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SUBCHAPTER A—GENERAL PROVISIONS

PART 400—INTRODUCTION;
DEFINITIONS

Subpart A—[Reserved]

Subpart B—Definitions

Sec.
400.200 General definitions.
400.202 Definitions specific to Medicare.
400.203 Definitions specific to Medicaid.

Subpart C—OMB Control Numbers for
Approved Collections of Information

400.300 Scope.
400.310 Display of currently valid OMB con-

trol numbers.

AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395hh) and
44 U.S.C. Chapter 35.

Subpart A—[Reserved]

Subpart B—Definitions
§ 400.200 General definitions.

In this chapter, unless the context
indicates otherwise—

Act means the Social Security Act,
and titles referred to are titles of that
Act.

Administrator means the Adminis-
trator, Health Care Financing Admin-
istration.

Area means the geographical area
within the boundaries of a State, or a
State or other jurisdiction, designated
as constituting an area with respect to
which a Professional Standards Review
Organization or a Utilization and Qual-
ity Control Peer Review Organization
has been or may be designated.

CMP stands for competitive medical
plan.

Conditions of participation includes re-
quirements for participation as the latter
term is used in part 483 of this chapter.

Condition level deficiencies includes
deficiencies with respect to ‘‘level A re-
quirements’’ as the latter term is used
in parts 442 and 483 of this chapter.

CORF stands for comprehensive out-
patient rehabilitation facility.

CFR stands for Code of Federal Regu-
lations.

CY stands for calendar year.

Department means the Department of
Health and Human Services (HHS), for-
merly the Department of Health, Edu-
cation, and Welfare.

ESRD stands for end-stage renal dis-
ease.

FDA stands for the Food and Drug
Administration.

FQHC means Federally qualified
health center.

FR stands for Federal Register.
FY stands for fiscal year.
HCFA stands for Health Care Financ-

ing Administration.
HCPP stands for health care prepay-

ment plan.
HHS stands for the Department of

Health and Human Services.
HHA stands for home health agency.
HMO stands for health maintenance

organization.
ICF stands for intermediate care fa-

cility.
ICF/MR stands for intermediate care

facility for the mentally retarded.
Medicaid means medical assistance

provided under a State plan approved
under title XIX of the Act.

Medicare means the health insurance
program for the aged and disabled
under title XVIII of the Act.

OASDI stands for the Old Age, Survi-
vors, and Disability Insurance program
under title II of the Act.

OIG stands for the Department’s Of-
fice of the Inspector General.

PRO stands for Utilization and Qual-
ity Control Peer Review Organization.

QDWI stands for Qualified Disabled
and Working Individual.

QMB stands for Qualified Medicare
Beneficiary.

Qualified Disabled and Working Indi-
vidual means an individual who—

(1) Is eligible to enroll for Medicare
Part A under section 1818A of the Act.

(2) Has income, as determined in ac-
cordance with SSI methodologies, that
does not exceed 200 percent of the Fed-
eral poverty guidelines (as defined and
revised annually by the Office of Man-
agement and Budget) for a family of
the size of the individual’s family;

(3) Has resources, as determined in
accordance with SSI methodologies,
that do not exceed twice the relevant
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maximum amount established, for SSI
eligibility, for an individual or for an
individual and his or her spouse; and

(4) Is not otherwise eligible for Med-
icaid.

Qualified Medicare Beneficiary means
an individual who—

(1) Is entitled to Medicare Part A,
with or without payment of premiums,
but is not entitled solely because he or
she is eligible to enroll as a QDWI;

(2) Has resources, as determined in
accordance with SSI methodologies,
that do not exceed twice the maximum
amount established for SSI eligibility;
and

(3) Has income, as determined in ac-
cordance with SSI methodologies, that
does not exceed 100 percent of the Fed-
eral poverty guidelines.

Regional Administrator means a Re-
gional Administrator of HCFA.

Regional Office means one of the re-
gional offices of HCFA.

RHC stands for rural health clinic.
Secretary means the Secretary of

Health and Human Services.
SNF stands for skilled nursing facil-

ity.
Social security benefits means monthly

cash benefits payable under section 202
or 223 of the Act.

SSA stands for Social Security Ad-
ministration.

United States means the fifty States,
the District of Columbia, the Common-
wealth of Puerto Rico, the Virgin Is-
lands, Guam, American Samoa, and the
Northern Mariana Islands.

U.S.C. stands for United States Code.
Utilization and Quality Control Peer

Review Organization (PRO) means an or-
ganization that has a contract with
HCFA to review, under Part B of title
XI of the Act, the health care services
or items furnished or proposed to be
furnished to Medicare beneficiaries.

[48 FR 12534, Mar. 25, 1983, as amended at 49
FR 7206, Feb. 27, 1984; 50 FR 15326 and 15358,
Apr. 17, 1985; 50 FR 41886, Oct. 16, 1985; 51 FR
43197, Dec. 1, 1986; 52 FR 27764, July 23, 1987;
56 FR 8852, Mar. 1, 1991; 56 FR 38077, Aug. 12,
1991; 57 FR 24975, June 12, 1992; 57 FR 55912,
Nov. 25, 1992]

§ 400.202 Definitions specific to Medi-
care.

As used in connection with the Medi-
care program, unless the context indi-
cates otherwise—

Beneficiary means a person who is en-
titled to Medicare benefits.

Carrier means an entity that has a
contract with HCFA to determine and
make Medicare payments for Part B
benefits payable on a charge basis and
to perform other related functions.

Critical access hospital (CAH) means a
facility designated by HFCA as meet-
ing the applicable requirements of sec-
tion 1820 of the Act and of subpart F of
part 485 of this chapter.

Entitled means that an individual
meets all the requirements for Medi-
care benefits.

Essential access community hospital
(EACH) means a hospital designated by
HCFA as meeting the applicable re-
quirements of section 1820 of the Act
and of subpart G of part 412 of this
chapter, as in effect on September 30,
1997.

GME stands for graduate medical
education.

Hospital insurance benefits means pay-
ments on behalf of, and in rare cir-
cumstances directly to, an entitled in-
dividual for services that are covered
under Part A of title XVIII of the Act.

Intermediary means an entity that
has a contract with HCFA to determine
and make Medicare payments for Part
A or Part B benefits payable on a cost
basis and to perform other related
functions.

Medicare Part A means the hospital
insurance program authorized under
Part A of title XVIII of the Act.

Medicare Part B means the supple-
mentary medical insurance program
authorized under Part B of title XVIII
of the Act.

Payment on an assignment-related basis
means payment for Part B services—

(1) To a physician or other supplier
that accepts assignment from the bene-
ficiary, in accordance with § 424.55 or
§ 424.56 of this chapter;

(2) To a physician or other supplier
after the beneficiary’s death, in accord-
ance with § 424.64(c)(1) of this chapter;
or

(3) To an entity that pays the physi-
cian or other supplier under a health
benefit plan, in accordance with § 424.66
of this chapter.

Provider means a hospital, a CAH, a
skilled nursing facility, a comprehen-
sive outpatient rehabilitation facility,
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a home health agency, or a hospice
that has in effect an agreement to par-
ticipate in Medicare, or a clinic, a re-
habilitation agency, or a public health
agency that has in effect a similar
agreement but only to furnish out-
patient physical therapy or speech pa-
thology services, or a community men-
tal health center that has in effect a
similar agreement but only to furnish
partial hospitalization services.

Railroad retirement benefits means
monthly benefits payable to individ-
uals under the Railroad Retirement
Act of 1974 (45 U.S.C. beginning at sec-
tion 231).

Services means medical care or serv-
ices and items, such as medical diag-
nosis and treatment, drugs and
biologicals, supplies, appliances, and
equipment, medical social services, and
use of hospital, CAH, or SNF facilities.

Supplementary medical insurance bene-
fits means payment to or on behalf of
an entitled individual for services cov-
ered under Part B of title XVIII of the
Act.

Supplier means a physician or other
practitioner, or an entity other than a
provider, that furnishes health care
services under Medicare.

[48 FR 12534, Mar. 25, 1983, as amended at 48
FR 56024, Dec. 16, 1983; 49 FR 3658, Jan. 30,
1984; 51 FR 43197, Dec. 1, 1986; 52 FR 27764,
July 23, 1987; 55 FR 24567, June 18, 1990; 56 FR
8852, Mar. 1, 1991; 58 FR 30666, May 26, 1993; 59
FR 6576, Feb. 11, 1994; 60 FR 63175, Dec. 8,
1995; 62 FR 46025, Aug. 29, 1997]

§ 400.203 Definitions specific to Medic-
aid.

As used in connection with the Med-
icaid program, unless the context indi-
cates otherwise—

Applicant means an individual whose
written application for Medicaid has
been submitted to the agency deter-
mining Medicaid eligibility, but has
not received final action. This includes
an individual (who need not be alive at
the time of application) whose applica-
tion is submitted through a representa-
tive or a person acting responsibly for
the individual.

Federal financial participation (FFP)
means the Federal Government’s share
of a State’s expenditures under the
Medicaid program.

FMAP stands for the Federal medical
assistance percentage, which is used to
calculate the amount of Federal share
of State expenditures for services.

Medicaid agency or agency means the
single State agency administering or
supervising the administration of a
State Medicaid plan.

Nursing facility (NF), effective Octo-
ber 1, 1990, means an SNF or an ICF
participating in the Medicaid program.

Provider means any individual or en-
tity furnishing Medicaid services under
a provider agreement with the Medic-
aid agency.

Recipient means an individual who
has been determined eligible for Medic-
aid.

Services means the types of medical
assistance specified in section 1905(a) of
the Act and defined in subpart A of
part 440 of this chapter.

State means the several States, the
District of Columbia, the Common-
wealth of Puerto Rico, the Virgin Is-
lands, Guam, American Samoa and the
Northern Mariana Islands.

State plan or the plan means a com-
prehensive written commitment by a
Medicaid agency, submitted under sec-
tion 1902(a) of the Act, to administer or
supervise the administration of a Med-
icaid program in accordance with Fed-
eral requirements.

[48 FR 12534, Mar. 25, 1983, as amended at 50
FR 33029, Aug. 16, 1985; 56 FR 8852, Mar. 1,
1991; 57 FR 29155, June 30, 1992]

Subpart C—OMB Control Numbers
for Approved Collections of
Information

SOURCE: 49 FR 4477, Feb. 7, 1984, unless oth-
erwise noted.

§ 400.300 Scope.
This subpart collects and displays

control numbers assigned by the Office
of Management and Budget (OMB) to
collections of information contained in
HCFA regulations, in accordance with
OMB’s regulations for controlling pa-
perwork burdens on the public, 5 CFR
part 1320. HCFA intends that the sub-
part comply with the requirements of
section 3507(f) of the Paperwork Reduc-
tion Act of 1980, 44 U.S.C. chapter 35
which requires that agencies shall not
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engage in a ‘‘collection of information’’
without obtaining a control number
from OMB.

§ 400.310 Display of currently valid
OMB control numbers.

Sections in 42 CFR that contain collections of
information

Current OMB
control Nos.

403.510 ............................................................ 0938—0641
405.509 ............................................................ 0938—0666
405.512 ............................................................ 0938—0008
405.2112, 405.2123, 405.2134, 405.2136–

405.2140, 405.2171 ..................................... 0938—0386
409.43 .............................................................. 0938—0365
410.105 ............................................................ 0938—0267
411.25, 411.32 ................................................. 0938—0564
411.54 .............................................................. 0938—0558
411.165 ............................................................ 0938—0564
411.404, 411.406 ............................................. 0938—0465
411.408 ............................................................ 0938—0566
412.42 .............................................................. 0938—0666
412.92 .............................................................. 0938—0477
412.105 ............................................................ 0938—0456
412.230, 412.232, 412.234, 412.236,

412.254, 412.260, 412.266, 412.278 ........... 0938—0573
415.60 .............................................................. 0938—0301
415.162 ............................................................ 0938—0301
416.43 .............................................................. 0938—0506
416.47 .............................................................. 0938—0266

and
0938—0506

417.126 ............................................................ 0938—0472
417.436, 417.801 ............................................. 0938—0610
418.22, 418.24, 418.28, 418.56, 418.58,

418.70, 418.74 ............................................. 0938—0302
418.30, 418.82, 418.83, 418.96, 418.100 ....... 0938—0475
418.96, 418.100 ............................................... 0938—0302
421.117 ............................................................ 0938—0542
424.3 ................................................................ 0938—0008
424.5, 424.7, 424.20 ....................................... 0938—0454
424.22 .............................................................. 0938—0489
424.32, 424.34 ................................................. 0938—0008
431.17 .............................................................. 0938—0467
431.50, 431.52, 431.55 ................................... 0938—0247
431.107 ............................................................ 0938—0610
431.306 ............................................................ 0938—0467
431.625 ............................................................ 0938—0247
431.630 ............................................................ 0938—0445
431.800 ............................................................ 0938—0247
431.806, 431.830, 431.432, 431.834, 431.836 0938—0438
432.50 .............................................................. 0938—0459
433.36, 433.37 ................................................. 0938—0247
433.68, 433.74 ................................................. 0938—0618
433.110, 433.112–433.114, 433.116,

433.117, 433.119–433.121, 433.123,
433.127, 433.130, 433.131, 433.135 ........... 0938—0247

433.138 ............................................................ 0938—0502
0938—0553

and
0938—0555

433.139 ............................................................ 0938—0459
0938—0554

and
0938—0555

434.27 .............................................................. 0938—0572
434.28 .............................................................. 0938—0610
435.1, 435.910, 435.919, 435.920, 435.940,

435.945, 435.948, 435.952, 435.953,
435.955, 435.960, 435.965, 435.1003,
441.11, 441.15, 441.20 ................................ 0938—0247

441.56, 441.58, 441.60, 441.61 ...................... 0938—0354
441.302 ............................................................ 0938—0449

Sections in 42 CFR that contain collections of
information

Current OMB
control Nos.

