–485, § 608(d)(25)(B), substituted 
‘‘paragraph (1)’’ for ‘‘paragraph (1) or (2)’’ in introduc-
tory provisions. 

1987—Subsec. (a)(3). Pub. L. 100–203, § 4093(a), amended 
par. (3) generally. Prior to amendment, par. (3) read as 
follows: ‘‘Whenever the organization makes a deter-
mination that any health care services or items fur-
nished or to be furnished to a patient by any practi-
tioner or provider are disapproved, the organization 
shall promptly notify such practitioner or provider, 
such patient, and the agency or organization respon-
sible for the payment of claims under subchapter XVIII 
of this chapter. In the case of practitioners and provid-
ers of services, the organization shall provide an oppor-
tunity for discussion and review of the determination.’’ 

Subsec. (a)(4). Pub. L. 100–203, § 4039(h)(3), as added by 
Pub. L. 100–360, § 411(e)(3), realigned margins for sub-
pars. (B) and (C) and cls. (i) to (iii) of subpar. (C), in 
subpar. (B), substituted ‘‘risk sharing contract under 
section 1395mm’’ for ‘‘contract under section 1395mm’’, 
and in subpar. (C), inserted ‘‘(other than the ability to 
perform review functions under this section that are 
not described in subparagraph (B))’’. 

Subsec. (a)(4)(B). Pub. L. 100–203, § 4094(c)(2)(A), in-
serted before period at end of first sentence ‘‘and 
whether individuals enrolled with an eligible organiza-
tion have adequate access to health care services pro-
vided by or through such organization (as determined, 
in part, by a survey of individuals enrolled with the or-
ganization who have not yet used the organization to 
receive such services). The contract of each organiza-
tion shall also provide that with respect to health care 
provided by a health maintenance organization or com-
petitive medical plan under section 1395mm of this 
title, the organization shall maintain a beneficiary 
outreach program designed to apprise individuals re-
ceiving care under such section of the role of the peer 
review system, of the rights of the individual under 
such system, and of the method and purposes for con-
tacting the organization’’ and substituted ‘‘previous 
two sentences’’ for ‘‘previous sentence’’ in penultimate 
sentence. 

Subsec. (a)(6). Pub. L. 100–203, § 4094(c)(1)(A), des-
ignated existing provisions as subpar. (A), redesignated 
former subpars. (A) and (B) as cls. (i) and (ii), respec-
tively, and added subpar. (B). 

Pub. L. 100–203, § 4094(a), as amended by Pub. L. 
100–360, § 411(j)(3)(A), inserted after and below subpar. 
(A) the following: ‘‘As a component of the norms de-
scribed in clause (i) or (ii), the organization shall take 
into account the special problems associated with de-
livering care in remote rural areas, the availability of 
service alternatives to inpatient hospitalization, and 
other appropriate factors (such as the distance from a 
patient’s residence to the site of care, family support, 
availability of proximate alternative sites of care, and 
the patient’s ability to carry out necessary or pre-
scribed self-care regimens) that could adversely affect 
the safety or effectiveness of treatment provided on an 
outpatient basis.’’ 

Subsec. (a)(7)(A). Pub. L. 100–203, § 4094(c)(2)(B), des-
ignated existing provisions as cl. (i) and added cl. (ii). 

Subsec. (a)(15). Pub. L. 100–203, § 4094(b), added par. 
(15). 

Subsec. (d). Pub. L. 100–203, § 4039(h)(4), as added by 
Pub. L. 100–360, § 411(e)(3), substituted ‘‘1320c–13 of this 
title’’ for ‘‘1320c–13(b)(4) of this title’’. 

Subsec. (e)(2). Pub. L. 100–203, § 4096(c)(1), inserted 
provision at end requiring hospital to notify patient if 
it has requested a review. 

Subsec. (e)(3)(A)(i), (B). Pub. L. 100–203, § 4096(c)(2), in-
serted ‘‘or (2)’’ after ‘‘paragraph (1)’’. 

1986—Subsec. (a)(1). Pub. L. 99–509, § 9343(d)(1), in-
serted ‘‘and subject to the requirements of subsection 
(d) of this section’’ after ‘‘subject to the terms of the 
contract’’ in introductory provisions. 

Pub. L. 99–272, § 9405(a), inserted ‘‘(including where 
payment is made for such services to eligible organiza-
tions pursuant to contracts under section 1395mm of 

this title)’’ after ‘‘subchapter XVIII of this chapter’’ in 
introductory provisions. 

Subsec. (a)(2). Pub. L. 99–272, § 9403(a), in introductory 
provisions substituted ‘‘subparagraphs (A), (B), and 
(C)’’ for ‘‘subparagraphs (A) and (C)’’, and following 
subpar. (D) inserted provision that determinations that 
payment should not be made by reason of subpar. (B) of 
par. (1) shall be made only on the basis of criteria 
which are consistent with guidelines established by the 
Secretary. 

Subsec. (a)(4)(A). Pub. L. 99–509, § 9353(a)(1), inserted 
at end ‘‘Each peer review organization shall provide 
that a reasonable proportion of its activities are in-
volved with reviewing, under paragraph (1)(B), the qual-
ity of services and that a reasonable allocation of such 
activities is made among the different cases and set-
tings (including post-acute-care settings, ambulatory 
settings, and health maintenance organizations). In es-
tablishing such allocation, the organization shall con-
sider (i) whether there is reason to believe that there is 
a particular need for reviews of particular cases or set-
tings because of previous problems regarding quality of 
care, (ii) the cost of such reviews and the likely yield 
of such reviews in terms of number and seriousness of 
quality of care problems likely to be discovered as a re-
sult of such reviews, and (iii) the availability and ade-
quacy of alternative quality review and assurance 
mechanisms.’’ 

Pub. L. 99–509, § 9353(a)(2)(A), inserted ‘‘(A)’’ after 
‘‘(4)’’. 

Subsec. (a)(4)(B). Pub. L. 99–509, § 9353(a)(2)(C), in-
serted at end ‘‘Under the contract the level of effort ex-
pended by the organization on reviews under this sub-
paragraph shall be equivalent, on a per enrollee basis, 
to the level of effort expended by the organization on 
utilization and quality reviews performed with respect 
to individuals not enrolled with an eligible organiza-
tion.’’ 

Pub. L. 99–509, § 9353(a)(2)(B), added subpar. (B). 
Subsec. (a)(4)(C). Pub. L. 99–509, § 9353(a)(2)(D), added 

subpar. (C). 
Subsec. (a)(8). Pub. L. 99–272, § 9307(b), inserted ‘‘or as 

may be required to carry out section 1395y(a)(15) of this 
title’’ before the period at end. 

Subsec. (a)(12). Pub. L. 99–272, § 9401(a), added par. (12). 
Subsec. (a)(13). Pub. L. 99–509, § 9352(b), added par. (13). 
Subsec. (a)(14). Pub. L. 99–509, § 9353(c)(1), added par. 

(14). 
Subsec. (d). Pub. L. 99–509, § 9343(d)(2), added subsec. 

(d). 
Subsec. (e). Pub. L. 99–509, § 9351(a), added subsec. (e). 
Subsec. (f). Pub. L. 99–509, § 9353(a)(3), added subsec. 

(f). 
1983—Subsec. (a)(1)(A). Pub. L. 97–448, § 309(b)(3), sub-

stituted ‘‘and whether such services and items are not 
allowable under subsection (a)(1) or (a)(9) of section 
1395y of this title’’ for ‘‘or otherwise allowable under 
section 1395y(a)(1) of this title’’. 

Subsec. (a)(2)(B). Pub. L. 97–448, § 309(b)(4), struck out 
‘‘posthospital’’ before ‘‘extended care services’’. 

EFFECTIVE DATE OF 2003 AMENDMENT 

Pub. L. 108–173, title I, § 109(c), Dec. 8, 2003, 117 Stat. 
2173, provided that: ‘‘The amendments made by this 
section [amending this section] shall apply on and after 
January 1, 2004.’’ 

Pub. L. 108–173, title IX, § 948(d), Dec. 8, 2003, 117 Stat. 
2426, provided that the amendment made by section 
948(d) is effective as if included in the enactment of sec-
tion 521(c) of BIPA (the Medicare, Medicaid, and SCHIP 
Benefits Improvement and Protection Act of 2000, as 
enacted by section 1(a)(6) of Pub. L. 106–554). 

EFFECTIVE DATE OF 2000 AMENDMENT 

Pub. L. 106–554, § 1(a)(6) [title V, § 521(d)], Dec. 21, 2000, 
114 Stat. 2763, 2763A–543, provided that: ‘‘The amend-
ments made by this section [amending this section and 
sections 1395w–22 and 1395ff of this title] shall apply 
with respect to initial determinations made on or after 
October 1, 2002.’’ 
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EFFECTIVE DATE OF 1994 AMENDMENT 

Section 156(a)(3) of Pub. L. 103–432 provided that: 
‘‘The amendments made by this subsection [amending 
this section and sections 1395l, 1395m, 1395y, and 1395cc 
of this title and repealing section 1320c–13 of this title] 
shall apply to services provided on or after the date of 
the enactment of this Act [Oct. 31, 1994].’’ 

Amendment by section 171(h)(2) of Pub. L. 103–432 ef-
fective as if included in the enactment of Pub. L. 
101–508, see section 171(l) of Pub. L. 103–432, set out as 
a note under section 1395ss of this title. 

