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Subpart D—Reporting and Returning of 
Overpayments 

401.301 Basis and scope. 

401.303 Definitions. 

401.305 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—Availability 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. 

§ 401.101 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, 5 U.S.C. 552(b), as implemented by 
the Department’s public information 
regulation, 45 CFR part 5, subpart F 



10 

42 CFR Ch. IV (10–1–24 Edition) § 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 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 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-

teria for disclosures which are in the 
public interest and consistent with ob-
ligations of confidentiality and admin-
istrative necessity, 45 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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and will be made available in the publi-
cation entitled CMS Rulings. 

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

(c) CMS Rulings are published under 
the authority of the Administrator, 
CMS. They are binding on all CMS 
components, on all HHS components 
that adjudicate matters under the ju-
risdiction of CMS, and on the Social 
Security Administration to the extent 
that components of the Social Security 
Administration adjudicate matters 
under the jurisdiction of CMS. 

[48 FR 22924, May 23, 1983, as amended at 70 
FR 11472, Mar. 8, 2005; 70 FR 37702, June 30, 
2005] 

§ 401.109 Precedential Final Decisions 
of the Secretary. 

(a) The Chair of the Department of 
Health and Human Services Depart-
mental Appeals Board (DAB Chair) 
may designate a final decision of the 
Secretary issued by the Medicare Ap-
peals Council in accordance with part 
405, subpart I; part 422, subpart M; part 
423, subpart U; or part 478, subpart B, of 
this chapter as precedential. In deter-
mining which decisions should be des-
ignated as precedential, the DAB Chair 
may take into consideration decisions 
that address, resolve, or clarify recur-
ring legal issues, rules or policies, or 
that may have broad application or im-
pact, or involve issues of public inter-
est. 

(b) Precedential decisions are made 
available to the public, with personally 
identifiable information of the bene-
ficiary removed, and have precedential 
effect from the date they are made 
available to the public. Notice of prece-
dential decisions is published in the 
FEDERAL REGISTER. 

(c) Medicare Appeals Council deci-
sions designated in accordance with 
paragraph (a) of this section have prec-
edential effect and are binding on all 
CMS components, on all HHS compo-
nents that adjudicate matters under 
the jurisdiction of CMS, and on the So-
cial Security Administration to the ex-
tent that components of the Social Se-

curity Administration adjudicate mat-
ters under the jurisdiction of CMS. 

(d) Precedential effect, as used in 
this section, means that the Medicare 
Appeals Council’s— 

(1) Legal analysis and interpretation 
of a Medicare authority or provision is 
binding and must be followed in future 
determinations and appeals in which 
the same authority or provision applies 
and is still in effect; and 

(2) Factual findings are binding and 
must be applied to future determina-
tions and appeals involving the same 
parties if the relevant facts are the 
same and evidence is presented that 
the underlying factual circumstances 
have not changed since the issuance of 
the precedential final decision. 

[82 FR 5105, Jan. 17, 2017] 

§ 401.110 Publications for sale. 

The following publications con-
taining information pertaining to the 
program, organization, functions, and 
procedures of CMS 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) CMS 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 CMS 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 CMS 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. 
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§ 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, CMS 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 CMS 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 
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, CMS 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 
§ 488.5 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) CMS may release 
the accreditation survey of any home 
health agency; and 

(B) CMS 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, 
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denial of payment for new admissions, 
civil money penalties, temporary man-
agement and termination) taken by 
CMS; 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; 80 FR 29834, May 22, 
2015] 

§ 401.128 Where requests for records 
may be made. 

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

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

CMS 313–H, Hubert H. Humphrey Build-
ing, 200 Independence Avenue, Wash-
ington, 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, 
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 

United 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. 

CMS maintains some records per-

taining to individuals. Disclosure of 

such records is generally prohibited by 

section 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, CMS, Balti-

more, 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 CMS, Office 

of Research, Demonstrations and Sta-

tistics; or whose records have been in-

cluded 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 

CMS Rulings. A request to inspect and 

copy materials listed in § 401.130 or 

§ 401.132 or indexed in CMS Rulings may 

be made to any district or branch office 

of the Social Security Administration. 

If the specific material requested is not 

available in the office receiving the re-

quest, the material will be obtained 

and made available promptly. 
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§ 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 
issued by the Centers for Medicare & 
Medicaid Services. 42 CFR chapter IV . 

(4) CMS 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, CMS. 

(3) Parts 2 and 3 of the Part A 

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

(4) Parts 2 and 3 of the Part B Inter-
mediary Manual (Physician and Sup-
plier 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) CMS Letters to State Agencies on 

Medicare. 
(10) Skilled Nursing Facility Manual 

(CMS Pub. 12). 
(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 CMS. 

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

rity Laws. 
(5) CMS 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. 
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§ 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 CMS, which relate to a State 
agency’s findings on the compliance of 
a health care institution or facility 
with the applicable provisions in sec-
tion 1861 of the Act and with the regu-
lations, promulgated pursuant to those 
provisions, dealing with health and 
safety of patients in those institutions 
and facilities; and (2) State agency sur-
vey reports. The statement of defi-
ciencies 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 CMS. (See § 401.130(b)(17)) 
for places where statements of defi-
ciencies, reports, and pertinent written 
statements will be available.) 