441.303 ............................................................ 0938—0272
and

0938—0449
441.351, 441.352, 441.353, 441.356, 441.365 0938—0613
442.505 ............................................................ 0938—0366
447.31 .............................................................. 0938—0287
447.45, 447.50, 447.51, 447.52 ...................... 0938—0247
447.53 .............................................................. 0938—0429
447.55 .............................................................. 0938—0247
447.253 ............................................................ 0938—0366

0938—0523
and

0938—0556
447.255 ............................................................ 0938—0193
447.272, 447.299 ............................................. 0938—0618
447.302, 447.331, 447.332, 447.333 .............. 0938—0247
456.80 .............................................................. 0938—0247
456.654 ............................................................ 0938—0445
456.700, 456.705, 456.709, 456.711, 456.712 0938—0659
462.102, 462.103 ............................................. 0938—0526
466.70, 466.72, 466.74 ................................... 0938—0445
466.78 .............................................................. 0938—0445

and
0938—0665

466.80, 466.94 ................................................. 0938—0445
473.18, 473.34, 473.36, 473.42 ...................... 0938—0443
476.104, 476.105, 476.116, 476.134 .............. 0938—0426
481.61 .............................................................. 0938—0328
482.12, 482.21, 482.22, 482.27, 482.30,

482.41, 482.43, 482.53, 482.56, 482.57,
482.60, 482.62 ............................................. 0938—0328

483.10 .............................................................. 0938—0610
483.410, 483.420, 483.440, 483.460, 483.470 0938—0366
484.1, 484.2 ..................................................... 0938—0365
484.10 .............................................................. 0938—0365

and
0938—0610

484.12, 484.14, 484.16, 484.18, 484.30,
484.32, 484.34, 484.36, 484.48, 484.52 ..... 0938—0365

485.56, 485.58, 485.60, 485.64, 485.66 ......... 0938—0267
and

0938—0538
485.709, 485.711, 485.717, 485.719,

485.721, 487.723, 485.725, 485.727 ........... 0938—0336
486.104, 486.106, 486.110 ............................. 0938—0338
486.155, 486.161, 486.163 ............................. 0938—0336
488.10 .............................................................. 0938—0646
488.18 .............................................................. 0938—0667
488.26 .............................................................. 0938—0646
489.20 .............................................................. 0938—0564

and
0938—0667

489.24 .............................................................. 0938—0334
0938—0663

and
0938—0667

489.102 ............................................................ 0938—0610
491.9, 491.10 ................................................... 0938—0334
493.35, 493.37, 493.39, 493.43, 493.45,

493.47, 493.49, 493.51, 493.53,.
493.55, 493.60, 493.61, 493.62, 493.63 ......... 0938—0612
493.614, 493.633, 494.634 ............................. 0938—0607
493.801–493.1285, 493.1425, 493.1701,

493.1703, 493.1705, 493.1707, 493.1709,
493.1711, 493.1713, 493.1715, 493.1717,
493.1719, 493.1721, 493.1775, 493.1776,
493.1777, 493.1780, 493.2001 .................... 0938—0612

494.52, 494.54, 494.56, 494.58, 494.64 ......... 0938—0608
498.22, 498.40, 498.58, 498.82 ...................... 0938—0508
1004.40, 1004.50, 1004.60, 1004.70 .............. 0938—0444

[60 FR 50445, Sept. 29, 1995, as amended at 60
FR 63188, Dec. 8, 1995]
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PART 401—GENERAL
ADMINISTRATIVE REQUIREMENTS

Subpart A—[Reserved]

Subpart B—Confidentiality and Disclosure

Sec.
401.101 Purpose and scope.
401.102 Definitions.
401.105 Rules for disclosure.
401.106 Publication.
401.108 HCFA rulings.
401.110 Publications for sale.
401.112 Availability of administrative staff

manuals.
401.116 Availability of records upon request.
401.118 Deletion of identifying details.
401.120 Creation of records.
401.126 Information or records that are not

available.
401.128 Where requests for records may be

made.
401.130 Materials available at social secu-

rity district offices and branch offices.
401.132 Materials in field offices of the Of-

fice of Hearings and Appeals, SSA.
401.133 Availability of official reports on

providers and suppliers of services, State
agencies, intermediaries, and carriers
under Medicare.

401.134 Release of Medicare information to
State and Federal agencies.

401.135 Release of Medicare information to
the public.

401.136 Requests for information or records.
401.140 Fees and charges.
401.144 Denial of requests.
401.148 Administrative review.
401.152 Court review.

Subparts C–E—[Reserved]

Subpart F—Claims Collection and
Compromise

401.601 Basis and scope.
401.603 Definitions.
401.605 Omissions not a defense.
401.607 Claims collection.
401.613 Compromise of claims.
401.615 Payment of compromise amount.
401.617 Suspension of collection action.
401.621 Termination of collection action.
401.623 Joint and several liability.
401.625 Effect of HCFA claims collection de-

cisions on appeals.

AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395hh). Sub-
part F is also issued under the authority of
the Federal Claims Collection Act (31 U.S.C.
3711).

Subpart A—[Reserved]

Subpart B—Confidentiality and
Disclosure

SOURCE: 46 FR 55696, Nov. 12, 1981, unless
otherwise noted.

§ 401.101 Purpose and scope.
(a) The regulations in this subpart:
(1) Implement section 1106(a) of the

Social Security Act as it applies to the
Health Care Financing Administration
(HCFA). The rules apply to information
obtained by officers or employees of
HCFA in the course of administering
title XVIII of the Social Security Act
(Medicare), information obtained by
Medicare intermediaries or carriers in
the course of carrying out agreements
under sections 1816 and 1842 of the So-
cial Security Act, and any other infor-
mation subject to section 1106(a) of the
Social Security Act;

(2) Relate to the availability to the
public, under 5 U.S.C. 552, of records of
HCFA and its components. They set
out what records are available and how
they may be obtained; and

(3) Supplement the regulations of the
Department of Health and Human
Services relating to availability of in-
formation under 5 U.S.C. 552, codified
in 45 CFR part 5, and do not replace or
restrict them.

(b) Except as authorized by the rules
in this subpart, no information de-
scribed in paragraph (a)(1) of this sec-
tion shall be disclosed. The procedural
rules in this subpart (§§ 401.106 through
401.152) shall be applied to requests for
information which is subject to the
rules for disclosure in this subpart.

(c) Requests for information which
may not be disclosed according to the
provisions of this subpart shall be de-
nied under authority of section 1106(a)
of the Social Security Act and this sub-
part, and furthermore, such requests
which have been made pursuant to the
Freedom of Information Act shall be
denied under authority of an appro-
priate Freedom of Information Act ex-
emption, 5 U.S.C. 552(b).

§ 401.102 Definitions.
For purposes of this subpart:
Act means the Social Security Act.
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Freedom of Information Act rules
means the substantive mandatory dis-
closure provisions of the Freedom of
Information Act, 5 U.S.C. 552 (including
the exemptions from mandatory disclo-
sure, 5 U.S.C. 552(b), as implemented by
the Department’s public information
regulation, 45 CFR part 5, subpart F
and by §§ 401.106 to 401.152 of this sub-
part.

Person means a person as defined in
the Administrative Procedure Act, 5
U.S.C. 551(2). This includes State or
local agencies, but does not include
Federal agencies or State or Federal
courts.

Record has the same meaning as that
provided in 45 CFR 5.5.

Subject individual means an individual
whose record is maintained by the De-
partment in a system of records, as the
terms ‘‘individual,’’ ‘‘record’’, and
‘‘system of records’’ are defined in the
Privacy Act of 1974, 5 U.S.C. 552a(a).

§ 401.105 Rules for disclosure.
(a) General rule. The Freedom of In-

formation Act rules shall be applied to
every proposed disclosure of informa-
tion. If, considering the circumstances
of the disclosure, the information
would be made available in accordance
with the Freedom of Information Act
rules, then the information may be dis-
closed regardless of whether the re-
quester or recipient of the information
has a statutory right to request the in-
formation under the Freedom of Infor-
mation Act, 5 U.S.C. 552, or whether a
request has been made.

(b) Application of the general rule. Pur-
suant to the general rule in paragraph
(a) of this section,

(1) Information shall be disclosed—
(i) To a subject individual when re-

quired by the access provision of the
Privacy Act, 5 U.S.C. 552a(d), as imple-
mented by the Department Privacy Act
regulation, 45 CFR part 5b; and

(ii) To a person upon request when
required by the Freedom of Informa-
tion Act, 5 U.S.C. 552;

(2) Unless prohibited by any other
statute (e.g., the Privacy Act of 1974, 5
U.S.C. 552a(b), the Tax Reform Act of
1976, 26 U.S.C. 6103, or section 1106(d)
and (e) of the Social Security Act), in-
formation may be disclosed to any re-
quester or recipient of the information,

including another Federal agency or a
State or Federal court, when the infor-
mation would not be exempt from man-
datory disclosure under Freedom of In-
formation Act rules or when the infor-
mation nevertheless would be made
available under the Department’s pub-
lic information regulation’s criteria for
disclosures which are in the public in-
terest and consistent with obligations
of confidentiality and administrative
necessity, 45 CFR part 5, subpart F, as
supplemented by §§ 401.106 to 401.152 of
this subpart.

[42 FR 14704, Mar. 16, 1977. Redesignated at 45
FR 74913, 74914, Nov. 13, 1980, and correctly
redesignated at 46 FR 24551, May 1, 1981, as
amended at 46 FR 55697, Nov. 12, 1981]

§ 401.106 Publication.
(a) Methods of publication. Materials

required to be published under the pro-
visions of The Freedom of Information
Act, 5 U.S.C. 552 (a)(1) and (2) are pub-
lished in one of the following ways:

(1) By publication in the FEDERAL
REGISTER of HCFA regulations, and by
their subsequent inclusion in the Code
of Federal Regulations;

(2) By publication in the FEDERAL
REGISTER of appropriate general no-
tices;

(3) By other forms of publication,
when incorporated by reference in the
FEDERAL REGISTER with the approval
of the Director of the Federal Register;
and

(4) By publication of indexes of
precedential orders and opinions issued
in the adjudication of claims, state-
ments of policy and interpretations
which have been adopted but have not
been published in the FEDERAL REG-
ISTER, and of administrative staff
manuals and instructions to staff that
affect a member of the public.

(b) Availability for inspection. Those
materials which are published in the
FEDERAL REGISTER pursuant to 5 U.S.C.
552(a)(1) shall, to the extent practicable
and to further assist the public, be
made available for inspection at the
places specified in § 401.128.

[46 FR 55696, Nov. 12, 1981, as amended at 48
FR 22924, May 23, 1983]

§ 401.108 HCFA rulings.
(a) After September 1981, a precedent

final opinion or order or a statement of
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policy or interpretation that has not
been published in the FEDERAL REG-
ISTER as a part of a regulation or of a
notice implementing regulations, but
which has been adopted by HCFA as
having precedent, may be published in
the FEDERAL REGISTER as a HCFA Rul-
ing and will be made available in the
publication entitled HCFA Rulings.

(b) Precedent final opinions and or-
ders and statements of policy and in-
terpretation that were adopted by
HCFA before October, 1981, and that
have not been published in the FED-
ERAL REGISTER are available in HCFA
Rulings.

(c) HCFA Rulings are published under
the authority of the Administrator,
HCFA. They are binding on all HCFA
Components, and on the Social Secu-
rity Administration to the extent that
components of the Social Security Ad-
ministration adjudicate matters under
the jurisdiction of HCFA.

[48 FR 22924, May 23, 1983]

§ 401.110 Publications for sale.
The following publications contain-

ing information pertaining to the pro-
gram, organization, functions, and pro-
cedures of HCFA may be purchased
from the Superintendent of Docu-
ments, Government Printing Office,
Washington, DC 20402.

(a) Titles 20, 42, and 45 of the Code of
Federal Regulations.

(b) FEDERAL REGISTER issues.
(c) Compilation of the Social Secu-

rity Laws.
(d) HCFA Rulings.
(e) Social Security Handbook. The

information in the Handbook is not of
precedent or interpretative force.

(f) Medicare/Medicaid Directory of
Medical Facilities.

§ 401.112 Availability of administrative
staff manuals.

All HCFA administrative staff manu-
als and instructions to staff personnel
which contain policies, procedures, or
interpretations that affect the public
are available for inspection and copy-
ing. A complete listing of such mate-
rials is published in HCFA Rulings.
These manuals are generally not print-
ed in a sufficient quantity to permit
sale or other general distribution to
the public. Selected material is main-

tained at Social Security Administra-
tion district offices and field offices
and may be inspected there. See
§§ 401.130 and 401.132 for a listing of this
material.

§ 401.116 Availability of records upon
request.

(a) General. In addition to the records
made available pursuant to §§ 401.106,
401.108, 401.110 and 401.112, HCFA will,
upon request made in accordance with
this subpart, make identified records
available to any person, unless they
are exempt from disclosure under the
provisions of section 552(b) of title 5,
United States Code (see § 401.126), or
any other provision of law.

(b) Misappropriation, alteration, or de-
struction of records. No person may re-
move any record made available to him
for inspection or copying under this
part, from the place where it is made
available. In addition, no person may
steal, alter, mutilate, obliterate, or de-
stroy in whole or in part, such a record.
See sections 641 and 2071 of title 18 of
the United States Code.

§ 401.118 Deletion of identifying de-
tails.

When HCFA publishes or otherwise
makes available an opinion or order,
statement of policy, or other record
which relates to a private party or par-
ties, the name or names or other iden-
tifying details will be deleted.

§ 401.120 Creation of records.

Records will not be created by com-
piling selected items from the files,
and records will not be created to pro-
vide the requester with such data as ra-
tios, proportions, percentages, per
capitas, frequency distributions,
trends, correlations, and comparisons.
If such data have been compiled and
are available in the form of a record,
the record shall be made available as
provided in this subpart.

§ 401.126 Information or records that
are not available.

(a) Specific exemptions from disclosure.
Pursuant to paragraph (b) of 5 U.S.C.
552, certain classes of records are ex-
empt from disclosure. For some exam-
ples of the kinds of materials which are
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exempt, see subpart F of the public in-
formation regulation of the Depart-
ment of Health and Human Services (45
CFR part 5) and the appendix to that
regulation.

(b) Materials exempt from disclosure by
statute. Pursuant to paragraph (b)(3) of
5 U.S.C. 552, as amended, which ex-
empts from the requirement for disclo-
sure matters that are exempted from
disclosure by statute, provided that
such statute requires that the matters
be withheld from the public in such a
manner as to leave no discretion on the
issue, or establishes particular criteria
for withholding or refers to particular
types of matter to be withheld:

(1) Reports described in sections 1106
(d) and (e) of the Social Security Act
shall not be disclosed, except in accord-
ance with the provisions of sections
1106 (d) and (e). Sections 1106 (d) and (e)
provide for public inspection of certain
official reports dealing with the oper-
ation of the health programs estab-
lished by titles XVIII and XIX of the
Social Security Act (Medicare and
Medicaid), but require that program
validation survey reports and other
formal evaluations of providers of serv-
ices shall not identify individual pa-
tients, individual health care practi-
tioners, or other individuals. Section
1106(e) further requires that none of the
reports shall be made public until the
contractor or provider whose perform-
ance is being evaluated has had a rea-
sonable opportunity to review that re-
port and to offer comments. See
§ 401.133 (b) and (c);

(2)(i) Except as specified in paragraph
(b)(2)(ii) of this section, HCFA may not
disclose any accreditation survey or
any information directly related to the
survey (including corrective action
plans) made by and released to it by
the Joint Commission on Accreditation
of Healthcare Organizations, the Amer-
ican Osteopathic Association or any
other national accreditation organiza-
tion that meets the requirements of
§ 488.6 or § 493.506 of this chapter. Mate-
rials that are confidential include ac-
creditation letters and accompanying
recommendations and comments pre-
pared by an accreditation organization
concerning the entities it surveys.

(ii) Exceptions.