EFFECTIVE DATE OF 1990 AMENDMENT 

Section 4205(b)(2) of Pub. L. 101–508 provided that: 
‘‘The amendments made by paragraph (1) [amending 
this section] shall apply to contracts entered into or re-
newed on or after the date of the enactment of this Act 
[Nov. 5, 1990].’’ 

Section 4205(d)(1)(C) of Pub. L. 101–508 provided that: 
‘‘The amendments made by this paragraph [amending 
this section and section 1320c–9 of this title] shall apply 
to notices of proposed sanctions issued more than 60 
days after the date of the enactment of this Act [Nov. 
5, 1990].’’ 

Section 4205(g)(1)(B) of Pub. L. 101–508 provided that: 
‘‘The amendments made by subparagraph (A) [amend-
ing this section] shall take effect as if included in the 
enactment of the Omnibus Budget Reconiliation [sic] 
Act of 1989 [Pub. L. 101–239].’’ 

Section 4205(g)(2)(B) of Pub. L. 101–508 provided that: 
‘‘The amendment made by subparagraph (A) [amending 
this section] shall take effect as if included in the en-
actment of the Consolidated Omnibus Budget Rec-
onciliation Act of 1985 [Pub. L. 99–272].’’ 

Section 4207(a)(1)(C), formerly 4027(a)(1)(C), of Pub. L. 
101–508, as renumbered by Pub. L. 103–432, title I, 
§ 160(d)(4), Oct. 31, 1994, 108 Stat. 4444, provided that: 
‘‘The amendment made by subparagraph (A) [amending 
section 1395dd of this title] shall take effect on the first 
day of the first month beginning more than 60 days 
after the date of the enactment of this Act [Nov. 5, 
1990]. The amendment made by subparagraph (B) 
[amending this section] shall apply to contracts under 
part B of title XI of the Social Security Act [this part] 
as of the first day of the first month beginning more 
than 60 days after the date of the enactment of this 
Act.’’ 

Section 4358(c) of Pub. L. 101–508, as amended by Pub. 
L. 103–432, title I, § 172(a), Oct. 31, 1994, 108 Stat. 4452; 
Pub. L. 104–18, § 1, July 7, 1995, 109 Stat. 192, provided 
that: 

‘‘(1) The amendments made by this section [amending 
this section and section 1395ss of this title] shall only 
apply— 

‘‘(A) in 15 States (as determined by the Secretary of 
Health and Human Services) and such other States as 
elect such amendments to apply to them, and 

‘‘(B) subject to paragraph (2), during the 61⁄2-year 
period beginning with 1992. 

For purposes of this paragraph, the term ‘State’ has the 
meaning given such term by section 210(h) of the Social 
Security Act (42 U.S.C. 410(h)). 

‘‘(2)(A) The Secretary of Health and Human Services 
shall conduct a study that compares the health care 
costs, quality of care, and access to services under 
medicare select policies with that under other medi-
care supplemental policies. The study shall be based on 
surveys of appropriate age-adjusted sample popu-
lations. The study shall be completed by June 30, 1997. 

‘‘(B) Not later than December 31, 1997, the Secretary 
shall determine, based on the results of the study under 
subparagraph (A), if any of the following findings are 
true: 

‘‘(i) The amendments made by this section have not 
resulted in savings of premium costs to those en-
rolled in medicare select policies (in comparison to 
their enrollment in medicare supplemental policies 
that are not medicare select policies and that provide 
comparable coverage). 

‘‘(ii) There have been significant additional expend-
itures under the medicare program as a result of such 
amendments. 

‘‘(iii) Access to and quality of care has been signifi-
cantly diminished as a result of such amendments. 
‘‘(C) The amendments made by this section shall re-

main in effect beyond the 61⁄2-year period described in 
paragraph (1)(B) unless the Secretary determines that 
any of the findings described in clause (i), (ii), or (iii) 
of subparagraph (B) are true. 

‘‘(3) The Comptroller General shall conduct a study 
to determine the extent to which individuals who are 
continuously covered under a medicare supplemental 
policy are subject to medical underwriting if they 
change the policy under which they are covered, and to 
identify options, if necessary, for modifying the medi-
care supplemental insurance market to make sure that 
continuously insured beneficiaries are able to switch 
plans without medical underwriting. By not later than 
June 30, 1996, the Comptroller General shall submit to 
the Congress a report on the study. The report shall in-
clude a description of the potential impact on the cost 
and availability of medicare supplemental policies of 
each option identified in the study.’’ 

[Section 172(b) of Pub. L. 103–432 provided that: ‘‘The 
amendment made by subsection (a) [amending section 
4358(c) of Pub. L. 101–508, set out above] shall take ef-
fect as if included in the enactment of the Omnibus 
Budget Reconciliation Act of 1990 [Pub. L. 101–508].’’] 

EFFECTIVE DATE OF 1989 AMENDMENTS 

Section 6224(a)(2) of Pub. L. 101–239 provided that: 
‘‘The amendment made by paragraph (1) [amending this 
section] shall apply to contracts entered into after the 
date of the enactment of this Act [Dec. 19, 1989].’’ 

Section 6224(b)(3) of Pub. L. 101–239 provided that: 
‘‘The amendments made by this subsection [amending 
this section and section 1320c–4 of this title] shall apply 
to determinations by utilization and quality control 
peer review organizations with respect to which pre-
liminary notifications were made under section 
1154(a)(3)(B) of the Social Security Act [subsec. (a)(3)(B) 
of this section] more than 30 days after the date of the 
enactment of this Act [Dec. 19, 1989].’’ 

Amendment by Pub. L. 101–234 effective Jan. 1, 1990, 
see section 201(c) of Pub. L. 101–234, set out as a note 
under section 1320a–7a of this title. 

EFFECTIVE DATE OF 1988 AMENDMENTS 

Amendment by Pub. L. 100–485 effective as if included 
in the enactment of the Medicare Catastrophic Cov-
erage Act of 1988, Pub. L. 100–360, see section 608(g)(1) of 
Pub. L. 100–485, set out as a note under section 704 of 
this title. 

Section 203(g) of Pub. L. 100–360, which had provided 
that the amendments made by section 203 of Pub. L. 
100–360 (amending this section and sections 1395h, 1395k 
to 1395n, 1395w–2, 1395x, 1395z, and 1395aa of this title) 
were to apply to items and services furnished on or 
after January 1, 1990, was repealed by Pub. L. 101–234, 
title II, § 201(a), Dec. 13, 1989, 103 Stat. 1981. 

Except as specifically provided in section 411 of Pub. 
L. 100–360, amendment by section 411(e)(3), (j)(2), (3), 
(4)(C) of Pub. L. 100–360, as it relates to a provision in 
the Omnibus Budget Reconciliation Act of 1987, Pub. L. 
100–203, effective as if included in the enactment of that 
provision in Pub. L. 100–203, see section 411(a) of Pub. L. 
100–360, set out as a Reference to OBRA; Effective Date 
note under section 106 of Title 1, General Provisions. 

EFFECTIVE DATE OF 1987 AMENDMENT 

Section 4093(b) of Pub. L. 100–203 provided that: ‘‘The 
amendment made by subsection (a) [amending this sec-
tion] shall apply with respect to determinations made 
on or after April 1, 1988.’’ 

Section 4094(c)(1)(B) of Pub. L. 100–203 provided that: 
‘‘The amendments made by subparagraph (A) [amend-
ing this section] shall apply to contracts under part B 
of title XI of the Social Security Act [42 U.S.C. 1320c et 
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seq.] entered into or renewed more than 6 months after 
the date of the enactment of this Act [Dec. 22, 1987].’’ 

Section 4094(c)(2)(C) of Pub. L. 100–203 provided that: 
‘‘The amendments made by this paragraph [amending 
this section] shall apply with respect to contracts en-
tered into or renewed on or after the date of enactment 
of this Act [Dec. 22, 1987].’’ 

Section 4096(d) of Pub. L. 100–203 provided that: ‘‘The 
amendments made by this section [amending this sec-
tion and sections 1395u, 1395gg, and 1395pp of this title] 
shall apply to services furnished on or after January 1, 
1988.’’ 

EFFECTIVE DATE OF 1986 AMENDMENTS 

Amendment by section 9343(d) of Pub. L. 99–509 appli-
cable to contracts entered into or renewed after Jan. 1, 
1987, see section 9343(h)(4) of Pub. L. 99–509, as amended, 
set out as a note under section 1395l of this title. 

Section 9351(b) of Pub. L. 99–509 provided that: 
‘‘(1) Except as provided in paragraph (2), the amend-

ment made by subsection (a) [amending this section] 
shall apply to denial notices furnished by hospitals to 
individuals on or after the first day of the first month 
that begins more than 30 days after the date of the en-
actment of this Act [Oct. 21, 1986]. 

‘‘(2) Section 1154(e)(4) of the Social Security Act [sub-
sec. (e)(4) of this section] (as added by the amendment 
made by subsection (a)) shall take effect on the date of 
the enactment of this Act [Oct. 21, 1986].’’ 

Section 9352(c)(2) of Pub. L. 99–509 provided that: 
‘‘The amendment made by subsection (b) [amending 
this section] shall apply to contracts entered into or re-
newed on or after January 1, 1987, except that in apply-
ing such amendment before January 1, 1989, the term 
‘post-hospital services’ does not include physicians’ 
services, other than physicians’ services furnished in a 
hospital, other inpatient facility, ambulatory surgical 
center, or rural health clinic.’’ 