(b) CMS reports on providers of services. 
Upon request in writing, official re-
ports and other formal evaluations (in-
cluding 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 
information identifying individual pa-
tients, physicians, or other practi-
tioners, or other individuals shall be 
disclosed under this paragraph. Those 
reports and other evaluations shall be 
disclosed within 30 days following the 
final preparation thereof by CMS 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 CMS 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 inter-
mediary or carrier, prepared prior to 
February 1, 1973, may also be disclosed 
to any person upon request in writing. 
Those reports and evaluations shall be 
disclosed within 30 days following their 
final preparation by CMS (or 30 days 
following the request therefor, in the 
case of the contract performance re-
view report prepared prior to February 
1, 1973), during which time those inter-
mediaries, carriers, and State agencies, 
as the case may be, shall be afforded a 
reasonable opportunity to offer com-
ments, and there shall be disclosed 
with those reports and evaluations any 
pertinent written statements furnished 
CMS by those intermediaries, carriers, 
on State agencies or those reports and 
evaluations. 

(d) Accreditation surveys. Upon writ-
ten request, CMS will release the ac-
creditation survey and related informa-
tion from an accreditation organiza-
tion meeting the requirements of § 488.5 
or § 493.506 of this chapter to the extent 
the survey and information relate to 
an enforcement action taken (for ex-
ample, denial of payment for new ad-
mission, civil money penalties, tem-
porary management and termination) 
by CMS; 
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(e) Upon written request, CMS 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; 80 FR 29834, 
May 22, 2015] 

§ 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 practi-
tioners, 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 med-
ical 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. 

(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 CMS 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. 
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(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 
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 CMS extends this time and sends 
notice of such extension to the re-
quester. 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 
CMS 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, 
CMS and to the Director of Public Af-
fairs in any HHS Regional Office. 
Those officers and employees of CMS 
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 CMS’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 
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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 for-
warding 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. 

§ 401.144 Denial of requests. 

(a) General authority. Only the Direc-
tor, Office of Public Affairs, CMS, and 
the Regional Directors of Public Af-
fairs, HHS, are authorized to deny 
written requests to obtain, inspect or 
copy any CMS 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 non-

existent 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 CMS, 

700 East High Rise Building, 6401 Secu-

rity Boulevard, Baltimore, Maryland 

21235, within 30 days of receipt of the 

determination to deny or within 30 

days of receipt of records which are in 

partial response to his request if a por-

tion of a request is granted and a por-

tion denied, whichever is later. Upon 

receipt of a timely request for review, 

the Administrator will review the deci-

sion in question and the findings upon 

which it was based. Upon the basis of 

the data considered in connection with 

the decision and whatever other evi-

dence and written argument is sub-

mitted by the person requesting the re-

view 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 
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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). 

Subpart C [Reserved] 

Subpart D—Reporting and 
Returning of Overpayments 

SOURCE: 81 FR 7683, Feb. 12, 2016, unless 
otherwise noted. 

§ 401.301 Basis and scope. 

This subpart sets forth the policies 
and procedures for reporting and re-
turning overpayments to the Medicare 
program for providers and suppliers of 
services under Parts A and B of title 
XVIII of the Act as required by section 
1128J(d) of the Act. 

§ 401.303 Definitions. 

For purposes of this subpart— 
Medicare contractor means a Part A/ 

Part B Medicare Administrative Con-
tractor (A/B MAC) or a Durable Med-
ical Equipment Medicare Administra-
tive Contractor (DME MAC). 

Overpayment means any funds that a 
person has received or retained under 
title XVIII of the Act to which the per-
son, after applicable reconciliation, is 
not entitled under such title. 

Person means a provider (as defined 
in § 400.202 of this chapter) or a supplier 
(as defined in § 400.202 of this chapter). 

§ 401.305 Requirements for reporting 
and returning of overpayments. 

(a) General. (1) A person that has re-
ceived an overpayment must report 
and return the overpayment in the 
form and manner set forth in this sec-
tion. 

(2) A person has identified an over-
payment when the person has, or 
should have through the exercise of 
reasonable diligence, determined that 
the person has received an overpay-
ment and quantified the amount of the 

overpayment. A person should have de-
termined that the person received an 
overpayment and quantified the 
amount of the overpayment if the per-
son fails to exercise reasonable dili-
gence and the person in fact received 
an overpayment. 

(b) Deadline for reporting and returning 
overpayments. (1) A person who has re-
ceived an overpayment must report 
and return the overpayment by the 
later of either of the following: 

(i) The date which is 60 days after the 
date on which the overpayment was 
identified. 

(ii) The date any corresponding cost 
report is due, if applicable. 

(2) The deadline for returning over-
payments will be suspended when the 
following occurs: 

(i) OIG acknowledges receipt of a 
submission to the OIG Self-Disclosure 
Protocol and will remain suspended 
until such time as a settlement agree-
ment is entered, the person withdraws 
from the OIG Self-Disclosure Protocol, 
or the person is removed from the OIG 
Self-Disclosure Protocol. 

(ii) CMS acknowledges receipt of a 
submission to the CMS Voluntary Self- 
Referral Disclosure Protocol and will 
remain suspended until such time as a 
settlement agreement is entered, the 
person withdraws from the CMS Vol-
untary Self-Referral Disclosure Pro-
tocol, or the person is removed from 
the CMS Voluntary Self-Referral Dis-
closure Protocol. 

(iii) A person requests an extended 
repayment schedule as defined in 
§ 401.603 and will remain suspended 
until such time as CMS or one of its 
contractors rejects the extended repay-
ment schedule request or the provider 
or supplier fails to comply with the 
terms of the extended repayment 
schedule. 

(c) Applicable reconciliation. (1) The 
applicable reconciliation occurs when a 
cost report is filed; and 

(2) In instances when the provider— 
(i) Receives more recent CMS infor-

mation on the SSI ratio, the provider 
is not required to return any overpay-
ment resulting from the updated infor-
mation until the final reconciliation of 
the provider’s cost report occurs; or 

(ii) Knows that an outlier reconcili-
ation will be performed, the provider is 
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