(A) HCFA may release the accredita-
tion survey of any home health agency;
and

(B) HCFA may release the accredita-
tion survey and other information di-
rectly related to the survey (including
corrective action plans) to the extent
the survey and information relate to
an enforcement action (for example,
denial of payment for new admissions,
civil money penalties, temporary man-
agement and termination) taken by
HCFA; and

(3) Tax returns and return informa-
tion defined in section 6103 of the Inter-
nal Revenue Code, as amended by the
Tax Reform Act of 1976, shall not be
disclosed except as authorized by the
Internal Revenue Code.

(c) Effect of exemption. Neither 5
U.S.C. 552 nor this regulation directs
the withholding of any record or infor-
mation, except to the extent of the pro-
hibitions in paragraph (b) of this sec-
tion. Except for material required to be
withheld under the statutory provi-
sions incorporated in paragraph (b) of
this section or under another statute
which meets the standards in 5 U.S.C.
552(b)(3), materials exempt from man-
datory disclosure will nevertheless be
made available when this can be done
consistently with obligations of con-
fidentiality and administrative neces-
sity. The disclosure of materials or
records under these circumstances in
response to a specific request, however,
is of no precedent force with respect to
any other request.

[46 FR 55696, Nov. 12, 1981, as amended at 58
FR 61837, Nov. 23, 1993]

§ 401.128 Where requests for records
may be made.

(a) General. Any request for any
record may be made to—

(1) Any HCFA component;
(2) Director, Office of Public Affairs,

HCFA 313–H, Hubert H. Humphrey
Building, 200 Independence Avenue,
Washington, DC 20201; or

(3) Director of Public Affairs in any
Regional Office of the Department of
Health and Human Services.

The locations and service areas of
these offices are as follows:

Region I—John F. Kennedy Federal Building,
Boston, MA 02203. Connecticut, Maine,
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Massachusetts, New Hampshire, Rhode Is-
land, Vermont.

Region II—26 Federal Plaza, New York, NY
10007. New York, New Jersey, Puerto Rico,
Virgin Islands.

Region III—Gateway Building, 3535 Market
Street, Philadelphia, PA 19101. Delaware,
Maryland, Pennsylvania, Virginia, West
Virginia, District of Columbia.

Region IV—101 Marietta Street, Altanta, GA
30323. Alabama, Florida, Georgia, Ken-
tucky, Mississippi, North Carolina, South
Carolina, Tennessee.

Region V—300 South Wacker Drive, Chicago,
IL 60606. Illinois, Indiana, Michigan, Min-
nesota, Ohio, Wisconsin.

Region VI—1200 Main Tower Building, Dal-
las, TX 75202. Arkansas, Louisiana, New
Mexico, Oklahoma, Texas.

Region VII—601 East 12th Street, Kansas
City, MO 64106. Iowa, Kansas, Missouri, Ne-
braska.

Region VIII—Federal Office Building, 19th
and Stout Streets, Denver, CO 80294. Colo-
rado, Montana, North Dakota, South Da-
kota, Utah, Wyoming.

Region IX—Federal Office Building, 50 Unit-
ed Nations Plaza, San Francisco, CA 94102.
Arizona, California, Hawaii, Nevada,
Guam, Trust Territory of Pacific Islands,
American Samoa.

Region X—Arcade Plaza Building, 1321 Sec-
ond Avenue, Seattle, WA 98101. Alaska,
Idaho, Oregon, Washington.

(b) Records pertaining to individuals.
HCFA maintains some records pertain-
ing to individuals. Disclosure of such
records is generally prohibited by sec-
tion 1106 of the Social Security Act (42
U.S.C. 1306), except as prescribed in
§ 401.105 (See also § 401.126(b)). Requests
for records pertaining to individuals
may be addressed to:

Director, Office of Research, Dem-
onstrations and Statistics, HCFA, Bal-
timore, Maryland 21235, when informa-
tion is sought from the record of a per-
son who has participated in a research
survey conducted by or for HCFA, Of-
fice of Research, Demonstrations and
Statistics; or whose records have been
included by statistical sampling tech-
niques in research and statistical stud-
ies authorized by the Social Security
Act in the field of health care financ-
ing.

(c) Requests for materials listed in
§ 401.130 or § 401.132 or indexed in the
HCFA Rulings. A request to inspect
and copy materials listed in § 401.130 or
§ 401.132 or indexed in HCFA Rulings
may be made to any district or branch

office of the Social Security Adminis-
tration. If the specific material re-
quested is not available in the office
receiving the request, the material will
be obtained and made available
promptly.

§ 401.130 Materials available at social
security district offices and branch
offices.

(a) Materials available for inspection.
The following are available or will be
made available for inspection at the so-
cial security district offices and branch
offices:

(1) Compilation of the Social Secu-
rity Laws.

(2) The Public Information Regula-
tion of the Department of Health and
Human Services (45 CFR part 5).

(3) Medicare Program regulations is-
sued by the Health Care Financing Ad-
ministration. 42 CFR chapter IV .

(4) HCFA Rulings.
(5) Social Security Handbook.
(b) Materials available for inspection

and copying. The following materials
are available or will be made available
for inspection and copying at the social
security district offices and branch of-
fices:

(1) Claims Manual of the Social Secu-
rity Administration.

(2) Department Staff Manual on Or-
ganization, Department of Health and
Human Services, Part F, HCFA.

(3) Parts 2 and 3 of the Part A

Intermediary Manual (Provider Serv-
ices under Medicare HCFA Pub. 13–2
and 13–3).

(4) Parts 2 and 3 of the Part B
Intermediary Manual (Physician and
Supplier Services).

(5) Intermediary Letters Related to
Parts 2 and 3 of the Part A and Part B
Intermediary Manuals.

(6) State Buy-In Handbook (State En-
rollment of Eligible Individuals under
the Supplementary Medical Insurance
Program) and Letters.

(7) Group Practice Prepayment Plan
Manual (HIM–8) and Letters.

(8) State Operations Manual (HIM–7).
(9) HCFA Letters to State Agencies

on Medicare.
(10) Skilled Nursing Facility Manual

(HCFA Pub. 12).
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(11) Hearing Officers Handbook (Sup-
plementary Medical Insurance Pro-
gram—HIM–21).

(12) Hospital Manual (HIM–10).
(13) Home Health Agency Manual

(HIM–11).
(14) Outpatient Physical Therapy

Provider Manual (HIM–9).
(15) Provider Reimbursement Manual

(HIM–15).
(16) Audit Program Manuals for Hos-

pital (HIM–16), Home Health Agency
(HIM–17), and Extended Care Facilities
(HIM–18).

(17) Statements of deficiencies based
upon survey reports of health care in-
stitutions or facilities prepared after
January 31, 1973, by a State agency,
and such reports (including pertinent
written statements furnished by such
institution or facility on such state-
ments of deficiencies), as set forth in
§ 401.133(a). Except as otherwise pro-
vided for at §§ 401.133 and 488.325 of this
chapter for SNFs, such statements of
deficiencies, reports, and pertinent
written statements shall be available
or made available only at the social se-
curity district office and regional of-
fice servicing the area in which the in-
stitution or facility is located, except
that such statements of deficiencies
and pertinent written statements shall
also be available at the local public as-
sistance offices servicing such area.

(18) Indexes to the materials listed in
paragraph (a) of this section and in this
paragraph (b) and an index to the Bu-
reau of Hearings and Appeals Hand-
book.

[46 FR 55696, Nov. 12, 1981, as amended at 59
FR 56232, Nov. 10, 1994]

§ 401.132 Materials in field offices of
the Office of Hearings and Appeals,
SSA.

(a) Materials available for inspection.
The following materials are available
for inspection in the field offices of the
Office of Hearings and Appeals, SSA.

(1) Title 45 of the Code of Federal
Regulations (including the public in-
formation regulation of the Depart-
ment of Health and Human Services).

(2) Regulations of the Social Security
Administration and HCFA.

(3) Title 5, United States Code.
(4) Compilation of the Social Secu-

rity Laws.

(5) HCFA Rulings.
(6) Social Security Handbook.
(b) Handbook available for inspection

and copying. The Office of Hearings and
Appeals Handbook is available for in-
spection and copying in the field of-
fices of the Office of Hearings and Ap-
peals.

§ 401.133 Availability of official reports
on providers and suppliers of serv-
ices, State agencies, intermediaries,
and carriers under Medicare.

Except as otherwise provided for in
§ 488.325 of this chapter for SNFs, the
following must be made available to
the public under the conditions speci-
fied:

(a) Statements of deficiencies and sur-
vey reports on providers of services pre-
pared by State agencies. (1) Statements
of deficiencies based upon official sur-
vey reports prepared after January 31,
1973, by a State agency pursuant to its
agreement entered into under section
1864 of the Social Security Act and fur-
nished to HCFA, which relate to a
State agency’s findings on the compli-
ance of a health care institution or fa-
cility with the applicable provisions in
section 1861 of the Act and with the
regulations, promulgated pursuant to
those provisions, dealing with health
and safety of patients in those institu-
tions and facilities; and (2) State agen-
cy survey reports. The statement of de-
ficiencies or report and any pertinent
written statements furnished by the in-
stitution or facility on the statement
of deficiencies shall be disclosed within
90 days following the completion of the
survey by the State agency, but not to
exceed 30 days following the receipt of
the report by HCFA. (See
§ 401.130(b)(17)) for places where state-
ments of deficiencies, reports, and per-
tinent written statements will be
available.)

(b) HCFA reports on providers of serv-
ices. Upon request in writing, official
reports and other formal evaluations
(including followup reviews), excluding
references to internal tolerance rules
and practices contained therein, inter-
nal working papers or other informal
memoranda, prepared and completed
after January 31, 1973, which relate to
the performance of providers of serv-
ices under Medicare: Provided, That no
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information identifying individual pa-
tients, physicians, or other practition-
ers, or other individuals shall be dis-
closed under this paragraph. Those re-
ports and other evaluations shall be
disclosed within 30 days following the
final preparation thereof by HCFA dur-
ing which time the providers of serv-
ices shall be afforded a reasonable op-
portunity to offer comments, and there
shall be disclosed with those reports
and evaluations any pertinent written
statements furnished HCFA by those
providers on those reports and evalua-
tions.

(c) Contractor performance review re-
ports. Upon request in writing, official
contractor performance review reports
and other formal evaluations (includ-
ing followup reviews), excluding ref-
erences to internal tolerance rules and
practices contained therein, internal
working papers or other informal
memoranda, prepared and completed
after January 31, 1973, which relate to
the evaluation of the performance of
(1) intermediaries and carriers under
their agreements entered into pursuant
to sections 1816 and 1842 of the Social
Security Act and (2) State agencies
under their agreements entered into
pursuant to section 1864 of the Act (in-
cluding comparative evaluations of the
performance of those intermediaries,
carriers, and State agencies). The lat-
est Contract Performance Review Re-
port pertaining to a particular
intermediary or carrier, prepared prior
to February 1, 1973, may also be dis-
closed to any person upon request in
writing. Those reports and evaluations
shall be disclosed within 30 days follow-
ing their final preparation by HCFA (or
30 days following the request therefor,
in the case of the contract performance
review report prepared prior to Feb-
ruary 1, 1973), during which time those
intermediaries, carriers, and State
agencies, as the case may be, shall be
afforded a reasonable opportunity to
offer comments, and there shall be dis-
closed with those reports and evalua-
tions any pertinent written statements
furnished HCFA by those
intermediaries, carriers, on State agen-
cies or those reports and evaluations.

(d) Accreditation surveys. Upon writ-
ten request, HCFA will release the ac-
creditation survey and related informa-

tion from an accreditation organiza-
tion meeting the requirements of
§ 488.5, § 488.6 or § 493.506 of this chapter
to the extent the survey and informa-
tion relate to an enforcement action
taken (for example, denial of payment
for new admission, civil money pen-
alties, temporary management and ter-
mination) by HCFA;

(e) Upon written request, HCFA will
release the accreditation survey of any
home health agency.

[46 FR 55696, Nov. 12, 1981; 46 FR 59249, Dec.
4, 1981, as amended at 58 FR 61838, Nov. 23,
1993; 59 FR 56232, Nov. 10, 1994]

§ 401.134 Release of Medicare informa-
tion to State and Federal agencies.

(a) Except as provided in paragraph
(b) of this section, the following infor-
mation may be released to an officer or
employee of an agency of the Federal
or a State government lawfully
charged with the administration of a
program receiving grants-in-aid under
title V and XIX of the Social Security
Act for the purpose of administration
of those titles, or to any officer or em-
ployee of the Department of Army, De-
partment of Defense, solely for the ad-
ministration of its Civilian Health and
Medical Program of the Uniformed
Services (CHAMPUS):

(1) Information, including the identi-
fication number, concerning charges
made by physicians, other practition-
ers, or suppliers, and amounts paid
under Medicare for services furnished
to beneficiaries by such physicians,
other practioners, or suppliers, to en-
able the agency to determine the prop-
er amount of benefits payable for medi-
cal services performed in accordance
with those programs; or

(2) Information as to physicians or
other practioners that has been dis-
closed under § 401.105.

(3) Information relating to the quali-
fications and certification status of
hospitals and other health care facili-
ties obtained in the process of deter-
mining whether, and certifying as to
whether, institutions or agencies meet
or continue to meet the conditions of
participation of providers of services or
whether other entities meet or con-
tinue to meet the conditions for cov-
erage of services they furnish.
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(b) The release of such information
shall not be authorized by a fiscal
intermediary or carrier.

(c) The following information may be
released to any officer or employee of
an agency of the Federal or a State
government lawfully charged with the
duty of conducting an investigation or
prosecution with respect to possible
fraud or abuse against a program re-
ceiving grants-in-aid under Medicaid,
but only for the purpose of conducting
such an investigation or prosecution,
or to any officer or employee of the De-
partment of the Army, Department of
Defense, solely for the administration
of its Civilian Health and Medical Pro-
gram of the Uniformed Services
(CHAMPUS), provided that the agency
has filed an agreement with HCFA that
the information will be released only
to the agency’s enforcement branch
and that the agency will preserve the
confidentiality of the information re-
ceived and will not disclose that infor-
mation for other than program pur-
poses:

(1) The name and address of any pro-
vider of medical services, organization,
or other person being actively inves-
tigated for possible fraud in connection
with Medicare, and the nature of such
suspected fraud. An active investiga-
tion exists when there is significant
evidence supporting an initial com-
plaint but there is need for further in-
vestigation.

(2) The name and address of any pro-
vider of medical services, organization,
or other person found, after consulta-
tion with an appropriate professional
association or a program review team,
to have provided unnecessary services,
or of any physician or other individual
found to have violated the assignment
agreement on at least three occasions.

(3) The name and address of any pro-
vider of medical services, organization
or other person released under para-
graph (c)(1) or (2) of this section con-
cerning which an active investigation
is concluded with a finding that there
is no fraud or other prosecutable of-
fense.

§ 401.135 Release of Medicare informa-
tion to the public.

The following shall be made available
to the public under the conditions spec-
ified:

(a) Information as to amounts paid to
providers and other organizations and
facilities for services to beneficiaries
under title XVIII of the Act: Provided,
That no information identifying any
particular beneficiaries shall be dis-
closed under this paragraph.