Section 9353(a)(6) of Pub. L. 99–509, as amended by 
Pub. L. 100–203, title IV, § 4039(h)(9)(A), (B), as added 
Pub. L. 100–360, title IV, § 411(e)(3), July 1, 1988, 102 Stat. 
776, provided that: 

‘‘(A)(i) Except as provided in clause (ii), the amend-
ments made by paragraph (1) [amending this section] 
shall apply to contracts entered into or renewed on or 
after January 1, 1987. 

‘‘(ii) The amendment made by paragraph (1) shall not 
be construed as requiring, before January 1, 1989, the 
review of physicians’ services, other than physicians’ 
services furnished in a hospital, other inpatient facil-
ity, ambulatory surgical center, or rural health clinic. 

‘‘(B) The amendments made by paragraphs (2)(B) and 
(2)(D) [amending this section] shall apply to contracts 
as of April 1, 1987. 

‘‘(C) The amendment made by paragraph (2)(C) 
[amending this section] shall apply to review activities 
conducted by organizations on or after January 1, 1988. 

‘‘(D) The amendment made by paragraph (3) [amend-
ing this section] becomes effective on the date of the 
enactment of this Act [Oct. 21, 1986].’’ 

Section 9353(c)(2) of Pub. L. 99–509 provided that: 
‘‘The amendment made by paragraph (1) [amending this 
section] shall apply to complaints received on or after 
the first day of the first month that begins more than 
9 months after the date of the enactment of this Act 
[Oct. 21, 1986].’’ 

Section 9307(e) of Pub. L. 99–272 provided that: ‘‘The 
amendments made by this section [amending this sec-
tion and sections 1395u and 1395y of this title] shall 
apply to services performed on or after April 1, 1986.’’ 

Section 9401(d) of Pub. L. 99–272 provided that: ‘‘The 
amendments made by subsection (a) [amending this 
section] shall apply to items and services furnished on 
or after January 1, 1987. The Secretary of Health and 
Human Services shall provide for such modification of 
contracts under part B of title XI of the Social Secu-
rity Act [this part] that are in effect on that date as 
may be necessary to effect these amendments on a 
timely basis.’’ 

Section 9403(c) of Pub. L. 99–272 provided that: ‘‘The 
amendments made by this section [amending this sec-

tion and section 1395cc of this title] shall become effec-
tive on the date of the enactment of this Act [Apr. 7, 
1986].’’ 

Section 9405(b) of Pub. L. 99–272, as amended by Pub. 
L. 99–509, title IX, § 9353(a)(5), Oct. 21, 1986, 100 Stat. 
2046, provided that: ‘‘The amendment made by this sec-
tion [amending this section] shall apply to items and 
services furnished on or after April 1, 1987.’’ 

EFFECTIVE DATE OF 1983 AMENDMENT 

Amendment by Pub. L. 97–448 effective as if originally 
included as a part of this section as this section was 
added by the Tax Equity and Fiscal Responsibility Act 
of 1982, Pub. L. 97–248, see section 309(c)(2) of Pub. L. 
97–448, set out as a note under section 426–1 of this title. 

STATE REGULATORY PROGRAMS 

For provisions relating to changes required to con-
form State regulatory programs to amendments by sec-
tion 171 of Pub. L. 103–432, see section 171(m) of Pub. L. 
103–432, set out as a note under section 1395ss of this 
title. 

REVIEW AND ANALYSIS OF VARIATIONS IN UTILIZATION 
OF HOSPITAL AND OTHER HEALTH CARE SERVICES 

Section 9353(a)(4) of Pub. L. 99–509 provided that: 
‘‘The Secretary of Health and Human Services shall 
provide, to at least 12 utilization and quality control 
peer review organizations with contracts under part B 
of title XI of the Social Security Act [this part], data 
and data processing assistance to allow each of these 
organizations to review and analyze small-area vari-
ations, in the service area of the organization, in the 
utilization of hospital and other health care services 
for which payment is made under title XVIII of such 
Act [subchapter XVIII of this chapter].’’ 

§ 1320c–4. Right to hearing and judicial review 

Any beneficiary who is entitled to benefits 
under subchapter XVIII of this chapter, and, 
subject to section 1320c–3(a)(3)(D) of this title, 
any practitioner or provider, who is dissatisfied 
with a determination made by a contracting 
peer review organization in conducting its re-
view responsibilities under this part, shall be en-
titled to a reconsideration of such determina-
tion by the reviewing organization. Where the 
reconsideration is adverse to the beneficiary and 
where the matter in controversy is $200 or more, 
such beneficiary shall be entitled to a hearing 
by the Secretary (to the same extent as bene-
ficiaries under subchapter II of this chapter are 
entitled to a hearing by the Commissioner of So-
cial Security under section 405(b) of this title). 
For purposes of the preceding sentence, sub-
section (l) of section 405 of this title shall apply, 
except that any reference in such subsection to 
the Commissioner of Social Security or the So-
cial Security Administration shall be deemed a 
reference to the Secretary or the Department of 
Health and Human Services, respectively. Where 
the amount in controversy is $2,000 or more, 
such beneficiary shall be entitled to judicial re-
view of any final decision relating to a reconsid-
eration described in this subsection. 

(Aug. 14, 1935, ch. 531, title XI, § 1155, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
388; amended Pub. L. 101–239, title VI, § 6224(b)(2), 
Dec. 19, 1989, 103 Stat. 2257; Pub. L. 103–296, title 
I, § 108(b)(14), Aug. 15, 1994, 108 Stat. 1485.) 

PRIOR PROVISIONS 

A prior section 1320c–4, act Aug. 14, 1935, ch. 531, title 
XI, § 1155, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
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1 So in original. Probably should be ‘‘pay’’. 

§ 249F(b), 86 Stat. 1433; amended Oct. 25, 1977, Pub. L. 
95–142, § 5(c)(1), (d)(3), (o)(2), (p), 91 Stat. 1184, 1188, 1191, 
1192; Dec. 5, 1980, Pub. L. 96–499, title IX, §§ 924(b)–(d), 
925–927(a), 931(g), 94 Stat. 2629, 2630, 2634; Aug. 13, 1981, 
Pub. L. 97–35, title XXI, §§ 2111, 2113(d), 2121(f), 95 Stat. 
793, 794, 796, related to functions and duties of Profes-
sional Standards Review Organizations, prior to the 
general revision of this part by Pub. L. 97–248. 

AMENDMENTS 

1994—Pub. L. 103–296 substituted ‘‘(to the same extent 
as beneficiaries under subchapter II of this chapter are 
entitled to a hearing by the Commissioner of Social Se-
curity under section 405(b) of this title). For purposes 
of the preceding sentence, subsection (l) of section 405 
of this title shall apply, except that any reference in 
such subsection to the Commissioner of Social Security 
or the Social Security Administration shall be deemed 
a reference to the Secretary or the Department of 
Health and Human Services, respectively. Where the 
amount in controversy is $2,000 or more, such bene-
ficiary shall be entitled to judicial review of any final 
decision relating to a reconsideration described in this 
subsection.’’ for ‘‘(to the same extent as is provided in 
section 405(b) of this title), and, where the amount in 
controversy is $2,000 or more, to judicial review of the 
Secretary’s final decision.’’ 

1989—Pub. L. 101–239 inserted ‘‘, subject to section 
1320c–3(a)(3)(D) of this title,’’ before ‘‘any practitioner 
or provider’’. 

EFFECTIVE DATE OF 1994 AMENDMENT 

Amendment by Pub. L. 103–296 effective Mar. 31, 1995, 
see section 110(a) of Pub. L. 103–296, set out as a note 
under section 401 of this title. 

EFFECTIVE DATE OF 1989 AMENDMENT 

Amendment by Pub. L. 101–239 applicable to deter-
minations by utilization and quality control peer re-
view organizations with respect to which preliminary 
notifications were made under section 1320c–3(a)(3)(B) 
of this title more than 30 days after Dec. 19, 1989, see 
section 6224(b)(3) of Pub. L. 101–239, set out as a note 
under section 1320c–3 of this title. 

§ 1320c–5. Obligations of health care practition-
ers and providers of health care services; 
sanctions and penalties; hearings and review 

(a) Assurances regarding services and items or-
dered or provided by practitioner or pro-
vider 

It shall be the obligation of any health care 
practitioner and any other person (including a 
hospital or other health care facility, organiza-
tion, or agency) who provides health care serv-
ices for which payment may be made (in whole 
or in part) under this chapter, to assure, to the 
extent of his authority that services or items or-
dered or provided by such practitioner or person 
to beneficiaries and recipients under this chap-
ter— 

(1) will be provided economically and only 
when, and to the extent, medically necessary; 

(2) will be of a quality which meets profes-
sionally recognized standards of health care; 
and 

(3) will be supported by evidence of medical 
necessity and quality in such form and fashion 
and at such time as may reasonably be re-
quired by a reviewing peer review organization 
in the exercise of its duties and responsibil-
ities. 

