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health care practitioner), and the re-
porting entity. After review, the Sec-
retary will either— 

(i) If the Secretary concludes that 
the information is accurate, include a 
brief statement by the physician, den-
tist or other health care practitioner 
describing the disagreement con-
cerning the information, and an expla-
nation of the basis for the decision that 
it is accurate, or 

(ii) If the Secretary concludes that 
the information was incorrect, send 
corrected information to previous in-
quirers. 

(Approved by the Office of Management and 
Budget under control number 0915–0126) 

[54 FR 42730, Oct. 17, 1989, as amended at 54 
FR 43890, Oct. 27, 1989]
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Subpart A—General Provisions
§ 61.1 The Healthcare Integrity and 

Protection Data Bank. 
(a) Section 1128E of the Social Secu-

rity Act (the Act) authorizes the Sec-
retary of Health and Human Services 
(the Secretary) to implement a na-
tional health care fraud and abuse data 
collection program for the reporting 
and disclosing of certain final adverse 
actions taken against health care pro-
viders, suppliers, or practitioners. Sec-
tion 1128E of the Act also directs the 
Secretary to maintain a database of 
final adverse actions taken against 
health care providers, suppliers or 
practitioners. This data bank will be 
known as the Healthcare Integrity and 
Protection Data Bank (HIPDB). Settle-
ments in which no findings or admis-
sions of liability have been made will 
be excluded from being reported. How-
ever, if another action is taken against 
the provider, supplier or practitioner of 
a health care item or service as a re-
sult of or in conjunction with the set-
tlement, that action is reportable to 
the HIPDB. 

(b) Section 1128E of the Act also re-
quires the Secretary to implement the 
HIPDB in such a manner as to avoid 
duplication with the reporting require-
ments established for the National 
Practitioner Data Bank (NPDB) (See 45 
CFR part 60). In accordance with the 
statute, the reporter responsible for re-
porting the final adverse actions to 
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both the HIPDB and the NPDB will be 
required to submit only one report, 
provided that reporting is made 
through the Department’s consolidated 
reporting mechanism that will sort the 
appropriate actions into the HIPDB, 
NPDB, or both. 

(c) The regulations in this part set 
forth the reporting and disclosure re-
quirements for the HIPDB.

§ 61.2 Applicability of these regula-
tions. 

The regulations in this part establish 
reporting requirements applicable to 
Federal and State Government agen-
cies and to health plans, as the terms 
are defined under § 61.3.

§ 61.3 Definitions. 
The following definitions apply to 

this part: 
Act means the Social Security Act. 
Affiliated or associated means health 

care entities with which a subject of a 
final adverse action has a commercial 
relationship, including but not limited 
to, organizations, associations, cor-
porations, or partnerships. It also in-
cludes a professional corporation or 
other business entity composed of a 
single individual. 

Any other negative action or finding by 
a Federal or State licensing agency 
means any action or finding that under 
the State’s law is publicly available in-
formation, and rendered by a licensing 
or certification authority, including 
but not limited to, limitations on the 
scope of practice, liquidations, injunc-
tions and forfeitures. This definition 
also includes final adverse actions ren-
dered by a Federal or State licensing or 
certification authority, such as exclu-
sions, revocations or suspension of li-
cense or certification that occur in 
conjunction with settlements in which 
no finding of liability has been made 
(although such a settlement itself is 
not reportable under the statute). This 
definition excludes citations, correc-
tive action plans and personnel ac-
tions. 

Civil judgment means a court-ordered 
action rendered in a Federal or State 
court proceeding, other than a criminal 
proceeding. This reporting requirement 
does not include Consent Judgments 
that have been agreed upon and en-

tered to provide security for civil set-
tlements in which there was no finding 
or admission of liability. 

Criminal conviction means a convic-
tion as described in section 1128(i) of 
the Act. 

Exclusion means a temporary or per-
manent debarment of an individual or 
entity from participation in any Fed-
eral or State health-related program, 
in accordance with which items or 
services furnished by such person or 
entity will not be reimbursed under 
any Federal or State health-related 
program. 

Government agency includes, but is 
not limited to— 

(1) The U.S. Department of Justice; 
(2) The U.S Department of Health 

and Human Services; 
(3) Any other Federal agency that ei-

ther administers or provides payment 
for the delivery of health care services, 
including, but not limited to, the U.S. 
Department of Defense and the U.S. 
Department of Veterans Affairs; 

(4) Federal and State law enforce-
ment agencies, including States Attor-
neys General and law enforcement in-
vestigators; 

(5) State Medicaid Fraud Control 
Units; and 

(6) Federal or State agencies respon-
sible for the licensing and certification 
of health care providers, suppliers or li-
censed health care practitioners. Ex-
amples of such State agencies include 
Departments of Professional Regula-
tion, Health, Social Services (including 
State Survey and Certification and 
Medicaid Single State agencies), Com-
merce and Insurance. 

Health care provider means a provider 
of services as defined in section 1861(u) 
of the Act; any health care entity (in-
cluding a health maintenance organi-
zation, preferred provider organization 
or group medical practice) that pro-
vides health care services and follows a 
formal peer review process for the pur-
pose of furthering quality health care, 
and any other health care entity that, 
directly or through contracts, provides 
health care services. 

Health care supplier means a provider 
of medical and other health care serv-
ices as described in section 1861(s) of 
the Act; or any individual or entity, 
other than a provider, who furnishes, 
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