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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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otherwise noted.

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 

VerDate 0ct<09>2002 13:17 Oct 15, 2002 Jkt 197175 PO 00000 Frm 00135 Fmt 8010 Sfmt 8010 Y:\SGML\197175T.XXX 197175T



136

45 CFR Subtitle A (10–1–02 Edition)§ 61.2

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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whether directly or indirectly, or pro-
vides access to, health care services, 
supplies, items, or ancillary services 
(including, but not limited to, durable 
medical equipment suppliers, manufac-
turers of health care items, pharma-
ceutical suppliers and manufacturers, 
health record services such as medical, 
dental and patient records, health data 
suppliers, and billing and transpor-
tation service suppliers). The term also 
includes any individual or entity under 
contract to provide such supplies, 
items or ancillary services; health 
plans as defined in this section (includ-
ing employers that are self-insured); 
and health insurance producers (includ-
ing but not limited to agents, brokers, 
solicitors, consultants and reinsurance 
intermediaries). 

Health plan means a plan, program or 
organization that provides health bene-
fits, whether directly, through insur-
ance, reimbursement or otherwise, and 
includes but is not limited to— 

(1) A policy of health insurance; 
(2) A contract of a service benefit or-

ganization; 
(3) A membership agreement with a 

health maintenance organization or 
other prepaid health plan; 

(4) A plan, program, agreement or 
other mechanism established, main-
tained or made available by a self in-
sured employer or group of self insured 
employers, a practitioner, provider or 
supplier group, third party adminis-
trator, integrated health care delivery 
system, employee welfare association, 
public service group or organization or 
professional association; and 

(5) An insurance company, insurance 
service or insurance organization that 
is licensed to engage in the business of 
selling health care insurance in a State 
and which is subject to State law 
which regulates health insurance. 

Licensed health care practitioner, li-
censed practitioner, or practitioner 
means, with respect to a State, an indi-
vidual who is licensed or otherwise au-
thorized by the State to provide health 
care services (or any individual who, 
without authority, holds himself or 
herself out to be so licensed or author-
ized). 

Organization name means the sub-
ject’s business or employer at the time 
the underlying acts occurred. If more 

than one business or employer is in-
volved, the one most closely related to 
the underlying acts should be reported 
in the ‘‘organization name,’’ field with 
the others being reported in the ‘‘af-
filiated or associated health care enti-
ties’’ field. 

Organization type means a brief de-
scription of the nature of that business 
or employer. 

Other adjudicated actions or decisions 
means formal or official final actions 
taken against a health care provider, 
supplier or practitioner by a Federal or 
State governmental agency or a health 
plan; which include the availability of 
a due process mechanism, and; are 
based on acts or omissions that affect 
or could affect the payment, provision 
or delivery of a health care item or 
service. For example, a formal or offi-
cial final action taken by a Federal or 
State governmental agency or a health 
plan may include, but is not limited to, 
a personnel-related action such as sus-
pensions without pay, reductions in 
pay, reductions in grade for cause, ter-
minations or other comparable actions. 
A hallmark of any valid adjudicated 
action or decision is the availability of 
a due process mechanism. The fact that 
the subject elects not to use the due 
process mechanism provided by the au-
thority bringing the action is immate-
rial, as long as such a process is avail-
able to the subject before the adju-
dicated action or decision is made 
final. In general, if an ‘‘adjudicated ac-
tion or decision’’ follows an agency’s 
established administrative procedures 
(which ensure that due process is avail-
able to the subject of the final adverse 
action), it would qualify as a report-
able action under this definition. This 
definition specifically excludes clinical 
privileging actions taken by Federal or 
State Government agencies and similar 
paneling decisions made by health 
plans. This definition does not include 
overpayment determinations made by 
Federal or State Government pro-
grams, their contractors or health 
plans; and it does not include denial of 
claims determinations made by Gov-
ernment agencies or health plans. For 
health plans that are not Government 
entities, an action taken following ade-
quate notice and the opportunity for a 
hearing that meets the standards of 
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due process set out in section 412(b) of 
the HCQIA (42 U.S.C. 11112(b)) also 
would qualify as a reportable action 
under this definition. 

Secretary means the Secretary of 
Health and Human Services and any 
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved 
has been delegated. 

State means any of the fifty States, 
the District of Columbia, the Common-
wealth of Puerto Rico, the Virgin Is-
lands and Guam. 

Voluntary surrender means a sur-
render made after a notification of in-
vestigation or a formal official request 
by a Federal or State licensing or cer-
tification authority for a health care 
provider, supplier or practitioner to 
surrender the license or certification 
(including certification agreements or 
contracts for participation in Federal 
or State health care programs). The 
definition also includes those instances 
where a health care provider, supplier 
or practitioner voluntarily surrenders 
a license or certification (including 
program participation agreements or 
contracts) in exchange for a decision 
by the licensing or certification au-
thority to cease an investigation or 
similar proceeding, or in return for not 
conducting an investigation or pro-
ceeding, or in lieu of a disciplinary ac-
tion. 

[64 FR 57758, Oct. 26, 1999, as amended at 65 
FR 70507, Nov. 24, 2000]

Subpart B—Reporting of 
Information

§ 61.4 How information must be re-
ported. 

Information must be reported to the 
HIPDB as required under §§ 61.6, 61.7, 
61.8, 61.9, 61.10, 61.11 and 61.15 in such 
form and manner as the Secretary may 
prescribe.

§ 61.5 When information must be re-
ported. 

(a) Information required under §§ 61.7, 
61.8, 61.9, 61.10 and 61.11 must be sub-
mitted to the HIPDB— 

(1) Within 30 calendar days from the 
date the final adverse action was taken 

or the date when the reporting entity 
became aware of the final adverse ac-
tion; or 

(2) By the close of the entity’s next 
monthly reporting cycle, whichever is 
later. 

(b) The date the final adverse action 
was taken, its effective date and dura-
tion of the action would be contained 
in the information reported to the 
HIPDB under §§ 61.7, 61.8, 61.9, 61.10 and 
61.11.

§ 61.6 Reporting errors, omissions, re-
visions or whether an action is on 
appeal. 

(a) If errors or omissions are found 
after information has been reported, 
the reporter must send an addition or 
correction to the HIPDB. The HIPDB 
will not accept requests for readjudica-
tion of the case. 

(b) A reporter that reports informa-
tion on licensure, criminal convictions, 
civil or administrative judgments, ex-
clusions, or adjudicated actions or de-
cisions under §§ 61.7, 61.8, 61.9, 61.10 or 
61.11 also must report any revision of 
the action originally reported. Revi-
sions include, but are not limited to, 
reversal of a criminal conviction, re-
versal of a judgment or other adju-
dicated decisions or whether the action 
is on appeal, and reinstatement of a li-
cense. 

(c) The subject will receive a copy of 
all reports, including revisions and cor-
rections to the report. 

(d) Upon receipt of a report, the sub-
ject— 

(1) Can accept the report as written; 
(2) May provide a statement to the 

HIPDB that will be permanently ap-
pended to the report, either directly or 
through a designated representative 
(The HIPDB will distribute the state-
ment to queriers, where identifiable, 
and to the reporting entity and the 
subject of the report. The HIPDB will 
not edit the statement; only the sub-
ject can, upon request, make changes 
to the statement); or 

(3) May follow the dispute process in 
accordance with § 61.15.
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