(b) Sanctions and penalties; hearings and review 

(1) If after reasonable notice and opportunity 
for discussion with the practitioner or person 

concerned, and, if appropriate, after the practi-
tioner or person has been given a reasonable op-
portunity to enter into and complete a correc-
tive action plan (which may include remedial 
education) agreed to by the organization, and 
has failed successfully to complete such plan, 
any organization having a contract with the 
Secretary under this part determines that such 
practitioner or person has— 

(A) failed in a substantial number of cases 
substantially to comply with any obligation 
imposed on him under subsection (a) of this 
section, or 

(B) grossly and flagrantly violated any such 
obligation in one or more instances, 

such organization shall submit a report and rec-
ommendations to the Secretary. If the Sec-
retary agrees with such determination, the Sec-
retary (in addition to any other sanction pro-
vided under law) may exclude (permanently or 
for such period as the Secretary may prescribe, 
except that such period may not be less than 1 
year) such practitioner or person from eligi-
bility to provide services under this chapter on 
a reimbursable basis. If the Secretary fails to 
act upon the recommendations submitted to 
him by such organization within 120 days after 
such submission, such practitioner or person 
shall be excluded from eligibility to provide 
services on a reimbursable basis until such time 
as the Secretary determines otherwise. 

(2) A determination made by the Secretary 
under this subsection to exclude a practitioner 
or person shall be effective on the same date and 
in the same manner as an exclusion from par-
ticipation under the programs under this chap-
ter becomes effective under section 1320a–7(c) of 
this title, and shall (subject to the minimum pe-
riod specified in the second sentence of para-
graph (1)) remain in effect until the Secretary 
finds and gives reasonable notice to the public 
that the basis for such determination has been 
removed and that there is reasonable assurance 
that it will not recur. 

(3) In lieu of the sanction authorized by para-
graph (1), the Secretary may require that (as a 
condition to the continued eligibility of such 
practitioner or person to provide such health 
care services on a reimbursable basis) such prac-
titioner or person pays 1 to the United States, in 
case such acts or conduct involved the provision 
or ordering by such practitioner or person of 
health care services which were medically im-
proper or unnecessary, an amount not in excess 
of up to $10,000 for each instance of the medi-
cally improper or unnecessary services so pro-
vided. Such amount may be deducted from any 
sums owing by the United States (or any instru-
mentality thereof) to the practitioner or person 
from whom such amount is claimed. 

(4) Any practitioner or person furnishing serv-
ices described in paragraph (1) who is dissatis-
fied with a determination made by the Sec-
retary under this subsection shall be entitled to 
reasonable notice and opportunity for a hearing 
thereon by the Secretary to the same extent as 
is provided in section 405(b) of this title, and to 
judicial review of the Secretary’s final decision 
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after such hearing as is provided in section 
405(g) of this title. 

(5) Before the Secretary may effect an exclu-
sion under paragraph (2) in the case of a pro-
vider or practitioner located in a rural health 
professional shortage area or in a county with a 
population of less than 70,000, the provider or 
practitioner adversely affected by the deter-
mination is entitled to a hearing before an ad-
ministrative law judge (described in section 
405(b) of this title) respecting whether the pro-
vider or practitioner should be able to continue 
furnishing services to individuals entitled to 
benefits under this chapter, pending completion 
of the administrative review procedure under 
paragraph (4). If the judge does not determine, 
by a preponderance of the evidence, that the 
provider or practitioner will pose a serious risk 
to such individuals if permitted to continue fur-
nishing such services, the Secretary shall not ef-
fect the exclusion under paragraph (2) until the 
provider or practitioner has been provided rea-
sonable notice and opportunity for an adminis-
trative hearing thereon under paragraph (4). 

(6) When the Secretary effects an exclusion of 
a physician under paragraph (2), the Secretary 
shall notify the State board responsible for the 
licensing of the physician of the exclusion. 

(c) Enlistment of support of other organizations 
to assure practitioner’s or provider’s compli-
ance with obligations 

It shall be the duty of each utilization and 
quality control peer review organization to use 
such authority or influence it may possess as a 
professional organization, and to enlist the sup-
port of any other professional or governmental 
organization having influence or authority over 
health care practitioners and any other person 
(including a hospital or other health care facil-
ity, organization, or agency) providing health 
care services in the area served by such review 
organization, in assuring that each practitioner 
or person (referred to in subsection (a) of this 
section) providing health care services in such 
area shall comply with all obligations imposed 
on him under subsection (a) of this section. 

(Aug. 14, 1935, ch. 531, title XI, § 1156, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
388; amended Pub. L. 100–93, § 6, Aug. 18, 1987, 101 
Stat. 691; Pub. L. 100–203, title IV, § 4095(a), Dec. 
22, 1987, 101 Stat. 1330–138; Pub. L. 100–203, title 
IV, § 4039(h)(5), Dec. 22, 1987, as added Pub. L. 
100–360, title IV, § 411(e)(3), July 1, 1988, 102 Stat. 
775; Pub. L. 101–508, title IV, § 4205(a)(1), (d)(2)(A), 
Nov. 5, 1990, 104 Stat. 1388–112, 1388–114; Pub. L. 
101–597, title IV, § 401(c)(1), Nov. 16, 1990, 104 Stat. 
3035; Pub. L. 103–432, title I, § 156(b)(1), Oct. 31, 
1994, 108 Stat. 4441; Pub. L. 104–191, title II, §§ 214, 
231(f), Aug. 21, 1996, 110 Stat. 2005, 2014.) 

PRIOR PROVISIONS 

A prior section 1320c–5, act Aug. 14, 1935, ch. 531, title 
XI, § 1156, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1435, provided for development of 
norms of health care services by Professional Stand-
ards Review Organizations, prior to the general revi-
sion of this part by Pub. L. 97–248. 

AMENDMENTS 

1996—Subsec. (b)(1). Pub. L. 104–191, § 214(b)(2), struck 
out in concluding provisions ‘‘In determining whether a 

practitioner or person has demonstrated an unwilling-
ness or lack of ability substantially to comply with 
such obligations, the Secretary shall consider the prac-
titioner’s or person’s willingness or lack of ability, dur-
ing the period before the organization submits its re-
port and recommendations, to enter into and success-
fully complete a corrective action plan.’’ after ‘‘chapter 
on a reimbursable basis.’’ 

Pub. L. 104–191, § 214(b)(1), struck out in concluding 
provisions ‘‘and determines that such practitioner or 
person, in providing health care services over which 
such organization has review responsibility and for 
which payment (in whole or in part) may be made 
under this chapter, has demonstrated an unwillingness 
or a lack of ability substantially to comply with such 
obligations,’’ after ‘‘agrees with such determination,’’. 

Pub. L. 104–191, § 214(a)(1), substituted ‘‘may pre-
scribe, except that such period may not be less than 1 
year)’’ for ‘‘may prescribe)’’ in concluding provisions. 

Subsec. (b)(2). Pub. L. 104–191, § 214(a)(2), substituted 
‘‘shall (subject to the minimum period specified in the 
second sentence of paragraph (1)) remain’’ for ‘‘shall re-
main’’. 

Subsec. (b)(3). Pub. L. 104–191, § 231(f), substituted ‘‘up 
to $10,000 for each instance’’ for ‘‘the actual or esti-
mated cost’’. 

1994—Subsec. (b)(1). Pub. L. 103–432 substituted 
‘‘whether’’ for ‘‘whehter’’ in third sentence. 

1990—Subsec. (b)(1). Pub. L. 101–508, § 4205(a)(1), in-
serted ‘‘and, if appropriate, after the practitioner or 
person has been given a reasonable opportunity to 
enter into and complete a corrective action plan (which 
may include remedial education) agreed to by the orga-
nization, and has failed successfully to complete such 
plan,’’ after ‘‘concerned,’’ in introductory provisions 
and inserted after second sentence ‘‘In determining 
whehter [sic] a practitioner or person has demonstrated 
an unwillingness or lack of ability substantially to 
comply with such obligations, the Secretary shall con-
sider the practitioner’s or person’s willingness or lack 
of ability, during the period before the organization 
submits its report and recommendations, to enter into 
and successfully complete a corrective action plan.’’ 

Subsec. (b)(5). Pub. L. 101–597 substituted ‘‘health pro-
fessional shortage area’’ for ‘‘health manpower short-
age area (HMSA)’’. 

Subsec. (b)(6). Pub. L. 101–508, § 4205(d)(2)(A), added 
par. (6). 

1988—Subsec. (b). Pub. L. 100–360 added Pub. L. 
100–203, § 4039(h)(5), see 1987 Amendment notes below. 

1987—Subsec. (a). Pub. L. 100–93, § 6(1), substituted 
‘‘this chapter’’ for ‘‘subchapter XVIII of this chapter’’ 
and ‘‘this subchapter’’. 

Subsec. (b)(1). Pub. L. 100–203, § 4039(h)(5)(A), as added 
by Pub. L. 100–360, substituted ‘‘services under this 
chapter’’ for ‘‘such services’’. 

Pub. L. 100–93, § 6(2), substituted ‘‘this chapter’’ for 
‘‘subchapter XVIII of this chapter’’. 

Subsec. (b)(2). Pub. L. 100–203, § 4039(h)(5)(B), as added 
by Pub. L. 100–360, substituted ‘‘on the same date and 
in the same manner as an exclusion from participation 
under the programs under this chapter becomes effec-
tive under section 1320a–7(c) of this title’’ for ‘‘at such 
time and upon such reasonable notice to the public and 
to the practitioner or person furnishing the services in-
volved as may be specified in regulations. Such deter-
mination shall be effective with respect to services fur-
nished to an individual on or after the effective date of 
such determination (except that in the case of institu-
tional health care services such determination shall be 
effective in the manner provided in this chapter with 
respect to terminations of provider agreements)’’. 

Pub. L. 100–93, § 6(2), substituted ‘‘this chapter’’ for 
‘‘subchapter XVIII of this chapter’’. 