(b) The name of any provider of serv-
ices or other person furnishing services
to Medicare beneficiaries who—

(1) Has been found by a Federal court
to have been guilty of submitting false
claims in connection with Medicare; or

(2) Has been found by a carrier or
intermediary, after consultation with a
professional medical association func-
tioning external to program adminis-
tration or, if appropriate, the State
medical authority, to have been en-
gaged in a pattern of furnishing serv-
ices to beneficiaries which are substan-
tially in excess of their medical needs;
except that the name of any provider
or other person shall not be disclosed
pursuant to a finding under this para-
graph (b)(2) of this section, unless that
provider or other person has first been
afforded a reasonable opportunity to
offer evidence on his behalf.

(c) Upon request in writing, cost re-
ports submitted by providers of serv-
ices pursuant to section 1815 of the Act
to enable the Secretary to determine
amounts due the providers.

§ 401.136 Requests for information or
records.

(a) A request should reasonably iden-
tify the requested record by brief de-
scription. Requesters who have de-
tailed information which would assist
in identifying the records requested are
urged to provide such information in
order to expedite the handling of the
request. Envelopes in which written re-
quests are submitted should be clearly
identified as Freedom of Information
requests. The request should include
the fee or request determination of the
fee. When necessary, a written request
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will be promptly forwarded to the prop-
er office, and the requester will be ad-
vised of the date of the receipt and
identification and address of the proper
office.

(b) Determinations of whether
records will be released or withheld
will be made within 10 working days
from date of receipt of the request in
the office listed in § 401.128 except
where HCFA extends this time and
sends notice of such extension to the
requester. Such extension may not ex-
ceed 10 additional working days and
shall apply only where the following
unusual circumstances exist:

(1) The need to search for and collect
the requested records from field facili-
ties or other establishments that are
separate from the office processing the
requests;

(2) The need to search for, collect,
and appropriately examine a volumi-
nous amount of separate and distinct
records which are requested in a single
request; or

(3) The need for consultation, which
shall be conducted with all practicable
speed, with another agency having a
substantial interest in the request or
among two or more components of
HCFA having a substantial interest in
the subject matter of the request.

(c) If an extension is made, the re-
quester will be notified in writing be-
fore the expiration of 10 working days
from receipt of the request and will be
given an explanation of why the exten-
sion was necessary and the date on
which a determination will be made.

(d) Authority to extend the time
limit with respect to any request for
information or records is granted to
the Director, Office of Public Affairs,
HCFA and to the Director of Public Af-
fairs in any HHS Regional Office.
Those officers and employees of HCFA
who are listed in § 401.144(a) as having
authority to deny requests for informa-
tion from records maintained on indi-
viduals are granted authority to extend
the time limit for responding to re-
quests for information from such
records.

§ 401.140 Fees and charges.
(a) Statement of policy. It is HCFA’s

policy to comply with certain requests
for information services without

charge. Except as otherwise deter-
mined pursuant to paragraph (c) of this
section, fees will be charged for the fol-
lowing services with respect to all
other requests for information from
records which are reasonably identified
by the requesters:

(1) Reproduction, duplication, or
copying of records;

(2) Searches for records; and
(3) Certification or authentication of

records.
(b) Fee schedules. The fee schedule is

as follows:
(1) Search for records. Three dollars

per hour: Provided, however, That no
charge will be made for the first half
hour.

(2) Reproduction, duplication, or copy-
ing of records. Ten cents per page where
such reproduction can be made by com-
monly available photocopying ma-
chines. The cost of reproducing records
which cannot be so photocopied will be
determined on an individual basis at
actual cost.

(3) Certification or authentication of
records. Three dollars per certification
or authentication.

(4) Forwarding materials to destination.
Any special arrangements for forward-
ing which are requested shall be
charged at actual cost; however, no
charge will be made for postage.

(5) No charge will be made when the
total amount does not exceed five dol-
lars.

(c) Waiver or reduction of fees. Waiver
or reduction of the fees in paragraph
(b) of this section may be made upon a
determination that such waiver or re-
duction is in the public interest be-
cause furnishing the information can
be considered as primarily benefiting
the general public. Such determination
may be made by the appropriate officer
or employee identified in § 401.144.

(d) Sale of documents. On occasion, a
previously printed document may be
available for sale to the public; the
cost of supplying the document is one
cent per page unless the document is
available for sale from the Super-
intendent of Documents, in which case
the price shall be that determined by
the Superintendent.
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§ 401.144 Denial of requests.
(a) General authority. Only the Direc-

tor, Office of Public Affairs, HCFA, and
the Regional Directors of Public Af-
fairs, HHS, are authorized to deny
written requests to obtain, inspect or
copy any HCFA information or record.

(b) Forms of denials. (1) Oral requests
may be dealt with orally, but the re-
quester should be advised that the oral
response is not an official determina-
tion and that an official determination
may be obtained only by submitting
the request in writing. Appropriate
available assistance will be offered.

(2) Written Requests—Denials of
written requests will be in writing and
will contain the reasons for the denial
including, as appropriate, a statement
that a document requested is nonexist-
ent or not reasonably described or is
subject to one or more clearly de-
scribed exemption(s). Denials will also
provide the requester with appropriate
information on how to exercise the
right of appeal.

§ 401.148 Administrative review.
(a) Review by the Administrator. A per-

son whose request has been denied may
initiate a review by filing a request for
review with the Administrator of
HCFA, 700 East High Rise Building,
6401 Security Boulevard, Baltimore,
Maryland 21235, within 30 days of re-
ceipt of the determination to deny or
within 30 days of receipt of records
which are in partial response to his re-
quest if a portion of a request is grant-
ed and a portion denied, whichever is
later. Upon receipt of a timely request
for review, the Administrator will re-
view the decision in question and the
findings upon which it was based. Upon
the basis of the data considered in con-
nection with the decision and whatever
other evidence and written argument is
submitted by the person requesting the
review or which is otherwise obtained,
the Administrator or his designee will
affirm or revise in whole or in part the
findings and decision in question. A de-
cision to affirm the denial will be made
only upon concurrence of the Assistant
Secretary for Public Affairs, or his des-
ignee, after consultation with the Gen-
eral Counsel or his or her designee, and
the appropriate program policy offi-
cial. Written notice of the decision of

the Administrator will be mailed to the
person who requested the review. A
written decision will be made within 20
working days from receipt of the re-
quest for review. Extension of the time
limit may be granted under the cir-
cumstances listed in § 401.136(b) to the
extent that the maximum 10 days limit
on extensions has not been exhausted
on the initial determination. The deci-
sion will include the basis for it and
will advise the requester of his right to
judicial review.

(b) Failure of the Administrator to com-
ply with the time limits. Failure of the
Administrator to comply with the time
limits set forth in § 401.136 and this sec-
tion constitutes an exhaustion of the
requester’s administrative remedies.

§ 401.152 Court review.

Where the Administrator upon re-
view affirms the denial of a request for
records, in whole or in part, the re-
quester may seek court review in the
district court of the United States pur-
suant to 5 U.S.C. 552(a)(4)(B).

Subparts C–E—[Reserved]

Subpart F—Claims Collection and
Compromise

SOURCE: 48 FR 39064, Aug. 29, 1983, unless
otherwise noted.

§ 401.601 Basis and scope.

(a) Basis. This subpart implements
for HCFA the Federal Claims Collec-
tion Act (FCCA) of 1966 (31 U.S.C. 3711),
and conforms to the regulations (4 CFR
parts 101–105) issued jointly by the Gen-
eral Accounting Office and the Depart-
ment of Justice that generally pre-
scribe claims collection standards and
procedures under the FCCA for the
Federal government.

(b) Scope. Except as provided in para-
graphs (c) through (f) of this section,
the regulations in this subpart describe
HCFA’s procedures and standards for
the collection of claims in any amount,
and the compromise of, or the suspen-
sion or termination of collection ac-
tion on, all claims for money or prop-
erty that do not exceed $100,000 or such
higher amount as the Attorney General
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may from time to time prescribe, ex-
clusive of interest, arising under any
functions delegated to HCFA by the
Secretary.

(c) Amount of claim. HCFA refers all
claims that exceed $100,000 or such
higher amount as the Attorney General
may from time to time prescribe, ex-
clusive of interest, to the Department
of Justice or the General Accounting
Office for the compromise of claims, or
the suspension or termination of col-
lection action.

(d) Related regulations—(1) Department
regulations. DHHS regulations applica-
ble to HCFA that generally implement
the FCCA for the Department are lo-
cated at 45 CFR part 30. These regula-
tions apply only to the extent HCFA
regulations do not address a situation.

(2) HCFA regulations. The following
regulations govern specific debt man-
agement situations encountered by
HCFA and supplement this subpart:

(i) Claims against Medicare bene-
ficiaries for the recovery of overpay-
ments are covered in 20 CFR 404.515.

(ii) Adjustments in Railroad Retire-
ment or Social Security benefits to re-
cover Medicare overpayments to indi-
viduals are covered in §§ 405.350—405.358
of this chapter.

(iii) Claims against providers, physi-
cians, or other suppliers of services for
overpayments under Medicare and for
assessment of interest are covered in
§§ 405.377 and 405.378 of this chapter, re-
spectively.

(iv) Claims against beneficiaries for
unpaid hospital insurance or supple-
mentary medical insurance premiums
under Medicare are covered in § 408.110
of this chapter.

(v) State repayment of Medicaid
funds by installments is covered in
§ 430.48 of this chapter.

(e) Collection and compromise under
other statutes and at common law. The
regulations in this subpart do not—

(1) Preclude disposition by HCFA of
claims under statutes, other than the
FCCA, that provide for the collection
or compromise of a claim, or suspen-
sion or termination of collection ac-
tion.

(2) Affect any rights that HCFA may
have under common law as a creditor.

(f) Fraud. The regulations in this sub-
part do not apply to claims in which

there is an indication of fraud, the
presentation of a false claim, or mis-
representation on the part of a debtor
or any other party having an interest
in the claim. HCFA forwards these
claims to the Department of Justice
for disposition under 4 CFR 105.1.

(g) Enforced collection. HCFA refers
claims to the Department of Justice
for enforced collection through litiga-
tion in those cases which cannot be
compromised or on which collection
action cannot be suspended or termi-
nated in accordance with this subpart
or the regulations issued jointly by the
Attorney General and the Comptroller
General.

[48 FR 39064, Aug. 29, 1983, as amended at 52
FR 48123, Dec. 18, 1987; 57 FR 56998, Dec. 2,
1992; 61 FR 49271, Sept. 19, 1996; 61 FR 63748,
Dec. 2, 1996]

§ 401.603 Definitions.

For purposes of this subpart—
Claim means any debt owed to HCFA.
Debtor means any individual, partner-

ship, corporation, estate, trust or other
legal entity against which HCFA has a
claim.

§ 401.605 Omissions not a defense.

The failure of HCFA to comply with
the regulations in this subpart, or with
the related regulations listed in
§ 401.601(d), is not available as a defense
to a debtor against whom HCFA has a
claim for money or property.

§ 401.607 Claims collection.
(a) General policy. HCFA recovers

amounts of claims due from debtors,
including interest where appropriate,
by—

(1) Direct collections in lump sums or
in installments; or

(2) Offsets against monies owed to
the debtor by the Federal government
where possible.

(b) Collection in lump sums. Whenever
possible, HCFA attempts to collect
claims in full in one lump sum. How-
ever, if HCFA determines that a debtor
is unable to pay the claim in one lump
sum, HCFA may instead enter into an
agreement to accept regular install-
ment payments.

(c) Collection in installments. Gen-
erally, HCFA requires that all claims

VerDate 06<NOV>97 10:20 Nov 13, 1997 Jkt 174161 PO 00000 Frm 00015 Fmt 8010 Sfmt 8010 Y:\SGML\174161.TXT 174161



20

42 CFR Ch. IV (10–1–97 Edition)§ 401.613

to be satisfied by installment pay-
ments must be liquidated in three
years or less. If unusual circumstances
exist, such as the possibility of debtor
insolvency, an installment agreement
that extends beyond three years may
be approved.

(1) Debtor request. If a debtor desires
to repay a claim in installments, the
debtor must submit—

(i) A request to HCFA; and
(ii) Any information required by

HCFA to make a decision regarding the
request.

(2) HCFA decision. HCFA will deter-
mine the number, amount and fre-
quency of installment payments based
on the information submitted by the
debtor and on other factors such as—

(i) Total amount of the claim;
(ii) Debtor’s ability to pay; and
(iii) Cost to HCFA of administering

an installment agreement.
(d) Collection by offset. (1) HCFA may

offset, where possible, the amount of a
claim against the amount of pay, com-
pensation, benefits or other monies
that a debtor is receiving or is due
from the Federal government.

(2) Under regulations at § 405.350—
405.358 of this chapter, HCFA may initi-
ate adjustments in program payments
to which an individual is entitled under
title II of the Act (Federal Old Age,
Survivors, and Disability Insurance
Benefits) or under the Railroad Retire-
ment Act of 1974 (45 U.S.C. 231) to re-
cover Medicare overpayments.

[48 FR 39064, Aug. 29, 1983, as amended at 61
FR 49271, Sept. 19, 1996; 61 FR 63748, Dec. 2,
1996]

§ 401.613 Compromise of claims.

(a) Amount of compromise. HFCA re-
quires that the amount to be recovered
through a compromise of a claim
must—

(1) Bear a reasonable relation to the
amount of the claim; and

(2) Be recoverable through enforced
collection procedures.

(b) General factors. After considering
the bases for a decision to compromise
a claim under paragraph (c) of this sec-
tion, HCFA may further consider fac-
tors such as—

(1) The age and health of the debtor
if the debtor is an individual;

(2) Present and potential income of
the debtor; and

(3) Whether assets have been con-
cealed or improperly transferred by the
debtor.

(c) Basis for compromise. Bases on
which HCFA may compromise a claim
include the following—

(1) Inability to pay. HCFA may com-
promise a claim if it determines that
the debtor, or the estate of a deceased
debtor, does not have the present or
prospective ability to pay the full
amount of the claim within a reason-
able time.

(2) Litigative probabilities. HCFA may
compromise a claim if it determines
that it would be difficult to prevail in
a case before a court of law as a result
of the legal issues involved or inability
of the parties to agree to the facts of
the case. The amount that HCFA ac-
cepts in compromise under this provi-
sion will reflect—

(i) The likelihood that HCFA would
have prevailed on the legal question(s)
involved;

(ii) Whether and to what extent
HCFA would have obtained a full or
partial recovery of a judgment, depend-
ing on the availability of witnesses, or
other evidentiary support for HCFA’s
claim; and

(iii) The amount of court costs that
would be assessed to HCFA.

(3) Cost of collecting the claim. HCFA
may compromise a claim if it deter-
mines that the cost of collecting the
claim does not justify the enforced col-
lection of the full amount. In this case,
HCFA may adjust the amount it ac-
cepts as a compromise to allow an ap-
propriate discount for the costs of col-
lection it would have incurred but for
the compromise.

