AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Centers for Medicare & Medicaid Services, HHS

Subpart D—Reporting and Returning of
Overpayments

401.301 Basis and scope.

401.303 Definitions.

401.3056 Requirements for reporting and re-
turning of overpayments.

Subpart 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 CMS claims collection deci-
sions on appeals.

Subpart G—Auvailability of Medicare Data
for Performance Measurement

401.701 Purpose and scope.

401.703 Definitions.

401.705 Eligibility criteria for qualified enti-
ties.

401.707 Operating and governance require-
ments for qualified entities.

401.709 The application process and require-
ments.

401.711 Updates to plans submitted as part
of the application process.

401.713 Ensuring the privacy and security of
data.

401.715 Selection and use of performance
measures.

401.716 Non-public analyses.

401.717 Provider and supplier requests for
error correction.

401.718 Dissemination of data.

401.719 Monitoring and sanctioning of quali-
fied entities.

401.721 Terminating an agreement with a
qualified entity.

401.722 Qualified clinical data registries.

AUTHORITY: Secs. 1102, 1871, and 1874(e) of
the Social Security Act (42 U.S.C. 1302,
1395hh, and 1395w-5) and sec. 105, Pub. L. 114-
10, 129 Stat. 87.

Subpart A [Reserved]

Subpart B—Confidentiality and
Disclosure

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

§401.102

§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
Centers for Medicare & Medicaid Serv-
ices (CMS). The rules apply to informa-
tion obtained by officers or employees
of CMS 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
CMS 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.

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, b U.S.C. 552(b), as implemented by
the Department’s public information
regulation, 45 CFR part 5, subpart F



§401.105

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

(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 beneficiary of the informa-
tion has a statutory right to request
the information under the Freedom of
Information Act, 5 U.S.C. 552, or wheth-
er 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 beneficiary of the informa-
tion, including another Federal agency
or a State or Federal court, when the
information would not be exempt from
mandatory disclosure under Freedom
of Information Act rules or when the
information nevertheless would be
made available under the Department’s
public information regulation’s cri-

Rules for disclosure.
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teria for disclosures which are in the
public interest and consistent with ob-
ligations of confidentiality and admin-
istrative necessity, 46 CFR part 5, sub-
part 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 CMS 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 prece-
dential orders and opinions issued in
the adjudication of claims, statements
of policy and interpretations which
have been adopted but have not been
published in the FEDERAL REGISTER,
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 CMS rulings.

(a) After September 1981, a precedent
final opinion or order or a statement of
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 CMS as hav-
ing precedent, may be published in the
FEDERAL REGISTER as a CMS Ruling
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