Subsec. (b)(5). Pub. L. 100–203 added par. (5). 

EFFECTIVE DATE OF 1996 AMENDMENT 

Amendment by section 214 of Pub. L. 104–191 effective 
Jan. 1, 1997, except as otherwise provided, see section 
218 of Pub. L. 104–191, set out as a note under section 
1320a–7 of this title. 
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Amendment by section 231(f) of Pub. L. 104–191 appli-
cable to acts or omissions occurring on or after Jan. 1, 
1997, see section 231(i) of Pub. L. 104–191, set out as a 
note under section 1320a–7a of this title. 

EFFECTIVE DATE OF 1994 AMENDMENT 

Amendment by Pub. L. 103–432 effective as if included 
in the enactment of Pub. L. 101–508, see section 
156(b)(6)(A) of Pub. L. 103–432, set out as a note under 
section 1320c–9 of this title. 

EFFECTIVE DATE OF 1990 AMENDMENT 

Section 4205(a)(2) of Pub. L. 101–508 provided that: 
‘‘The amendments made by paragraph (1) [amending 
this section] shall apply to initial determinations made 
by organizations on or after the date of the enactment 
of this Act [Nov. 5, 1990].’’ 

Section 4205(d)(2)(B) of Pub. L. 101–508, as amended by 
Pub. L. 103–432, title I, § 156(b)(3), Oct. 31, 1994, 108 Stat. 
4441, provided that: ‘‘The amendment made by this 
paragraph [amending this section] shall apply to sanc-
tions effected more than 60 days after the date of the 
enactment of this Act [Nov. 5, 1990].’’ 

EFFECTIVE DATE OF 1988 AMENDMENT 

Except as specifically provided in section 411 of Pub. 
L. 100–360, amendment by Pub. L. 100–360, as it relates 
to a provision in the Omnibus Budget Reconciliation 
Act of 1987, Pub. L. 100–203, effective as if included in 
the enactment of that provision in Pub. L. 100–203, see 
section 411(a) of Pub. L. 100–360, set out as a Reference 
to OBRA; Effective Date note under section 106 of Title 
1, General Provisions. 

EFFECTIVE DATE OF 1987 AMENDMENTS 

Section 4095(b) of Pub. L. 100–203 provided that: ‘‘The 
amendment made by subsection (a) [amending this sec-
tion] shall apply to determinations made by the Sec-
retary of Health and Human Services under section 
1156(b) of the Social Security Act [subsec. (b) of this 
section] on or after the date of the enactment of this 
Act [Dec. 22, 1987].’’ 

Amendment by Pub. L. 100–93 effective at end of four-
teen-day period beginning Aug. 18, 1987, and inapplica-
ble to administrative proceedings commenced before 
end of such period, see section 15(a) of Pub. L. 100–93, 
set out as a note under section 1320a–7 of this title. 

TELECOMMUNICATIONS DEMONSTRATION PROJECTS 

Section 4094(e) of Pub. L. 100–203, as amended by Pub. 
L. 100–360, title IV, § 411(j)(3)(C), as added by Pub. L. 
100–485, title VI, § 608(d)(25)(A), Oct. 13, 1988, 102 Stat. 
2421, provided that: ‘‘The Secretary of Health and 
Human Services shall enter into agreements with enti-
ties submitting applications under this subsection (in 
such form as the Secretary may provide) to establish 
demonstration projects to examine the feasibility of re-
quiring instruction and oversight of rural physicians, 
in lieu of imposing sanctions, through use of video com-
munication between rural hospitals and teaching hos-
pitals under this title [probably means title XI of the 
Social Security Act which is classified to this sub-
chapter]. Under such demonstration projects, the Sec-
retary may provide for payments to physicians con-
sulted via video communication systems. No funds may 
be expended under the demonstration projects for the 
acquisition of capital items including computer hard-
ware.’’ 

PREEXCLUSION HEARINGS; TRANSITION FOR CURRENT 
CASES AND REDETERMINATION IN CERTAIN CASES 

Section 4095(c), (d) of Pub. L. 100–203 provided that: 
‘‘(c) TRANSITION FOR CURRENT CASES.—In the case of 

a practitioner or person— 
‘‘(1) for whom a notice of determination under sec-

tion 1156(b) of the Social Security Act [subsec. (b) of 
this section] has been provided within 365 days before 
the date of the enactment of this Act [Dec. 22, 1987], 

‘‘(2) who has not exhausted the administrative rem-
edies available under section 1156(b)(4) of such Act for 
review of the determination, and 

‘‘(3) who requests, within 90 days after the date of 
the enactment of this Act, a hearing established 
under this subsection, 

the Secretary of Health and Human Services shall pro-
vide for a hearing described in section 1156(b)(5) of the 
Social Security Act (as amended by subsection (a) of 
this section). 

‘‘(d) REDETERMINATIONS IN CERTAIN CASES.—If, in 
hearing under subsection (c), the judge does not deter-
mine, by a preponderance of the evidence, that the pro-
vider or practitioner will pose a serious risk to individ-
uals entitled to benefits under title XVIII of the Social 
Security Act [subchapter XVIII of this chapter] if per-
mitted to continue or resume furnishing such services, 
the Secretary shall not effect the exclusion (or shall 
suspend the exclusion, if previously effected) under 
paragraph (2) of section 1156(b) of such Act [subsec. (b) 
of this section] until the provider or practitioner has 
been provided an administrative hearing thereon under 
paragraph (4) of such section, notwithstanding any fail-
ure by the provider or practitioner to request the hear-
ing on a timely basis.’’ 

§ 1320c–6. Limitation on liability 

(a) Providers of information to organizations 
having a contract with Secretary 

Notwithstanding any other provision of law, 
no person providing information to any organi-
zation having a contract with the Secretary 
under this part shall be held, by reason of hav-
ing provided such information, to have violated 
any criminal law, or to be civilly liable under 
any law of the United States or of any State (or 
political subdivision thereof) unless— 

(1) such information is unrelated to the per-
formance of the contract of such organization; 
or 

(2) such information is false and the person 
providing it knew, or had reason to believe, 
that such information was false. 

(b) Employees and fiduciaries of organizations 
having contracts with Secretary 

No organization having a contract with the 
Secretary under this part and no person who is 
employed by, or who has a fiduciary relationship 
with, any such organization or who furnishes 
professional services to such organization, shall 
be held by reason of the performance of any 
duty, function, or activity required or author-
ized pursuant to this part or to a valid contract 
entered into under this part, to have violated 
any criminal law, or to be civilly liable under 
any law of the United States or of any State (or 
political subdivision thereof) provided due care 
was exercised in the performance of such duty, 
function, or activity. 

(c) Physicians and providers 

No doctor of medicine or osteopathy and no 
provider (including directors, trustees, employ-
ees, or officials thereof) of health care services 
shall be civilly liable to any person under any 
law of the United States or of any State (or po-
litical subdivision thereof) on account of any ac-
tion taken by him in compliance with or reli-
ance upon professionally developed norms of 
care and treatment applied by an organization 
under contract pursuant to section 1320c–2 of 
this title operating in the area where such doc-
tor of medicine or osteopathy or provider took 
such action; but only if— 
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(1) he takes such action in the exercise of his 
profession as a doctor of medicine or osteop-
athy or in the exercise of his functions as a 
provider of health care services; and 

(2) he exercised due care in all professional 
conduct taken or directed by him and reason-
ably related to, and resulting from, the ac-
tions taken in compliance with or reliance 
upon such professionally accepted norms of 
care and treatment. 

(d) Reimbursement by Secretary for expenses in-
curred in defense of legal proceedings 

The Secretary shall make payment to an orga-
nization under contract with him pursuant to 
this part, or to any member or employee there-
of, or to any person who furnishes legal counsel 
or services to such organization, in an amount 
equal to the reasonable amount of the expenses 
incurred, as determined by the Secretary, in 
connection with the defense of any suit, action, 
or proceeding brought against such organiza-
tion, member, or employee related to the per-
formance of any duty or function under such 
contract by such organization, member, or em-
ployee. 

(Aug. 14, 1935, ch. 531, title XI, § 1157, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
389; amended Pub. L. 101–508, title IV, § 4205(f), 
Nov. 5, 1990, 104 Stat. 1388–114.) 

PRIOR PROVISIONS 

A prior section 1320c–6, act Aug. 14, 1935, ch. 531, title 
XI, § 1157, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1437; amended Oct. 25, 1977, Pub. L. 
95–142, § 13(b)(4), 91 Stat. 1198, related to submission of 
reports by Professional Standards Review Organiza-
tions, prior to the general revision of this part by Pub. 
L. 97–248. 

AMENDMENTS 

1990—Subsec. (b). Pub. L. 101–508 inserted ‘‘organiza-
tion having a contract with the Secretary under this 
part and no’’ after ‘‘No’’, struck out ‘‘by him’’ after 
‘‘the performance’’, and substituted ‘‘due care was exer-
cised in the performance of such duty, function, or ac-
tivity’’ for ‘‘he has exercised due care’’. 

§ 1320c–7. Application of this part to certain 
State programs receiving Federal financial 
assistance 

(a) State plan provision that functions of peer re-
view organizations may be performed by 
contract with such organization 

A State plan approved under subchapter XIX 
of this chapter may provide that the functions 
specified in section 1320c–3 of this title may be 
performed in an area by contract with a utiliza-
tion and quality control peer review organiza-
tion that has entered into a contract with the 
Secretary in accordance with the provisions of 
section 1395y(g) of this title. 