(d) Enforcement policy. HCFA may
compromise statutory penalties, for-
feitures, or debts established as an aid
to enforcement or to compel compli-
ance, if it determines that its enforce-
ment policy, in terms of deterrence and
securing compliance both present and
future, is adequately served by accept-
ance of the compromise amount.

§ 401.615 Payment of compromise
amount.

(a) Time and manner of compromise.
Payment by the debtor of the amount
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that HCFA has agreed to accept as a
compromise in full settlement of a
claim must be made within the time
and in the manner prescribed by HCFA.
Accordingly, HCFA will not settle a
claim until the full payment of the
compromise amount has been made.

(b) Effect of failure to pay compromise
amount. Failure of the debtor to make
payment, as provided by the com-
promise agreement, reinstates the full
amount of the claim, less any amounts
paid prior to the default.

(c) Prohibition against grace periods.
HCFA will not agree to inclusion of a
provision in an installment agreement
that would permit grace periods for
payments that are late under the terms
of the agreement.

§ 401.617 Suspension of collection ac-
tion.

(a) General conditions. HCFA may
temporarily suspend collection action
on a claim if the following general con-
ditions are met—

(1) Amount of future recovery. HCFA
determines that future collection ac-
tion may result in a recovery of an
amount sufficient to justify periodic
review and action on the claim by
HCFA during the period of suspension.

(2) Statute of limitations. HCFA deter-
mines that—

(i) The applicable statute of limita-
tions has been tolled, waived or has
started running anew; or

(ii) Future collections may be made
by HCFA through offset despite an ap-
plicable statute of limitations.

(b) Basis for suspension. Bases on
which HCFA may suspend collection
action on a particular claim include
the following—

(1) A debtor cannot be located; or
(2) A debtor—
(i) Owns no substantial equity in

property;
(ii) Is unable to make payment on

HCFA’s claim or is unable to effect a
compromise; and

(iii) Has future prospects that justify
retention of the claim.

(c) Locating debtors. HCFA will make
every reasonable effort to locate miss-
ing debtors sufficiently in advance of
the bar of an applicable statute of limi-
tations to permit timely filing of a

lawsuit to recover the amount of the
claim.

(d) Effect of suspension on liquidation
of security. HCFA will liquidate secu-
rity, obtained in partial recovery of a
claim, despite a decision under this
section to suspend collection action
against the debtor for the remainder of
the claim.

§ 401.621 Termination of collection ac-
tion.

(a) General factors. After considering
the bases for a decision to terminate
collection action under paragraph (b)
of this section, HCFA may further con-
sider factors such as—

(1) The age and health of the debtor
if the debtor is an individual;

(2) Present and potential income of
the debtor; and

(3) Whether assets have been con-
cealed or improperly transferred by the
debtor.

(b) Basis for termination of collection
action. Bases on which HCFA may ter-
minate collection action on a claim in-
clude the following—

(1) Inability to collect a substantial
amount of the claim. HCFA may termi-
nate collection action if it determines
that it is unable to collect, or to en-
force collection, of a significant
amount of the claim. In making this
determination, HCFA will consider fac-
tors such as—

(i) Judicial remedies available;
(ii) The debtor’s future financial

prospects; and
(iii) Exemptions available to the

debtor under State or Federal law.
(2) Inability to locate debtor. In cases

involving missing debtors, HCFA may
terminate collection action if—

(i) There is no security remaining to
be liquidated;

(ii) The applicable statute of limita-
tions has run; or

(iii) The prospects of collecting by
offset, whether or not an applicable
statute of limitations has run, are con-
sidered by HCFA to be too remote to
justify retention of the claim.

(3) Cost of collection exceeds recovery.
HCFA may terminate collection action
if it determines that the cost of further
collection action will exceed the
amount recoverable.
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(4) Legal insufficiency. HCFA may ter-
minate collection action if it deter-
mines that the claim is legally without
merit.

(5) Evidence unavailable. HCFA may
terminate collection action if—

(i) Efforts to obtain voluntary pay-
ment are unsuccessful; and

(ii) Evidence or witnesses necessary
to prove the claim are unavailable.

§ 401.623 Joint and several liability.
(a) Collection action. HCFA will liq-

uidate claims as quickly as possible. In
cases of joint and several liability
among two or more debtors, HCFA will
not allocate the burden of claims pay-
ment among the debtors. HCFA will
proceed with collection action against
one debtor even if other liable debtors
have not paid their proportionate
shares.

(b) Compromise. Compromise with one
debtor does not release a claim against
remaining debtors. Furthermore,
HCFA will not consider the amount of
a compromise with one debtor to be a
binding precedent concerning the
amounts due from other debtors who
are jointly and severally liable on the
claim.

§ 401.625 Effect of HCFA claims collec-
tion decisions on appeals.

Any action taken under this subpart
regarding the compromise of a claim,
or suspension or termination of collec-
tion action on a claim, is not an initial
determination for purposes of HCFA
appeal procedures.

PART 402—[RESERVED]

PART 403—SPECIAL PROGRAMS
AND PROJECTS

Subpart A—[Reserved]

Subpart B—Medicare Supplemental
Policies

Sec.
403.200 Basis and scope.

GENERAL PROVISIONS

403.201 State regulation of insurance poli-
cies.

403.205 Medicare supplement policy.
403.206 General standards for Medicare sup-

plemental policies.

403.210 NAIC model standards.
403.215 Loss ratio standards.

STATE REGULATORY PROGRAMS

403.220 Supplemental Health Insurance
Panel.

403.222 State with an approved regulatory
program.

VOLUNTARY CERTIFICATION PROGRAM:
GENERAL PROVISIONS

403.231 Emblem.
403.232 Requirements and procedures for ob-

taining certification.
403.235 Review and certification of policies.
403.239 Submittal of material to retain cer-

tification.
403.245 Loss of certification.
403.248 Administrative review of HCFA de-

terminations.

VOLUNTARY CERTIFICATION PROGRAM: LOSS
RATIO PROVISIONS

403.250 Loss ratio calculations: General pro-
visions.

403.251 Loss ratio date and time frame pro-
visions.

403.253 Calculation of benefits.
403.254 Calculation of premiums.
403.256 Loss ratio supporting data.
403.258 Statement of actuarial opinion.

Subpart C—Recognition of State
Reimbursement Control Systems

403.300 Basis and purpose.
403.302 Definitions.
403.304 Minimum requirements for State

systems—discretionary approval.
403.306 Additional requirements for State

systems—mandatory approval.
403.308 State systems under demonstration

projects—mandatory approval.
403.310 Reduction in payments.
403.312 Submittal of application.
403.314 Evaluation of State systems.
403.316 Reconsideration of certain denied

applications.
403.318 Approval of State systems.
403.320 HCFA review and monitoring of

State systems.
403.321 State systems for hospital out-

patient services.
403.322 Termination of agreements for Medi-

care recognition of State systems.

Subpart D—[Reserved]

Subpart E—Beneficiary Counseling and
Assistance Grants

403.500 Basis, scope, and definition.
403.501 Eligibility for grants.
403.502 Availability of grants.
403.504 Number and size of grants.
403.508 Limitations.
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403.510 Reporting requirements.
403.512 Administration.

AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395hh).

Subpart A—[Reserved]

Subpart B—Medicare
Supplemental Policies

SOURCE: 47 FR 32400, July 26, 1982, unless
otherwise noted.

§ 403.200 Basis and scope.
(a) Provisions of the legislation. This

subpart implements, in part, section
1882 of the Social Security Act. The in-
tent of that section is to enable Medi-
care beneficiaries to identify Medicare
supplemental policies that do not du-
plicate Medicare, and that provide ade-
quate, fairly priced protection against
expenses not covered by Medicare. The
legislation establishes certain stand-
ards for Medicare supplemental poli-
cies and provides two methods for in-
forming Medicare beneficiaries which
policies meet those standards:

(1) Through a State approved pro-
gram, that is, a program that a Supple-
mental Health Insurance Panel deter-
mines to meet certain minimum re-
quirements for the regulation of Medi-
care supplemental policies; and

(2) In a State without an approved
program, through certification by the
Secretary of policies voluntarily sub-
mitted by insuring organizations for
review against the standards.

(b) Scope of subpart. This subpart sets
forth the standards and procedures
HCFA will use to implement the vol-
untary certification program.

GENERAL PROVISIONS

§ 403.201 State regulation of insurance
policies.

(a) The provisions of this subpart do
not affect the right of a State to regu-
late policies marketed in that State.

(b) Approval of a policy under the
voluntary certification program, as
provided for in § 403.235(b), does not au-
thorize the insuring organization to
market a policy that does not conform
to applicable State laws and regula-
tions.

§ 403.205 Medicare supplemental pol-
icy.

(a) Except as specified in paragraph
(d) of this section, Medicare supple-
mental policy (policy) means a health
insurance policy or other health bene-
fit plan—

(1) That a private entity offers to a
Medicare beneficiary; and

(2) That is primarily designed, or is
advertised, marketed, or otherwise pur-
ported to provide payment for expenses
incurred for services and items that are
not reimbursed under the Medicare
program because of deductibles, coin-
surance, or other limitations under
Medicare.

(b) Unless otherwise specified in this
subpart, the term policy includes both
policy form and policy.

(1) Policy form means the form of
health insurance contract that is ap-
proved by and on file with the State
agency for the regulation of insurance.

(2) Policy means the contract—
(i) Issued under the policy form; and
(ii) Held by the policyholder.
(c) Medicare supplemental policy in-

cludes the following—
(1) An individual policy.
(2) A group policy.
(d) Medicare supplemental policy

does not include any of the following
health insurance policies or health ben-
efit plans—

(1) A policy or plan of one or more
employers for employees, former em-
ployees, or any combination thereof.

(2) A policy or plan of one or more
labor organizations for members,
former members, or any combination
thereof.

(3) A policy or plan of the trustees of
a fund established by one or more labor
organizations, one or more employers,
or any combination, for any one or
combination of the following—

(i) Employees.
(ii) Former employees.
(iii) Members.
(iv) Former members.
(4) A policy or plan of a profession,

trade, or occupational association, if
the association—

(i) Is composed of individuals all of
whom are actively engaged in the same
profession, trade, or occupation;
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(ii) Has been maintained in good
faith for a purpose other than obtain-
ing insurance; and

(iii) Has been in existence for at least
two years before the date of its initial
offering of a Medicare supplemental
health insurance policy to its mem-
bers.

(5) For purposes of the voluntary cer-
tification program, a policy issued to
an employee or to a member of a labor
organization as an addition to a fran-
chise plan (a plan that enables mem-
bers of the same entity to purchase an
individual policy marketed to them
under group underwriting procedures),
if the plan is in existence on July 1,
1982.

§ 403.206 General standards for Medi-
care supplemental policies.

(a) For purposes of the voluntary cer-
tification program described in this
subpart, a policy must meet—

(1) The National Association of Insur-
ance Commissioners (NAIC) model
standards as defined in § 405.210; and

(2) The loss ratio standards specified
in § 403.215.

(b) Except as specified in paragraph
(c) of this section, the standards speci-
fied in paragraph (a) of this section
must be met in a single policy.

(c) In the case of a nonprofit hospital
or a medical association where State
law prohibits the inclusion of all bene-
fits in a single policy, the standards
specified in paragraph (a) of the section
must be met in two or more policies is-
sued in conjunction with one another.

§ 403.210 NAIC model standards.

(a) NAIC model standards means the
National Association of Insurance
Commissioners (NAIC) ‘‘Model Regula-
tion to Implement the Individual Acci-
dent and Insurance Minimum Stand-
ards Act’’ (as amended and adopted by
the NAIC on June 6, 1979, as it applies
to Medicare supplemental policies).
Copies of the NAIC model standards
can be purchased from the National As-
sociation of Insurance Commissioners
at 350 Bishops Way, Brookfield, Wis-
consin 53004, and from the NIARS Cor-
poration, 318 Franklin Avenue, Min-
neapolis, Minnesota 55404.

(b) The policy must comply with the
provisions of the NAIC model stand-
ards, except as follows—

(1) Policy, for purposes of this para-
graph, means individual and group pol-
icy, as specified in § 403.205. The NAIC
model standards limit ‘‘policy’’ to indi-
vidual policy.

(2) The policy must meet the loss
ratio standards specified in § 403.215.

[47 FR 32400, July 26, 1982; 49 FR 44472, Nov.
7, 1984]

§ 403.215 Loss ratio standards.

(a) The policy must be expected to re-
turn to the policyholders, in the form
of aggregate benefits provided under
the policy—

(1) At least 75 percent of the aggre-
gate amount of premiums in the case of
group policies; and

(2) At least 60 percent of the aggre-
gate amount of premiums in the case of
individual policies.

(b) For purposes of loss ratio require-
ments, policies issued as a result of so-
licitation of individuals through the
mail or by mass media advertising are
considered individual policies.

STATE REGULATORY PROGRAMS

§ 403.220 Supplemental Health Insur-
ance Panel.

(a) Membership. The Supplemental
Health Insurance Panel (Panel) con-
sists of—

(1) The Secretary or a designee, who
serves as chairperson, and

(2) Four State Commissioners or Su-
perintendents of Insurance appointed
by the President. (The terms Commis-
sioner or Superintendent of Insurance
include persons of similar rank.)

(b) Functions. (1) The Panel deter-
mines whether or not a State regu-
latory program for Medicare supple-
mental health insurance policies meets
and continues to meet minimum re-
quirements specified in section 1882 of
the Social Security Act.

(2) The chairperson of the Panel in-
forms the State Commissioners and Su-
perintendents of Insurance of all deter-
minations made under paragraph (b)(1)
of this section.
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§ 403.222 State with an approved regu-
latory program.

(a) A State has an approved regu-
latory program if the Panel determines
that the State has in effect under State
law a regulatory program that provides
for the application of standards, with
respect to each Medicare supplemental
policy issued in that State, that are
equal to or more stringent than those
specified in section 1882 of the Social
Security Act.

(b) Policy issued in that State means—
(1) A group policy, if the holder of the

master policy resides in that State;
and

(2) An individual policy, if the policy
is—

(i) Issued in that State; or
(ii) Issued for delivery in that State.
(c) A policy issued in a State with an

approved regulatory program is consid-
ered to meet the NAIC model standards
in § 403.210 and loss ratio standards in
§ 403.215.

VOLUNTARY CERTIFICATION PROGRAM:
GENERAL PROVISIONS

§ 403.231 Emblem.

(a) The emblem is a graphic symbol,
approved by HHS, that indicates that
HCFA has certified a policy as meeting
the requirements of the voluntary cer-
tification program, specified in
§ 403.232.

(b) Unless prohibited by the State in
which the policy is marketed, the in-
suring organization may display the
emblem on policies certified under the
voluntary certification program.

(c) The manner in which the emblem
may be displayed and the conditions
and restrictions relating to its use will
be stated in the letter with which
HCFA notifies the insuring organiza-
tion that a policy has been certified.
The insuring organization must comply
with these conditions and restrictions.