(b) Federal share of expenditures 

In the event a State enters into a contract in 
accordance with subsection (a) of this section, 
the Federal share of the expenditures made to 
the contracting organization for its costs in the 
performance of its functions under the State 
plan shall be 75 percent (as provided in section 
1396b(a)(3)(C) of this title). 

(Aug. 14, 1935, ch. 531, title XI, § 1158, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
390.) 

PRIOR PROVISIONS 

A prior section 1320c–7, act Aug. 14, 1935, ch. 531, title 
XI, § 1158, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1437; amended Oct. 25, 1977, Pub. L. 
95–142, §§ 5(d)(1), 22(a), 91 Stat. 1185, 1208; Dec. 5, 1980, 
Pub. L. 96–499, title IX, §§ 902(a)(3), 931(h), 94 Stat. 2613, 
2634; Aug. 13, 1981, Pub. L. 97–35, title XXI, §§ 2113(e), 
2121(g), 95 Stat. 794, 796, related to review approval as a 
condition of payment of claims, prior to the general re-
vision of this part by Pub. L. 97–248. 

§ 1320c–8. Authorization for use of certain funds 
to administer provisions of this part 

Expenses incurred in the administration of the 
contracts described in section 1395y(g) of this 
title shall be payable from— 

(1) funds in the Federal Hospital Insurance 
Trust Fund; and 

(2) funds in the Federal Supplementary Med-
ical Insurance Trust Fund, 

in such amounts from each of such Trust Funds 
as the Secretary shall deem to be fair and equi-
table after taking into consideration the ex-
penses attributable to the administration of this 
part with respect to each of such programs. The 
Secretary shall make such transfers of moneys 
between such Trust Funds as may be appro-
priate to settle accounts between them in cases 
where expenses properly payable from one such 
Trust Fund have been paid from the other such 
Trust Fund. 

(Aug. 14, 1935, ch. 531, title XI, § 1159, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
390.) 

PRIOR PROVISIONS 

A prior section 1320c–8, act Aug. 14, 1935, ch. 531, title 
XI, § 1159, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1437; amended Aug. 13, 1981, Pub. L. 
97–35, title XXI, § 2113(f), 95 Stat. 795, related to recon-
sideration hearing and review, prior to the general revi-
sion of this part by Pub. L. 97–248. 

§ 1320c–9. Prohibition against disclosure of infor-
mation 

(a) Freedom of Information Act inapplicable; ex-
ceptions to nondisclosure 

An organization, in carrying out its functions 
under a contract entered into under this part, 
shall not be a Federal agency for purposes of the 
provisions of section 552 of title 5 (commonly re-
ferred to as the Freedom of Information Act). 
Any data or information acquired by any such 
organization in the exercise of its duties and 
functions shall be held in confidence and shall 
not be disclosed to any person except— 

(1) to the extent that may be necessary to 
carry out the purposes of this part, 

(2) in such cases and under such circum-
stances as the Secretary shall by regulations 
provide to assure adequate protection of the 
rights and interests of patients, health care 
practitioners, or providers of health care, or 

(3) in accordance with subsection (b) of this 
section. 

(b) Disclosure of information permitted 

An organization having a contract with the 
Secretary under this part shall provide in ac-
cordance with procedures and safeguards estab-
lished by the Secretary, data and information— 
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(1) which may identify specific providers or 
practitioners as may be necessary— 

(A) to assist Federal and State agencies 
recognized by the Secretary as having re-
sponsibility for identifying and investigat-
ing cases or patterns of fraud or abuse, 
which data and information shall be pro-
vided by the peer review organization to any 
such agency at the request of such agency 
relating to a specific case or pattern; 

(B) to assist appropriate Federal and State 
agencies recognized by the Secretary as hav-
ing responsibility for identifying cases or 
patterns involving risks to the public 
health, which data and information shall be 
provided by the peer review organization to 
any such agency— 

(i) at the discretion of the peer review 
organization, at the request of such agency 
relating to a specific case or pattern with 
respect to which such agency has made a 
finding, or has a reasonable belief, that 
there may be a substantial risk to the pub-
lic health, or 

(ii) upon a finding by, or the reasonable 
belief of, the peer review organization that 
there may be a substantial risk to the pub-
lic health; 

(C) to assist appropriate State agencies 
recognized by the Secretary as having re-
sponsibility for licensing or certification of 
providers or practitioners or to assist na-
tional accreditation bodies acting pursuant 
to section 1395bb of this title in accrediting 
providers for purposes of meeting the condi-
tions described in subchapter XVIII of this 
chapter, which data and information shall be 
provided by the peer review organization to 
any such agency or body at the request of 
such agency or body relating to a specific 
case or to a possible pattern of substandard 
care, but only to the extent that such data 
and information are required by the agency 
or body to carry out its respective function 
which is within the jurisdiction of the agen-
cy or body under State law or under section 
1395bb of this title; and 

(D) to provide notice in accordance with 
section 1320c–3(a)(9)(B) of this title; 

(2) to assist the Secretary, and such Federal 
and State agencies recognized by the Sec-
retary as having health planning or related re-
sponsibilities under Federal or State law (in-
cluding health systems agencies and State 
health planning and development agencies), in 
carrying out appropriate health care planning 
and related activities, which data and infor-
mation shall be provided in such format and 
manner as may be prescribed by the Secretary 
or agreed upon by the responsible Federal and 
State agencies and such organization, and 
shall be in the form of aggregate statistical 
data (without explicitly identifying any indi-
vidual) on a geographic, institutional, or other 
basis reflecting the volume and frequency of 
services furnished, as well as the demographic 
characteristics of the population subject to re-
view by such organization. 

The penalty provided in subsection (c) of this 
section shall not apply to the disclosure of any 

information received under this subsection, ex-
cept that such penalty shall apply to the disclo-
sure (by the agency receiving such information) 
of any such information described in paragraph 
(1) unless such disclosure is made in a judicial, 
administrative, or other formal legal proceeding 
resulting from an investigation conducted by 
the agency receiving the information. An orga-
nization may require payment of a reasonable 
fee for providing information under this sub-
section in response to a request for such infor-
mation. 

(c) Penalties 

It shall be unlawful for any person to disclose 
any such information described in subsection (a) 
of this section other than for the purposes pro-
vided in subsections (a) and (b) of this section, 
and any person violating the provisions of this 
section shall, upon conviction, be fined not more 
than $1,000, and imprisoned for not more than 6 
months, or both, and shall be required to pay 
the costs of prosecution. 

(d) Subpoena and discovery proceedings regard-
ing patient records 

No patient record in the possession of an orga-
nization having a contract with the Secretary 
under this part shall be subject to subpoena or 
discovery proceedings in a civil action. No docu-
ment or other information produced by such an 
organization in connection with its delibera-
tions in making determinations under section 
1320c–3(a)(1)(B) or 1320c–5(a)(2) of this title shall 
be subject to subpoena or discovery in any ad-
ministrative or civil proceeding; except that 
such an organization shall provide, upon request 
of a practitioner or other person adversely af-
fected by such a determination, a summary of 
the organization’s findings and conclusions in 
making the determination. 

(e) Organizations with contracts 

For purposes of this section and section 
1320c–6 of this title, the term ‘‘organization with 
a contract with the Secretary under this part’’ 
includes an entity with a contract with the Sec-
retary under section 1320c–3(a)(4)(C) of this title. 

(Aug. 14, 1935, ch. 531, title XI, § 1160, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
391; amended Pub. L. 99–509, title IX, § 9353(d)(1), 
Oct. 21, 1986, 100 Stat. 2047; Pub. L. 100–203, title 
IV, § 4039(h)(6), Dec. 22, 1987, as added Pub. L. 
100–360, title IV, § 411(e)(3), July 1, 1988, 102 Stat. 
776; Pub. L. 101–508, title IV, § 4205(d)(1)(B), (e)(1), 
Nov. 5, 1990, 104 Stat. 1388–113, 1388–114; Pub. L. 
103–432, title I, § 156(b)(2)(B), (4), Oct. 31, 1994, 108 
Stat. 4441.) 

PRIOR PROVISIONS 

A prior section 1320c–9, act Aug. 14, 1935, ch. 531, title 
XI, § 1160, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1438; amended Oct. 25, 1977, Pub. L. 
95–142, § 5(e), (o)(3), 91 Stat. 1189, 1191; Aug. 13, 1981, Pub. 
L. 97–35, title XXI, § 2113(g), 95 Stat. 795, enumerated ob-
ligations of health care practitioners and providers of 
health care services, prior to the general revision of 
this part by Pub. L. 97–248. 

AMENDMENTS 

1994—Subsec. (b)(1)(D). Pub. L. 103–432, § 156(b)(2)(B), 
amended subpar. (D) generally. Prior to amendment, 
subpar. (D) read as follows: ‘‘to provide notice to the 
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State medical board in accordance with section 
1320c–3(a)(9)(B) of this title when the organization sub-
mits a report and recommendations to the Secretary 
under section 1320c–5(b)(1) of this title with respect to 
a physician whom the board is responsible for licens-
ing;’’. 

Subsec. (d). Pub. L. 103–432, § 156(b)(4), which directed 
amendment of subsec. (d) by substituting ‘‘subpoena’’ 
for ‘‘subpena’’, was executed by making the substi-
tution in two places to reflect the probable intent of 
Congress. 

1990—Subsec. (b)(1)(D). Pub. L. 101–508, § 4205(d)(1)(B), 
added subpar. (D). 

Subsec. (d). Pub. L. 101–508, § 4205(e)(1), inserted at end 
‘‘No document or other information produced by such 
an organization in connection with its deliberations in 
making determinations under section 1320c–3(a)(1)(B) or 
1320c–5(a)(2) of this title shall be subject to subpena or 
discovery in any administrative or civil proceeding; ex-
cept that such an organization shall provide, upon re-
quest of a practitioner or other person adversely af-
fected by such a determination, a summary of the orga-
nization’s findings and conclusions in making the de-
termination.’’ 

1988—Subsec. (e). Pub. L. 100–360 added Pub. L. 
100–203, § 4039(h)(6), see 1987 Amendment note below. 

1987—Subsec. (e). Pub. L. 100–203, § 4039(h)(6), as added 
by Pub. L. 100–360, added subsec. (e). 

1986—Subsec. (b)(1)(C). Pub. L. 99–509 amended subpar. 
(C) generally. Prior to amendment, subpar. (C) read as 
follows: ‘‘to assist appropriate State agencies recog-
nized by the Secretary as having responsibility for li-
censing or certification of providers or practitioners, 
which data and information shall be provided by the 
peer review organization to any such agency at the re-
quest of such agency relating to a specific case, but 
only to the extent that such data and information is re-
quired by the agency in carrying out a function which 
is within the jurisdiction of such agency under State 
law; and’’. 

EFFECTIVE DATE OF 1994 AMENDMENT 

Section 156(b)(6) of Pub. L. 103–432 provided that: 
‘‘(A) Except as provided in subparagraph (B), the 

amendments made by this subsection [amending this 
section, sections 1320c–3 and 1320c–5 of this title, and 
provisions set out as notes under this section and sec-
tion 1320c–5 of this title] shall take effect as if included 
in the enactment of OBRA–1990 [Pub. L. 101–508]. 

‘‘(B) The amendments made by paragraph (2) [amend-
ing this section and section 1320c–3 of this title] (relat-
ing to the requirement on reporting of information to 
State boards) shall take effect on the date of the enact-
ment of this Act [Oct. 31, 1994].’’ 

EFFECTIVE DATE OF 1990 AMENDMENT 

Amendment by section 4205(d)(1)(B) of Pub. L. 101–508 
applicable to notices of proposed sanctions issued more 
than 60 days after Nov. 5, 1990, see section 4205(d)(1)(C) 
of Pub. L. 101–508, set out as a note under section 
1320c–3 of this title. 

Section 4205(e)(2) of Pub. L. 101–508, as amended by 
Pub. L. 103–432, title I, § 156(b)(5), Oct. 31, 1994, 108 Stat. 
4441, provided that: ‘‘The amendment made by para-
graph (1) [amending this section] shall apply to pro-
ceedings as of the date of the enactment of this Act 
[Nov. 5, 1990].’’ 

EFFECTIVE DATE OF 1988 AMENDMENT 

Except as specifically provided in section 411 of Pub. 
L. 100–360, amendment by Pub. L. 100–360, as it relates 
to a provision in the Omnibus Budget Reconciliation 
Act of 1987, Pub. L. 100–203, effective as if included in 
the enactment of that provision in Pub. L. 100–203, see 
section 411(a) of Pub. L. 100–360, set out as a Reference 
to OBRA; Effective Date note under section 106 of Title 
1, General Provisions. 

EFFECTIVE DATE OF 1986 AMENDMENT 

Section 9353(d)(2) of Pub. L. 99–509 provided that: 
‘‘The amendments made by paragraph (1) [amending 

this section] shall apply to requests for data and infor-
mation made on and after the end of the 6-month pe-
riod beginning on the date of the enactment of this Act 
[Oct. 21, 1986].’’ 

FREEDOM OF INFORMATION ACT REQUEST 

Pub. L. 96–499, title IX, § 928, Dec. 5, 1980, 94 Stat. 2630, 
provided that: ‘‘No Professional Standards Review Or-
ganization designated (conditionally or otherwise) 
under part B of title XI of the Social Security Act [this 
part] shall be required to make available any records 
pursuant to a request made under section 552 of title 5, 
United States Code, until the later of (1) one year after 
the date of entry of a final court order requiring that 
such records be made available, or (2) the last date of 
the Congress during which the court order was en-
tered.’’ 

§ 1320c–10. Annual reports 

The Secretary shall submit to the Congress 
not later than April 1 of each year, a full and 
complete report on the administration, impact, 
and cost of the program under this part during 
the preceding fiscal year, including data and in-
formation on— 

(1) the number, status, and service areas of 
all utilization and quality control peer review 
organizations participating in the program; 

(2) the number of health care institutions 
and practitioners whose services are subject to 
review by such organizations, and the number 
of beneficiaries and recipients who received 
services subject to such review during such 
year; 

(3) the various methods of reimbursement 
utilized in contracts under this part, and the 
relative efficiency of each such method of re-
imbursement; 

(4) the imposition of penalties and sanctions 
under this title for violations of law and for 
failure to comply with the obligations imposed 
by this part; 

(5) the total costs incurred under sub-
chapters XVIII and XIX of this chapter in the 
implementation and operation of all proce-
dures required by such subchapters for the re-
view of services to determine their medical ne-
cessity, appropriateness of use, and quality; 
and 

(6) descriptions of the criteria upon which 
decisions are made, and the selection and rel-
ative weights of such criteria. 

(Aug. 14, 1935, ch. 531, title XI, § 1161, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
392.) 

PRIOR PROVISIONS 

A prior section 1320c–10, act Aug. 14, 1935, ch. 531, title 
XI, § 1161, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1440, related to giving of notice to a 
practitioner or provider by a Professional Standards 
Review Organization immediately after taking certain 
action or making certain determinations, prior to the 
general revision of this part by Pub. L. 97–248. 

PERFORMANCE OF PROFESSIONAL STANDARDS REVIEW 
ORGANIZATIONS; REPORT TO CONGRESS 

Pub. L. 97–35, title XXI, § 2112(a)(2)(D), Aug. 13, 1981, 95 
Stat. 793, provided that the Secretary of Health and 
Human Services, not later than September 30, 1982, was 
to report to the Congress on his assessment (under 
former section 1320c–3(g) of this title) of the relative 
performance of Professional Standards Review Organi-
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zations and on any determinations made not to renew 
agreements with such Organizations on the basis of 
such performance. 

§ 1320c–11. Exemptions for religious nonmedical 
health care institutions 

The provisions of this part shall not apply 
with respect to a religious nonmedical health 
care institution (as defined in section 
1395x(ss)(1) of this title). 

(Aug. 14, 1935, ch. 531, title XI, § 1162, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
393; amended Pub. L. 105–33, title IV, § 4454(c)(2), 
Aug. 5, 1997, 111 Stat. 431.) 

PRIOR PROVISIONS 

A prior section 1320c–11, act Aug. 14, 1935, ch. 531, title 
XI, § 1162, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1440; amended Dec. 5, 1980, Pub. L. 
96–499, title IX, §§ 922(a), 927(b), 94 Stat. 2628, 2630; Aug. 
13, 1981, 97–35, title XXI, § 2113(h), 95 Stat. 795, related to 
Statewide Professional Standards Review Councils, 
prior to the general revision of this part by Pub. L. 
97–248. 

AMENDMENTS 

1997—Pub. L. 105–33 substituted ‘‘Exemptions for reli-
gious nonmedical health care institutions’’ for ‘‘Ex-
emptions of Christian Science sanatoriums’’ in section 
catchline and substituted ‘‘religious nonmedical health 
care institution (as defined in section 1395x(ss)(1) of 
this title)’’ for ‘‘Christian Science sanatorium oper-
ated, or listed and certified, by the First Church of 
Christ, Scientist, Boston, Massachusetts’’ in text. 

EFFECTIVE DATE OF 1997 AMENDMENT 

Amendment by Pub. L. 105–33 effective Aug. 5, 1997, 
and applicable to items and services furnished on or 
after such date, with provision that Secretary of 
Health and Human Services issue regulations to carry 
out such amendment by not later than July 1, 1998, see 
section 4454(d) of Pub. L. 105–33, set out as an Effective 
Date note under section 1395i–5 of this title. 

§ 1320c–12. Medical officers in American Samoa, 
Northern Mariana Islands, and Trust Terri-
tory of Pacific Islands to be included in utili-
zation and quality control peer review pro-
gram 

For purposes of applying this part to Amer-
ican Samoa, the Northern Mariana Islands, and 
the Trust Territory of the Pacific Islands, indi-
viduals licensed to practice medicine in those 
places shall be considered to be physicians and 
doctors of medicine. 

(Aug. 14, 1935, ch. 531, title XI, § 1163, as added 
Pub. L. 97–248, title I, § 143, Sept. 3, 1982, 96 Stat. 
393.) 

PRIOR PROVISIONS 

A prior section 1320c–12, act Aug. 14, 1935, ch. 531, title 
XI, § 1163, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1441; amended Oct. 25, 1977, Pub. L. 
95–142, § 5(f), (g), 91 Stat. 1189; Dec. 5, 1980, Pub. L. 
96–499, title IX, § 923(a)–(d), 94 Stat. 2628, related to es-
tablishment and membership of the National Profes-
sional Standards Review Council, prior to the general 
revision of this part by Pub. L. 97–248. 