(d) If a certified policy is issued in a
State that later has an approved regu-
latory program, as provided for in
§ 403.222, the insuring organization may
display the emblem on the policy until
the earliest of the following—

(1) When prohibited by State law or
regulation.

(2) When the policy no longer meets
the requirements for Medicare supple-
mental policies specified in § 403.206.

(3) The date the insuring organiza-
tion would be required to submit mate-
rial to HCFA for annual review in order
to retain certification, if the State did
not have an approved program (see
§ 403.239).

§ 403.232 Requirements and proce-
dures for obtaining certification.

(a) To be certified by HCFA, a policy
must meet—

(1) The NAIC model standards speci-
fied in § 403.210;

(2) The loss ratio standards specified
in § 403.215; and

(3) Any State requirements applica-
ble to a policy—

(i) Issued in that State; or
(ii) Marketed in that State.
(b) An insuring organization request-

ing certification of a policy must sub-
mit the following to HCFA for review—

(1) A copy of the policy form (includ-
ing all the documents that would con-
stitute the contract of insurance that
is proposed to be marketed as a cer-
tified policy).

(2) A copy of the application form in-
cluding all attachments.

(3) A copy of the uniform certificate
issued under a group policy.

(4) A copy of the outline of coverage,
in the form prescribed by the NAIC
model standards.

(5) A copy of the Medicare supple-
ment buyers’ guide to be provided to
all applicants if the buyers’ guide is
not the HCFA/NAIC buyers’ guide.

(6) A statement of when and how the
outline of coverage and the buyers’
guide will be delivered and copies of ap-
plicable receipt forms.

(7) A copy of the notice of replace-
ment and statement as to when and
how that notice will be delivered.

(8) A list of States in which the pol-
icy is authorized for sale. If the policy
was approved under a deemer provision
in any State, the conditions involved
must be specified.

(9) A copy of the loss ratio calcula-
tions, as specified in § 403.250.

(10) Loss ratio supporting data, as
specified in § 403.256.

(11) A statement of actuarial opinion,
as specified in § 403.258.
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(12) A statement that the insuring or-
ganization will notify the policy-
holders in writing, within the period of
time specified in § 403.245(c), if the pol-
icy is identified as a certified policy at
the time of sale and later loses certifi-
cation.

(13) A signed statement in which the
president of the insuring organization,
or a designee, attests that—

(i) The policy meets the require-
ments specified in paragraph (a) of this
section; and

(ii) The information submitted to
HCFA for review is accurate and com-
plete and does not misrepresent any
material fact.

§ 403.235 Review and certification of
policies.

(a) HCFA will review policies that
the insuring organization voluntarily
submits, except that HCFA will not re-
view a policy issued in a State with an
approved regulatory program under
§ 403.222.

(b) If the requirements specified in
§ 403.232 are met, HCFA will—

(1) Certify the policy; and
(2) Authorize the insuring organiza-

tion to display the emblem on the pol-
icy, as provided for in § 403.231.

(c) If HCFA certifies a policy, it will
inform all State Commissioners and
Superintendents of Insurance of that
fact.

§ 403.239 Submittal of material to re-
tain certification.

(a) HCFA certification of a policy
that continues to meet the standards
will remain in effect, if the insuring or-
ganization files the following material
with HCFA no later than the date spec-
ified in paragraph (b) or (c) of this sec-
tion—

(1) Any changes in the material, spec-
ified in § 403.232(b), that was submitted
for previous certification.

(2) The loss ratio supporting data
specified in § 403.256(b).

(3) A signed statement in which the
president of the insuring organization,
or a designee, attests that—

(i) The policy continues to meet the
requirements specified in § 403.232(a);
and

(ii) The information submitted to
HCFA for review is accurate and com-

plete and does not misrepresent any
material fact.

(b) Except as specified in paragraph
(c) of this section, the insuring organi-
zation must file the material with
HCFA no later than June 30 of each
year. The first time the insuring orga-
nization must file the material is no
later than June 30 of the calendar year
that follows the year in which HCFA—

(1) Certifies a new policy; or
(2) Certifies a policy that lost certifi-

cation as provided in § 403.245.
(c) If the loss ratio calculation pe-

riod, used to calculate the expected
loss ratio for the last actuarial certifi-
cation submitted to HCFA, ends before
the June 30 date of paragraph (b) of
this section, the insuring organization
must file the material with HCFA no
later then the last day of that rate cal-
culation period.

§ 403.245 Loss of certification.
(a) A policy loses certification if—
(1) The insuring organization with-

draws the policy from the voluntary
certification program; or

(2) HCFA determines that—
(i) The policy fails to meet the re-

quirements specified in § 403.232(a); or
(ii) The insuring organization has

failed to meet the requirements for
submittal of material specified in
§ 403.239.

(b) If a policy loses its certification,
HCFA will inform all State Commis-
sioners and Superintendents of Insur-
ance of that fact.

(c) If a policy that displays the em-
blem, or that has been marketed as a
certified policy without the emblem,
loses certification, the insuring organi-
zation must notify each holder of the
policy, or of a certificate issued under
the policy, of that fact. The notice
must be in writing and sent by the ear-
lier of—

(1) The date of the first regular pre-
mium notice after the date the policy
loses its certification; or

(2) 60 days after the date the policy
loses its certification.

§ 403.248 Administrative review of
HCFA determinations.

(a) This section provides for adminis-
trative review if HCFA determines—

(1) Not to certify a policy; or
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(2) That a policy no longer meets the
standards for certification.

(b) If HCFA makes a determination
specified in paragraph (a) of this sec-
tion, it will send a notice to the insur-
ing organization containing the follow-
ing information:

(1) That HCFA has made such a de-
termination.

(2) The reasons for the determina-
tion.

(3) That the insuring organization
has 30 days from the date of the notice
to—

(i) Request, in writing, an adminis-
trative review of the HCFA determina-
tion; and

(ii) Submit additional information to
HCFA for review.

(4) That, if the insuring organization
requests an administrative review,
HCFA will conduct the review, as pro-
vided for in paragraph (c) of this sec-
tion.

(5) That, in a case involving loss of
certification, the HCFA determination
will go into effect 30 days from the date
of the notice, unless the insuring orga-
nization requests an administrative re-
view. If the insuring organization re-
quests an administrative review, the
policy retains its certification until
HCFA makes a final determination.

(c) If the insuring organization re-
quests an administrative review, HCFA
will conduct the review as follows—

(1) A HCFA official, not involved in
the initial HCFA determination, will
initiate and complete an administra-
tive review within 90 days of the date
of the notice provided for in paragraph
(b) of this section.

(2) The official will consider—
(i) The original material submitted

to HCFA for review, as specified in
§ 403.232(b) or § 403.239(a); and

(ii) Any additional information, that
the insuring organization submits to
HCFA.

(3) Within 15 days after the adminis-
trative review is completed, HCFA will
inform the insuring organization in
writing of the final decision, with an
explanation of the final decision.

(4) If the final decision is that a pol-
icy lose its certification, the loss of
certification will go into effect 15 days
after the date of HCFA’s notice inform-

ing the insuring organization of the
final decision.

VOLUNTARY CERTIFICATION PROGRAM:
LOSS RATIO PROVISIONS

§ 403.250 Loss ratio calculations: Gen-
eral provisions.

(a) Basic formula. The expected loss
ratio is calculated by determining the
ratio of benefits to premiums.

(b) Calculations. The insuring organi-
zation must calculate loss ratios ac-
cording to the provisions of §§ 403.251,
403.253, and 403.254.

§ 403.251 Loss ratio date and time
frame provisions.

(a) Initial calculation date means the
first date of the period that the insur-
ing organization uses to calculate the
policy’s expected loss ratio.

(1) The initial calculation date may
be before, the same as, or after the date
the insuring organization sends the
policy to HCFA for review, except—

(2) The initial calculation date must
not be earlier than January 1 of the
calendar year in which the policy is
sent to HCFA.

(b) Loss ratio calculation period means
the period beginning with the initial
calculation date and ending with the
last day of the period for which the in-
suring organization calculates the pol-
icy’s scale of premiums.

(c) To calculate ‘‘present values’’, the
insuring organization may ignore dis-
counting (an actuarial procedure that
provides for the impact of a variety of
factors, such as lapse of policies) for
loss ratio calculation periods not ex-
ceeding 12 months.

§ 403.253 Calculation of benefits.
(a) General provisions. (1) Except as

provided for in paragraph (a)(2) of this
section, calculate the amount of ‘‘bene-
fits’’ by—

(i) Adding the present values on the
initial calculation date of—

(A) Expected incurred benefits in the
loss ratio calculation period, to—

(B) The total policy reserve at the
last day of the loss ratio calculation
period: and

(ii) Subtracting the total policy re-
serve on the initial calculation date
from the sum of these values.
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(2) To calculate the amount of ‘‘bene-
fits’’ in the case of community or pool
rated individual or group policies
rerated on an annual basis, calculate
the expected incurred benefits in the
loss ratio calculation period.

(b) Calculation of total policy reserve—
(1) Option for calculation. The insuring
organization must calculate ‘‘total pol-
icy reserve’’ according to the provi-
sions of paragraph (b) (2) or (3) of this
section.

(2) Total policy reserve: Federal provi-
sions. (i) ‘‘Total policy reserve’’ means
the sum of—

(A) Additional reserve; and
(B) The reserve for future contingent

benefits.
(ii) Additional reserve means the

amount calculated on a net level re-
serve basis, using appropriate values to
account for lapse, mortality, morbid-
ity, and interest, that on the valuation
date represents—

(A) The present value of expected in-
curred benefits over the loss ratio cal-
culation period; less—

(B) The present value of expected net
premiums over the loss ratio calcula-
tion period.

(iii) Net premium means the level por-
tion of the gross premium used in cal-
culating the additional reserve. On the
day the policy is issued, the present
value of the series of those portions
equals the present value of the ex-
pected incurred claims over the period
that the gross premiums are computed
to provide coverage.

(iv) Reserve for future contingent bene-
fits means the amounts, not elsewhere
included, that provide for the extension
of benefits after insurance coverage
terminates. These benefits—

(A) Are predicated on a health condi-
tion existing on the date coverage
ends;

(B) Accrue after the date coverage
ends; and

(C) Are payable after the valuation
date.

(3) Total policy reserve: State provi-
sions. ‘‘Total policy reserve’’ means the
total policy reserve calculated accord-
ing to appropriate State law or regula-
tion.

§ 403.254 Calculation of premiums.
(a) General provisions. To calculate

the amount of ‘‘premiums’’, calculate
the present value on the initial cal-
culation date of expected earned pre-
miums for the loss ratio calculation
period.

(b) Specific provisions. (1) Earned pre-
mium for a given period means—

(i) Written premiums for the period;
plus—

(ii) The total premium reserve at the
beginning of the period; less—

(iii) The total premium reserve at
the end of the period.

(2) Written premiums in a period
means—

(i) Premiums collected in that pe-
riod; plus—

(ii) Premiums due and uncollected at
the end of that period; less—

(iii) Premiums due and uncollected
at the beginning of that period.

(3) Total premium reserve means the
sum of—

(i) The unearned premium reserve;
(ii) The advance premium reserve;

and
(iii) The reserve for rate credits.
(4) Unearned premium reserve means

the portion of gross premiums due that
provide for days of insurance coverage
after the valuation date.

(5) Advance premium reserve means
premiums received by the insuring or-
ganization that are due after the valu-
ation date.

(6) Reserve for rate credits means rate
credits on a group policy that—

(i) Accrue by the valuation date of
the policy; and

(ii) Are paid or credited after the
valuation date.

§ 403.256 Loss ratio supporting data.
(a) For purposes of requesting HCFA

certification under § 403.232, the insur-
ing organization must submit the fol-
lowing loss ratio data to HCFA for re-
view—

(1) A statement of why the policy is
to be considered, for purposes of the
loss ratio standards, an individual or a
group policy.

(2) The earliest age at which policy-
holders can purchase the policy.

(3) The general marketing method
and the underwriting criteria used for
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the selection of applicants to whom
coverage is offered.

(4) What policies are to be included
under the one policy form, by the dates
the policies are issued.

(5) The loss ratio calculation period.
(6) The scale of premiums for the loss

ratio calculation period.
(7) The expected level of earned pre-

miums in the loss ratio calculation pe-
riod.

(8) The expected level of incurred
claims in the loss ratio calculation pe-
riod.

(9) A description of how the following
assumptions were used in calculating
the loss ratio.

(i) Morbidity.
(ii) Mortality.
(iii) Lapse.
(iv) Assumed increases in the Medi-

care deductible.
(v) Impact of inflation on reimburse-

ment per service.
(vi) Interest.
(vii) Expected distribution, by age

and sex, of persons who will purchase
the policy in the coming year.

(viii) Expected impact on morbidity
by policy duration of—

(A) The process used to select
insureds from among those that apply
for a policy; and

(B) Pre-existing condition clauses in
the policy.

(b) For purposes of requesting contin-
ued HCFA certification under
§ 403.239(a), the insuring organization
must submit the following to HCFA—

(1) A description of all changes in the
loss ratio data, specified in paragraph
(a) of this section, that occurred since
HCFA last reviewed the policy.

(2) The past loss ratio experience for
the policy, including the experience of
all riders and endorsements issued
under the policy. The loss ratio experi-
ence data must include earned pre-
miums, incurred claims, and total pol-
icy reserves that the insuring organiza-
tion calculates—

(i) For all years of issue combined;
and

(ii) Separately for each calendar year
since HCFA first certified the policy.

§ 403.258 Statement of actuarial opin-
ion.

(a) For purposes of certification re-
quests submitted under § 403.232(b) and
subsequent review as specified in
§ 403.239(a), statement of actuarial opinion
means a signed declaration in which a
qualified actuary states that the as-
sumptions used in calculating the ex-
pected loss ratio are appropriate and
reasonable, taking into account actual
policy experience, if any, and reason-
able expectations.

(b) Qualified actuary means—
(1) A member in good standing of the

American Academy of Actuaries; or
(2) A person who has otherwise dem-

onstrated his or her actuarial com-
petence to the satisfaction of the Com-
missioner or Superintendent of Insur-
ance of the domiciliary State of the in-
suring organization.

Subpart C—Recognition of State
Reimbursement Control Systems

SOURCE: 51 FR 15492, Apr. 24, 1986, unless
otherwise noted.

§ 403.300 Basis and purpose.
(a) Basis. This subpart implements

section 1886(c) of the Act, which au-
thorizes payment for Medicare inpa-
tient hospital services in accordance
with a State’s reimbursement control
system rather than under the Medicare
reimbursement principles as described
in HCFA’s regulations and instruc-
tions.

(b) Purpose. Contained in this subpart
are—

(1) The basic requirements that a
State reimbursement control system
must meet in order to be approved by
HCFA;

(2) A description of HCFA’s review
and evaluation procedures; and

(3) The conditions that apply if the
system is approved.

§ 403.302 Definitions.
For purposes of this subpart—
Chief executive officer of a State means

the Governor of the State or the Gov-
ernor’s designee.