TERMINATION OF TRUST TERRITORY OF THE PACIFIC 
ISLANDS 

For termination of Trust Territory of the Pacific Is-
lands, see note set out preceding section 1681 of Title 
48, Territories and Insular Possessions. 

§ 1320c–13. Repealed. Pub. L. 103–432, title I, 
§ 156(a)(1), Oct. 31, 1994, 108 Stat. 4440 

Section, act Aug. 14, 1935, ch. 531, title XI, § 1164, as 
added Apr. 7, 1986, Pub. L. 99–272, title IX, § 9401(b), 100 
Stat. 196; amended Oct. 22, 1986, Pub. L. 99–514, title 
XVIII, § 1895(b)(17), 100 Stat. 2934; Dec. 19, 1989, Pub. L. 
101–239, title VI, § 6003(g)(3)(D)(v), 103 Stat. 2153, related 
to 100 percent peer review for certain surgical proce-
dures. 

EFFECTIVE DATE OF REPEAL 

Repeal applicable to services provided on or after 
Oct. 31, 1994, see section 156(a)(3) of Pub. L. 103–432, set 
out as an Effective Date of 1994 Amendment note under 
section 1320c–3 of this title. 

§§ 1320c–14 to 1320c–19. Omitted 

CODIFICATION 

Sections 1320c–14 to 1320c–19 were omitted in the gen-
eral revision of this part by Pub. L. 97–248, title I, § 143, 
Sept. 3, 1982, 96 Stat. 382. 

Section 1320c–14, act Aug. 14, 1935, ch. 531, title XI, 
§ 1165, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1443, related to correlation of func-
tions between Professional Standards Review Organiza-
tions and administrative instrumentalities. 

Section 1320c–15, act Aug. 14, 1935, ch. 531, title XI, 
§ 1166, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1443; amended Oct. 25, 1977, Pub. L. 
95–142, § 5(h), 91 Stat. 1189, related to general prohibi-
tion against disclosure of data or information and ex-
ceptions to such prohibition. See section 1320c–9 of this 
title. 

Section 1320c–16, act Aug. 14, 1935, ch. 531, title XI, 
§ 1167, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1443; amended Oct. 25, 1977, Pub. L. 
95–142, § 5(i), (n), 91 Stat. 1190, 1191, related to limitation 
of liability of persons providing information to Profes-
sional Standards Review Organizations and Statewide 
Professional Standards Review Councils. See section 
1320c–6 of this title. 

Section 1320c–17, act Aug. 14, 1935, ch. 531, title XI, 
§ 1168, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1444; amended Dec. 31, 1975, Pub. L. 
94–182, title I, § 112(c), 89 Stat. 1055; Oct. 25, 1977, Pub. L. 
95–142, § 5(j), 91 Stat. 1190; Aug. 13, 1981, Pub. L. 97–35, 
title XXI, § 2113(j), 95 Stat. 795, related to authorization 
for use of funds for administering professional review 
program, transfer of moneys between funds, and pay-
ments for Professional Standards Review Organiza-
tions. See section 1320c–8 of this title. 

Section 1320c–18, act Aug. 14, 1935, ch. 531, title XI, 
§ 1169, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1444, related to technical assistance 
given to organizations desiring to be designated as Pro-
fessional Standards Review Organizations. 

Section 1320c–19, act Aug. 14, 1935, ch. 531, title XI, 
§ 1170, as added Oct. 30, 1972, Pub. L. 92–603, title II, 
§ 249F(b), 86 Stat. 1445, related to exemptions of Chris-
tian Science sanatoriums. See section 1320c–11 of this 
title. 

§ 1320c–20. Repealed. Pub. L. 97–35, title XXI, 
§ 2113(k), Aug. 13, 1981, 95 Stat. 795 

Section, act Aug. 14, 1935, ch. 531, title XI, § 1171, as 
added Oct. 25, 1977, Pub. L. 95–142, § 5(d)(2)(D), 91 Stat. 
1186, set forth provisions respecting Federal-State rela-
tions regarding memorandum of understanding be-
tween Organization and State agency. 

EFFECTIVE DATE OF REPEAL 

Repeal applicable to agreements with Professional 
Standards Review Organizations entered into on or 
after Oct. 1, 1981, see section 2113(o) of Pub. L. 97–35, set 
out as an Effective Date of 1981 Amendment note under 
section 1396a of this title. 
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1 So in original. Probably should be ‘‘Part’’. 

§§ 1320c–21, 1320c–22. Omitted 

CODIFICATION 

Sections 1320c–21 and 1320c–22 were omitted in the 
general revision of this part by Pub. L. 97–248, title I, 
§ 143, Sept. 3, 1982, 96 Stat. 382. 

Section 1320c–21, act Aug. 14, 1935, ch. 531, title XI, 
§ 1172, as added Oct. 25, 1977, Pub. L. 95–142, § 5(k), 91 
Stat. 1190; amended Aug. 13, 1981, Pub. L. 97–35, title 
XXI, §§ 2113(l), 2193(c)(7), 95 Stat. 795, 827, related to an-
nual reports submitted to Congress by Secretary. See 
section 1320c–10 of this title. 

Section 1320c–22, act Aug. 14, 1935, ch. 531, title XI, 
§ 1173, as added Oct. 25, 1977, Pub. L. 95–142, § 5(l)(1), 91 
Stat. 1191; amended Dec. 5, 1980, Pub. L. 96–499, title IX, 
§ 923(e), 94 Stat. 2628, provided that medical officers in 
American Samoa, the Northern Mariana Islands, and 
the Trust Territory of the Pacific Islands were includ-
able in program under former Part B. See section 
1320c–12 of this title. 

PART C—ADMINISTRATIVE SIMPLIFICATION 

§ 1320d. Definitions 

For purposes of this part: 

(1) Code set 

The term ‘‘code set’’ means any set of codes 
used for encoding data elements, such as 
tables of terms, medical concepts, medical di-
agnostic codes, or medical procedure codes. 

(2) Health care clearinghouse 

The term ‘‘health care clearinghouse’’ 
means a public or private entity that proc-
esses or facilitates the processing of non-
standard data elements of health information 
into standard data elements. 

(3) Health care provider 

The term ‘‘health care provider’’ includes a 
provider of services (as defined in section 
1395x(u) of this title), a provider of medical or 
other health services (as defined in section 
1395x(s) of this title), and any other person fur-
nishing health care services or supplies. 

(4) Health information 

The term ‘‘health information’’ means any 
information, whether oral or recorded in any 
form or medium, that— 

(A) is created or received by a health care 
provider, health plan, public health author-
ity, employer, life insurer, school or univer-
sity, or health care clearinghouse; and 

(B) relates to the past, present, or future 
physical or mental health or condition of an 
individual, the provision of health care to an 
individual, or the past, present, or future 
payment for the provision of health care to 
an individual. 

(5) Health plan 

The term ‘‘health plan’’ means an individual 
or group plan that provides, or pays the cost 
of, medical care (as such term is defined in 
section 300gg–91 of this title). Such term in-
cludes the following, and any combination 
thereof: 

(A) A group health plan (as defined in sec-
tion 300gg–91(a) of this title), but only if the 
plan— 

(i) has 50 or more participants (as de-
fined in section 1002(7) of title 29); or 

(ii) is administered by an entity other 
than the employer who established and 
maintains the plan. 

(B) A health insurance issuer (as defined in 
section 300gg–91(b) of this title). 

(C) A health maintenance organization (as 
defined in section 300gg–91(b) of this title). 

(D) Parts 1 A, B, C, or D of the Medicare 
program under subchapter XVIII of this 
chapter. 

(E) The medicaid program under sub-
chapter XIX of this chapter. 

(F) A Medicare supplemental policy (as de-
fined in section 1395ss(g)(1) of this title). 

(G) A long-term care policy, including a 
nursing home fixed indemnity policy (unless 
the Secretary determines that such a policy 
does not provide sufficiently comprehensive 
coverage of a benefit so that the policy 
should be treated as a health plan). 

(H) An employee welfare benefit plan or 
any other arrangement which is established 
or maintained for the purpose of offering or 
providing health benefits to the employees 
of 2 or more employers. 

(I) The health care program for active 
military personnel under title 10. 

(J) The veterans health care program 
under chapter 17 of title 38. 

(K) The Civilian Health and Medical Pro-
gram of the Uniformed Services 
(CHAMPUS), as defined in section 1072(4) of 
title 10. 

(L) The Indian health service program 
under the Indian Health Care Improvement 
Act (25 U.S.C. 1601 et seq.). 

(M) The Federal Employees Health Benefit 
Plan under chapter 89 of title 5. 

(6) Individually identifiable health information 

The term ‘‘individually identifiable health 
information’’ means any information, includ-
ing demographic information collected from 
an individual, that— 

(A) is created or received by a health care 
provider, health plan, employer, or health 
care clearinghouse; and 

(B) relates to the past, present, or future 
physical or mental health or condition of an 
individual, the provision of health care to an 
individual, or the past, present, or future 
payment for the provision of health care to 
an individual, and— 

(i) identifies the individual; or 
(ii) with respect to which there is a rea-

sonable basis to believe that the informa-
tion can be used to identify the individual. 

(7) Standard 

The term ‘‘standard’’, when used with ref-
erence to a data element of health information 
or a transaction referred to in section 
1320d–2(a)(1) of this title, means any such data 
element or transaction that meets each of the 
standards and implementation specifications 
adopted or established by the Secretary with 
respect to the data element or transaction 
under sections 1320d–1 through 1320d–3 of this 
title. 
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