Existing demonstration project refers to
demonstration projects approved by
HCFA under the authority of section
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402(a) of the Social Security Amend-
ments of 1967 (42 U.S.C. 1395b–1) or sec-
tion 222(a) of the Social Security
Amendments of 1972 (42 U.S.C. 1395b–1
(note)) and in effect on April 20, 1983
(the date of the enactment of Pub. L.
98–21 (Social Security Amendments of
1983)).

Federal hospital means a hospital that
is administered by, or that is under ex-
clusive contract with, the Department
of Defense, the Veterans Administra-
tion, or the Indian Health Service.

State system or system refers to a
State reimbursement control system
that is approved by HCFA under the
authority of section 1886(c) of the Act
and that satisfies the requirements de-
scribed in this subpart.

§ 403.304 Minimum requirements for
State systems—discretionary ap-
proval.

(a) Discretionary approval by HCFA.
HCFA may approve Medicare payments
under a State system, if HCFA deter-
mines that the system meets the re-
quirements in paragraphs (b) and (c) of
this section and, if applicable para-
graph (d) of this section.

(b) Requirements for State system. (1)
An application for approval of the sys-
tem must be submitted to HCFA by the
Chief Executive Officer of the State.

(2) The State system must apply to
substantially all non-Federal acute
care hospitals in the State.

(3) All hospitals covered by the sys-
tem must have and maintain a utiliza-
tion and quality control review agree-
ment with a Peer Review Organization,
as required under section 1866(a)(1)(F)
of the Act and § 466.78(a) of this chap-
ter.

(4) Federal hospitals must be ex-
cluded from the State system.

(5) Nonacute care or specialty hos-
pital (such as rehabilitation, psy-
chiatric, or children’s hospitals) may,
at the option of the State, be excluded
from the State system.

(6) The State system must apply to
at least 75 percent of all revenues or
expenses—

(i) For inpatient hospital services in
the State; and

(ii) For inpatient hospital services
under the State’s Medicaid plan.

(7) Under the system, HMOs and com-
petitive medical plans (CMPs), as de-
fined by section 1876(b) of the Act and
part 417 of this chapter, must be al-
lowed to negotiate payment rates with
hospitals.

(8) The system must limit hospital
charges for Medicare beneficiaries to
deductibles, coinsurance or non-cov-
ered services.

(9) Unless a waiver is granted by
HCFA under § 489.23 of this chapter, the
system must prohibit payment, as re-
quired under section 1862(a)(14) of the
Act and § 405.310(m) of this chapter, for
nonphysician services provided to hos-
pital inpatients under Part B of Medi-
care.

(10) The system must require hos-
pitals to submit Medicare cost reports
or approved reports in lieu of Medicare
cost reports as required.

(11) The system must require—
(i) Preparation, collection, or reten-

tion by the State of reports (such as fi-
nancial, administrative, or statistical
reports) that may be necessary, as de-
termined by HCFA, to review and mon-
itor the State’s assurances; and

(ii) Submission of the reports to
HCFA upon request.

(12) The system must provide hos-
pitals an opportunity to appeal errors
that they believe have been made in
the determination of their payment
rates. The system, if it is prospective
may not permit providers to file ad-
ministrative appeals that would result
in a retroactive revision of prospec-
tively determined payment rates.

(c) Satisfactory assurances. The State
must provide to HCFA satisfactory as-
surance as to the following:

(1) The system provides for equitable
treatment of hospital patients and hos-
pital employees.

(2) The system provides for equitable
treatment of all entities that pay hos-
pitals for inpatient hospital services,
including Federal and State programs.
Under the requirement, the following
conditions must be met:

(i) Both the Medicare and Medicaid
programs must participate under the
system.

(ii) The State must assure equitable
and uniform treatment under the sys-
tem of third-party payors of inpatient
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hospital services in terms of oppor-
tunity. Equitable opportunity must in-
clude, but need not be limited to, par-
ticipation in the system and availabil-
ity of discounts. Criteria under which
discounts are made available must be
equitably and uniformly applied to all
payors, except for discounts negotiated
by HMOs and CMPs. Discounts avail-
able to HMOs and CMPs as result of
their statutory right to negotiate pay-
ment rates independently of a State
system, as described in paragraph (b)(7)
of this section, need not be available to
other payors.

(iii) The State must assure that all
third-party payors that participate
under the system share in the system’s
risks and benefits.

(3) The amount of Medicare payments
made under the system over 36-month
periods may not exceed the amount of
Medicare payment that would other-
wise have been made under the Medi-
care principles of reimbursement for
Medicare items and services had the
State system not been in effect. States
must submit the assurance and sup-
porting data as required by § 403.320 to
document that the payment limit is
not exceeded. States that have an ex-
isting Medicare demonstration project
in effect on April 20, 1983, and that
have requested approval of a State sys-
tem under section 1886(c)(4) of the Act,
may elect to have the effectiveness of
the State system under this paragraph
judged on the basis of the State sys-
tem’s rate of increase or inflation in
Medicare inpatient hospital payments
as compared to the national rate of in-
crease or inflation for such payments
during the three cost reporting periods
of the hospitals in the State beginning
on or after October 1, 1983.

(d) Additional cost-effectiveness assur-
ance. If the assurances and supporting
data required under paragraph (c)(3) of
this section are insufficient to provide
assurance satisfactory to HCFA regard-
ing the cost-effectiveness of a State
system, the State may additionally
submit one of the following assurances
in order to meet the cost-effectiveness
test:

(1) State responsibility for excess pay-
ments. The State must agree that each
month Medicare intermediaries will
disburse to the State’s hospital Federal

funds that in the aggregate equal no
more than would have been disbursed
in the absence of the State system.
Any additional funds necessary to pay
hospitals for Medicare services re-
quired by the State system will be paid
to the intermediaries by the State.
These additional amounts will be re-
funded to the State by the
intermediaries to the extent that, in
subsequent months, the State system
requires a smaller aggregate payment
for Medicare services than would have
been paid in the absence of the State
system.

(2) Limitations on payments. (i) The
State must agree that if its projections
exceed what Medicare would pay in any
particular period, the State and HCFA
will establish and agreed upon payment
schedule that will limit payments
under the State system based on a pre-
determined percentage relationship be-
tween projected State payments and
what payments would have been under
Medicare.

(ii) If deviation from the predeter-
mined relationship described in para-
graph (d)(2)(i) of this section occurs,
the State must further agree that—

(A) Medicare payments would be
capped automatically at payment lev-
els based on the rates used for the Med-
icare prospective payment system and
the State would be required to pay the
difference to individual hospitals in its
system; or

(B) The State may provide by legisla-
tion or legally binding regulations that
any reduced payments to hospitals
under the system that result from this
cost-effectiveness assurance will con-
stitute full and final payment for hos-
pital services furnished to Medicare
beneficiaries for the period covered by
these reduced payments.

§ 403.306 Additional requirements for
State systems—mandatory ap-
proval.

(a) General policy—(1) Mandatory ap-
proval. HFCA will approve an applica-
tion for Medicare reimbursement under
a State system if the system meets all
of the requirements of § 403.304 and of
paragraph (b) of this section.

(2) Exception. HCFA may approve an
application if the State system meets
all of the requirements of § 403.304 but
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only some of the requirements of para-
graph (b) of this section.

(b) Additional requirements—(1) Oper-
ation of system. The system must—

(i) Be operated directly by the State
or by entity designated under State
law;

(ii) Provide for payments to hospitals
using a methodology under which—

(A) Prospectively determined pay-
ment rates are established; and

(B) Exceptions, adjustments, and
methods for changes in methodology
are set forth;

(iii) Provide that a change by the
State in the system that has the effect
of materially changing payments to
hospitals can take effect only upon 60
days notice to HCFA and to the hos-
pitals likely to be materially affected
by the change and upon HCFA’s ap-
proval of the change.

(2) Satisfactory assurances—(i) Admis-
sions practice. The State must assure
that the operation of the system will
not result in any change in hospital ad-
mission practices that result in—

(A) A significant reduction in the
proportion of patients receiving hos-
pital services covered under the system
who have no third-party coverage and
who are unable to pay for hospital
services;

(B) A significant reduction in the
proportion of individuals admitted to
hospitals for inpatient hospital serv-
ices for which payment is less, or is
likely to be less, than the anticipated
charges for or cost of the services;

(C) A refusal to admit patients who
would be expected to require unusually
costly or prolonged treatment for rea-
sons other than those related to the ap-
propriateness of the care available at
the hospital; or

(D) A refusal to provide emergency
services to any person who is in need of
emergency services, if the hospital pro-
vides the services.

(ii) Consultation with local government
officials. The State must provide docu-
mentation that it has consulted with
local government officials concerning
the impact of the system on publicly
owned or operated hospitals.

§ 403.308 State systems under dem-
onstration projects—mandatory ap-
proval.

HCFA will approve an application
from a State for a State system if—

(a) The system was in effect prior to
April 20, 1983 under an existing dem-
onstration project; and

(b) The minimum requirements and
assurances for approval of a State sys-
tem are met under § 403.304 (b)(1)–(10)
and § 403.304(c), and, if appropriate
§ 403.304(d).

§ 403.310 Reduction in payments.
(a) General rule. If HCFA determines

that the satisfactory assurances re-
quired of a State under § 403.304(c) and,
if applicable, § 403.304(d) have not been
met, or will not be met, with respect to
any 36-month period, HCFA will reduce
Medicare payments to individual hos-
pitals being reimbursed under the
State’s system or, if applicable, under
the Medicare payment system, in an
amount equal to the amount by which
the Medicare payments under the sys-
tem exceed the amount of Medicare
payments to such hospitals that other-
wise would have been made not using
the State system. The amount of the
recoupment will include, when appro-
priate, interest charges computed in
accordance with § 405.378 of this chap-
ter.

(b) Recoupment procedures. The
amount of the overpayment will be re-
couped on a proportionate basis from
each of those hospitals that received
payments under the State system that
exceeded the payments they would
have received under the Medicare pay-
ment system. Each hospital’s share of
the aggregate excess payment will be
determined on the basis of a compari-
son of the hospital’s proportionate
share of the aggregate payment re-
ceived under the State system that is
in excess of what the aggregate pay-
ment would have been under the Medi-
care payment system. Recoupments
may be accomplished by a hospital’s di-
rect payment to the Medicare program
or by offsets to future payments made
to the hospital.

(c) Alternative recoupment procedures.
As an alternative to the recoupment
procedures described in paragraph (b)
of this section and subject to HCFA’s
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acceptance, the State may provide, by
legislation or legally binding regula-
tions, procedures for the recoupment of
the amount of payments that exceed
the amount of payments that other-
wise would have been paid by Medicare
if the State system had not been in ef-
fect.

(d) Rule for existing Medicare dem-
onstration projects. In cases of existing
Medicare demonstration projects where
the expenditure test is to be applied by
a rate of increase factor, the amount of
the excess payment will be determined,
for the three hospital cost reporting
periods beginning before October 1,
1986, by a comparison of the State sys-
tem’s rate of increase to the national
rate of increase. Recoupment of exces-
sive payments will be assessed and re-
couped as described in this section.

[51 FR 15492, Apr. 24, 1986, as amended at 61
FR 63748, Dec. 2, 1996]

§ 403.312 Submittal of application.

The Chief Executive Officer of the
State is responsible for—

(a) Submittal of the application to
HCFA for approval; and

(b) Supplying the assurances and nec-
essary documentation as required
under §§ 403.304 through 403.308.

§ 403.314 Evaluation of State systems.
HCFA will evaluate all State applica-

tions for approval of State systems and
notify the State of its determination
within 60 days.

§ 403.316 Reconsideration of certain
denied applications.

(a) Request for reconsideration. If
HCFA denies an application for a State
system, the State may request that
HCFA reconsider the denial if the
State believes that its system meets
all of the requirements for mandatory
approval under §§ 403.304 and 403.306 or,
in the case of a State with a system op-
erating under an existing demonstra-
tion project, the applicable require-
ments of §§ 403.304 and 403.308.

(b) Time limit. (1) The State must sub-
mit its request for reconsideration
within 60 days after the date of HCFA’s
notice that the application was denied.

(2) HCFA will notify the State of the
results of its reconsideration within 60

days after it receives the request for
reconsideration.

§ 403.318 Approval of State systems.
(a) Approval agreement. If HCFA ap-

proves a State system, a written agree-
ment will be executed between HCFA
and the Chief Executive Officer of the
State. The agreement must incorporate
any terms of the State’s application for
approval of the system as agreed to by
the parties and, as a minimum, must
contain provisions that require the fol-
lowing:

(1) The system is operated directly by
the State or an entity designated by
State law.

(2) For purposes of the Medicare pro-
gram, the State’s system applies only
to Medicare payments for inpatient,
and if applicable, outpatient hospital
services.

(3) The system conforms to applica-
ble Medicare law and regulations other
than those relating to the amount of
reimbursement for inpatient hospital
services, or for inpatient and out-
patient services, whichever the State
system covers. Applicable regulations
include, for example, those describing
Medicare benefits and entitlement re-
quirements for program beneficiaries,
as explained in parts 406 and 409 of this
chapter; the requirements at part 405,
subpart J of this chapter specifying
conditions of participation for hos-
pitals; the requirements at part 405,
subparts A, G, and S of this chapter on
Medicare program administration; and
all applicable fraud and abuse regula-
tions contained in titles 42 and 45 of
the CFR.

(4) The State must obtain HCFA’s ap-
proval of the State’s reporting forms
and of provider cost reporting forms or
other forms that have not been ap-
proved by HCFA but that are necessary
for the collection of required informa-
tion.

(b) Effective date. An approved State
system may not be effective earlier
than the date of the approval agree-
ment, which may not be retroactive.

§ 403.320 HCFA review and monitoring
of State systems.

(a) General rule. The State must sub-
mit an assurance and detailed and
quantitative studies of provider cost
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and financial data and projections to
support the effectiveness of its system,
as required by paragraphs (b) and (c) of
this section.

(b) Required information. (1) Under
§ 403.304(c)(3) an assurance is required
that the system will not result in
greater payments over a 36-month pe-
riod than would have otherwise been
made under Medicare not using such
system. If a State that has an existing
demonstration project in effect on
April 20, 1983 elects under § 403.304(c)(3)
to have the effectiveness of its system
judged on the basis of a rate of increase
factor, the State must submit an assur-
ance that its rate of increase or infla-
tion in inpatient hospital payments
does not exceed, for that portion of the
36-month period that is subject to this
test, the national rate of increase or
inflation in Medicare inpatient hos-
pital payments. The election of the
rate of increase test applies only to the
three cost reporting periods beginning
on or after October 1, 1983. At the end
of these cost reporting periods, the
State must assure, beginning with the
first month after the expiration of the
third cost reporting period beginning
after October 1, 1983, that payments
under its system will not exceed over
the remainder of the 36-month period
what Medicare payments would have
been.

(2) Estimates and data are required
to support the State’s assurance, re-
quired under § 403.304(c)(3), that expend-
itures under the State system will not
exceed what Medicare would have paid
over a 36-month period. The estimates
and projections of what Medicare
would have otherwise paid must take
into account all the Medicare reim-
bursement principles in effect at the
time and, for any period in which pay-
ments either exceed or are less than
Medicare levels, the values of interest
the Medicare Trust Fund earned, or
would have earned, on these amounts.
Upon application for approval, the
State must submit projections for each
hospital for the first 12-month period
covered by the assurance, in both the
aggregate and on a per discharge basis,
of Medicare inpatient expenditures
under Medicare principles of reim-
bursement and parallel projections of
Medicare inpatient expenditures under

the State’s system and the resulting
cost or savings to Medicare. The State
must also submit separate statewide
projections for each year of the 36-
month period, in both the aggregate
and on a weighted average discharge
basis, of inpatient expenditures under
the State system and under the Medi-
care principles of reimbursement.

(3) The projection submitted under
paragraph (b)(2) of this section must
include a detailed description of the
methodology and assumptions used to
derive the expenditure amounts under
both systems. In instances where the
assumptions are different under the
projections cited in paragraph (b)(2) of
this section, the State must provide a
detailed explanation of the reasons for
the differences. At a minimum, the fol-
lowing separate data and assumptions
are to be included in the projections for
the Medicare principles and for the
State’s system.

(i) The State system base year and
the Medicare allowable and reimburs-
able cost of each hospital that the
State used to develop the projections,
including the amount of estimated pass
through costs.

(ii) The categories of costs that are
included in the State system and are
reimbursed differently under the State
system than under the Medicare sys-
tem.

(iii) The number of Medicare and
total base year discharges and admis-
sions for each hospital.

(iv) The rate of change factor (and
the method of application of this fac-
tor) used to project the base year costs
over the 36-month period to which the
assurance would apply.

(v) Any allowance for anticipated
growth in the amount of services from
the base year (if applicable, the allow-
ance must be presented in separate es-
timates for population increases or for
increases in rates of admissions or
both).

(vi) Any adjustment in which the
State is permitted by HCFA to take
into account previous reductions in the
Medicare payment amounts that were
the result of the effectiveness of the
State’s system even though Medicare
was not a part of that system.

(vii) Appropriate recognition and pro-
jection of the time value of trust fund
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expenditures for the period the State
system expenditures were either less
than or exceeded the Medicare system
payments.

(viii) States applying under a rate of
increase effectiveness test under
§ 403.304(c)(3) must also submit data
projecting the parallel rates of increase
during the requisite period.

(4) The projections must include both
the aggregate payments and the pay-
ments per discharge for the individual
hospitals and for the State as a whole.

(5) On a case-by-case basis. HCFA
may require additional data and docu-
mentation as needed to complete its
review and monitoring.

(6) For existing Medicare demonstra-
tion projects in effect on April 20, 1983,
the assurance and data as required by
paragraphs (a) and (b) of this section, if
appropriate, may be based on aggregate
payments or payments per inpatient
admission or discharge. HCFA will
judge the effectiveness of these sys-
tems on the basis of the rate of in-
crease or inflation in Medicare inpa-
tient hospital payments compared to
the national rate of increase or infla-
tion for such payments during the
State’s hospitals’ three cost reporting
periods beginning on or after October 1,
1983. The data submitted by the State
for the period subject to the rate of in-
crease test must include the rate of in-
crease projection for that particular
period of time. For the subsequent pe-
riod of time, the State must assure
that payments under its system will
not exceed what Medicare payments
would have been, as described in
§ 403.304(c)(3).

(7) If the amount of Medicare pay-
ments under the State system exceeds
what would have been paid under the
Medicare reimbursement principles in
any given year, the State must also
submit quantitative evidence that the
system will result in expenditures that
do not exceed what Medicare expendi-
tures would have been over the 36
month period beginning with the first
month that the State system is operat-
ing. For a State that has an existing
demonstration project in effect on
April 20, 1983, and that elects under
§ 403.304(c)(3) to have a rate of increase
test apply, if the State’s rate of in-
crease or inflation exceeds the national

rate of increase or inflation in a given
year, the State must submit quan-
titative evidence that, over 36 months,
its payments will not exceed the na-
tional rate of increase or inflation.
Furthermore, if payments under the
State’s system must be compared to
actual Medicare expenditures, at the
end of the third cost reporting period,
as described in paragraph (b)(1) of this
section, and payments under the
State’s system exceed what Medicare
would have paid in a given year, the
State must submit quantitative evi-
dence that, over 36 months, payments
under its system will not exceed what
Medicare would have paid.

(c) Review of assurances regarding ex-
penditures. HCFA will review the
State’s assurances and data submitted
under this section, as a prerequisite to
the approval of the State’s system.
HCFA will compare the State’s projec-
tions of payment amounts to HCFA
data in order to determine if the
State’s assurance is reasonable and
fully supportable. If the HCFA data in-
dicate that the State’s system would
result in payment amounts that would
be more then that which would have
been paid under the Medicare prin-
ciples, the State’s assurances would
not be acceptable. For States applying
in accordance with § 403.308, if HCFA
data indicate that the State’s system
would result in a rate of increase or in-
flation that would be more than the
national rate of increase or inflation,
the State’s assurances would not be ac-
ceptable.

(d) Medicaid upper limit. In accordance
with § 447.253 of this chapter, the State
system may not result in aggregate
payments for Medicaid inpatient hos-
pital services that would exceed the
amount that would have otherwise
have been paid under the Medicare
principles as applied through the State
system.

(e) Monitoring of Medicare expendi-
tures. HCFA will monitor on a quar-
terly basis expenditures under the
State’s system as compared to what
Medicare expenditures would have been
if the system had not been in effect. If
HCFA determines at any time that the
payments made under the State’s sys-
tem exceed the States’ projections, as
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established by the satisfactory assur-
ances required under § 403.304(c) and, if
appropriate, the predetermined per-
centage relationship of the payments
as required under § 403.304(d). HCFA
will—

(1) Conclude that payments under the
State system over a 36-month period
will exceed what Medicare would have
paid:

(2) Terminate the waiver; and
(3) Recoup overpayments to the af-

fected hospitals in accordance with the
procedures described in § 403.310.

§ 403.321 State systems for hospital
outpatient services.

HCFA may approve a State’s applica-
tion for approval of an outpatient sys-
tem if the following conditions are
met:

(a) The State’s inpatient system is
approved.

(b) The State’s outpatient applica-
tion meets the requirements and assur-
ances for an inpatient system described
in § 403.304 (b) and (c), and § 403.306 (b)(1)
and (b)(2)(ii).

(c) The State submits a separate ap-
plication that provides separate assur-
ances and estimates and data in fur-
ther support of its assurance submitted
under paragraph (b)(1) of § 403.320, as
follows:

(1) Upon application for approval, the
State must submit estimates and data
that include, but are not limited to,
projections for the first 12-month pe-
riod covered by the assurance for each
hospital, in both the aggregate and on
an average cost per service and pay-
ment basis, of Medicare outpatient ex-
penditures under Medicare principles of
reimbursement; parallel projections of
Medicare outpatient expenditures
under the State system; and the result-
ing cost or savings to Medicare inde-
pendent of the State system for hos-
pital inpatient services.

(2) The State must submit separate
statewide projections for each year of
the 36-month period of the aggregate
outpatient expenditures for each sys-
tem. The projections submitted under
this paragraph must—

(i) Comply with the requirements of
paragraphs (b) (3) and (5) of § 403.320 re-
garding a detailed description of the

methodology used to derive the expend-
iture amounts:

(ii) Include the data and assumptions
set forth in paragraphs (b)(3) (i), (ii),
(iii), (iv), and (v) of § 403.320; and

(iii) Include any assumption the
State has adopted for establishing the
number of Medicare and total base year
outpatient services for each hospital.

(3) The State must provide a detailed
explanation of the reasons for any dif-
ference between the data or assump-
tions used for the separate projections.

§ 403.322 Termination of agreements
for Medicare recognition of State
systems.

(a) Termination of agreements. (1)
HCFA may terminate any approved
agreement if it finds, after the proce-
dures described in this paragraph are
followed that the State system does
not satisfactorily meet the require-
ments of section 1886(c) of the Act or
the regulations in this subpart. A ter-
mination must be effective on the last
day of a calendar quarter.

(2) HCFA will give the State reason-
able notice of the proposed termination
of an agreement and of the reasons for
the termination at least 90 days before
the effective date of the termination.

(3) HCFA will give the State the op-
portunity to present evidence to refute
the finding.

(4) HCFA will issue a final notice of
termination upon a final review and de-
termination on the State’s evidence.

(b) Termination by State. A State may
voluntarily terminate a State system
by giving HCFA notice of its intent to
terminate. A termination must be ef-
fective on the last day of a calendar
quarter. The State must notify HCFA
of its intent to terminate at least 90
days before the effective date of the
termination.

Subpart D—[Reserved]

Subpart E—Beneficiary Counseling
and Assistance Grants

SOURCE: 59 FR 51128, Oct. 7, 1994, unless
otherwise noted.

§ 403.500 Basis, scope, and definition.
(a) Basis. This subpart implements, in

part, the provisions of section 4360 of
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Public Law 101–508 by establishing a
minimum level of funding for grants
made to States for the purpose of pro-
viding information, counseling, and as-
sistance relating to obtaining adequate
and appropriate health insurance cov-
erage to individuals eligible to receive
benefits under the Medicare program.

(b) Scope of subpart. This subpart sets
forth the following:

(1) Conditions of eligibility for the
grant.

(2) Minimum levels of funding for
those States qualifying for the grants.

(3) Reporting requirements.
(c) Definition. For purposes of this

subpart, the term ‘‘State’’ includes (ex-
cept where otherwise indicated by the
context) the 50 States, the District of
Columbia, the Commonwealth of Puer-
to Rico, the Virgin Islands, Guam, and
American Samoa.

§ 403.501 Eligibility for grants.
To be eligible for a grant under this

subpart, the State must have an ap-
proved Medicare supplemental regu-
latory program under section 1882 of
the Act and submit a timely applica-
tion to HCFA that meets the require-
ments of—

(a) Section 4360 of Public Law 101–508
(42 USC 1395b-4);

(b) This subpart; and
(c) The applicable solicitation for

grant applications issued by HCFA.

§ 403.502 Availability of grants.
HCFA awards funds to States subject

to congressional appropriations of
funds and, if applicable, subject to the
satisfactory progress in the State’s
project during the preceding grant pe-
riod. The criteria by which progress is
evaluated and the performance stand-
ards for determining whether satisfac-
tory progress has been made is speci-
fied in the notice of grant award sent
to each State. HCFA advises each
State as to when to make application
and provides information as to the tim-
ing of the grant award and the duration
of the grant award. HCFA also provides
an estimate of the amount of funds
that may be available to the State.

§ 403.504 Number and size of grants.
(a) General. HCFA awards the follow-

ing types of grants:

(1) New program grants.
(2) Existing program enhancement

grants.
(b) Grant Award. Each eligible State

that submits an acceptable application
receives a grant including a fixed
amount (minimum funding level) and a
variable amount.

(1) A fixed portion is awarded to
States in the following amounts:

(i) Each of the 50 States, $75,000.
(ii) The District of Columbia, $75,000.
(iii) Puerto Rico, $75,000.
(iv) American Samoa, $25,000.
(v) Guam, $25,000.
(vi) The Virgin Islands, $25,000.
(2) A variable portion, which is based

on the number and location of Medi-
care beneficiaries residing in the State
is awarded to each State. The variable
amount a particular State receives is
determined as set forth in paragraph
(c) of this section.

(c) Calculation of variable portion of
the grant. (1) HCFA bases the variable
portion of the grant on—

(i) The amount of available funds,
and

(ii) A comparison of each State with
the average of all of the States (except
the State being compared) with respect
to three factors that relate to the size
of the State’s Medicare population and
where that population resides.

(2) The factors HCFA uses to compare
States’ Medicare populations comprise
separate components of the variable
amount. These factors, and the extent
to which they each contribute to the
variable amount, are as follows:

(i) Approximately 75 percent of the
variable amount is based on the num-
ber of Medicare beneficiaries living in
the State as a percentage of all Medi-
care beneficiaries nationwide.

(ii) Approximately 10 percent of the
variable amount is based on the per-
centage of the State’s total population
who are Medicare beneficiaries.

(iii) Approximately 15 percent of the
variable amount is based on the per-
centage of the State’s Medicare bene-
ficiaries that reside in rural areas
(‘‘rural areas’’ are defined as all areas
not included within a Metropolitan
Statistical Area).

(3) Based on the foregoing four fac-
tors (that is, the amount of available
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funds and the three comparative fac-
tors), HCFA determines a variable rate
for each participating State for each
grant period.

(d) Submission of revised budget. A
State that receives an amount of grant
funds under this subpart that differs
from the amount requested in the
budget submitted with its application
must submit a revised budget to HCFA,
along with its acceptance of the grant
award, that reflects the amount award-
ed.

§ 403.508 Limitations.

(a) Use of grants. Except as specified
in paragraph (b) of this section, a State
that receives a grant under this sub-
part may use the grant for any reason-
able expenses incurred in planning, de-
veloping, implementing, and/or operat-
ing the program for which the grant is
made.

(b) Maintenance of effort. A State that
receives a grant to supplement an ex-
isting program (that is, an existing
program enhancement grant)—

(1) Must not use the grant to sup-
plant funds for activities that were
conducted immediately preceding the
date of the initial award of a grant
made under this subpart and funded
through other sources (including in-
kind contributions).

(2) Must maintain the activities of
the program at least at the level that
those activities were conducted imme-
diately preceding the initial award of a
grant made under this subpart.

§ 403.510 Reporting requirements.
A State that receives a grant under

this subpart must submit at least one
annual report to HCFA and any addi-
tional reports as HCFA may prescribe
in the notice of grant award. HCFA ad-
vises the State of the requirements
concerning the frequency, timing, and
contents of reports in the notice of
grant award that it sends to the State.

§ 403.512 Administration.
(a) General. Administration of grants

will be in accordance with the provi-
sions of this subpart, 45 CFR part 92
(‘‘Uniform Administrative Require-
ments for Grants and Cooperative
Agreements to State and Local Gov-
ernments’’), 45 CFR 74.4, the terms of
the solicitation, and the terms of the
notice of grant award. Except for the
minimum funding levels established by
§ 403.504(b)(1), in the event of conflict
between a provision of the notice of
grant award, any provision of the solic-
itation, or of any regulation enumer-
ated in 45 CFR 74.4 or in part 92, the
terms of the notice of grant award con-
trol.

(b) Notice. HCFA provides notice to
each applicant regarding HCFA’s deci-
sion on an application for grant fund-
ing under § 403.504.

(c) Appeal. Any applicant for a grant
under this subpart has the right to ap-
peal HCFA’s determination regarding
its application. Appeal procedures are
governed by the regulations at 45 CFR
part 16 (Procedures of the Depart-
mental Grant Appeals Board).
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