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directly or from another party must
use it solely with respect to the pur-
pose for which it was provided. Nothing
in this paragraph shall prevent the dis-
closure of information by a party
which is authorized under applicable
State law to make such disclosure.

(b) Penalty for violations. Any person
who violates paragraph (a) shall be sub-
ject to a civil money penalty of up to
$10,000 for each violation. This penalty
will be imposed pursuant to procedures
at 42 CFR part 1003.

§ 60.14 How to dispute the accuracy of
National Practitioner Data Bank in-
formation.

(a) Who may dispute National Practi-
tioner Data Bank information. Any phy-
sician, dentist or other health care
practitioner may dispute the accuracy
of information in the Data Bank con-
cerning himself or herself. The Sec-
retary will routinely mail a copy of
any report filed in the Data Bank to
the subject individual.

(b) Procedures for filing a dispute. A
physician, dentist or other health care
practitioner has 60 days from the date
on which the Secretary mails the re-
port in question to him or her in which
to dispute the accuracy of the report.
The procedures for disputing a report
are:

(1) Informing the Secretary and the
reporting entity, in writing, of the dis-
agreement, and the basis for it,

(2) Requesting simultaneously that
the disputed information be entered
into a ‘‘disputed’’ status and be re-
ported to inquirers as being in a ‘‘dis-
puted’’ status, and

(3) Attempting to enter into discus-
sion with the reporting entity to re-
solve the dispute.

(c) Procedures for revising disputed in-
formation. (1) If the reporting entity re-
vises the information originally sub-
mitted to the Data Bank, the Sec-
retary will notify all entities to whom
reports have been sent that the origi-
nal information has been revised.

(2) If the reporting entity does not re-
vise the reported information, the Sec-
retary will, upon request, review the
written information submitted by both
parties (the physician, dentist or other
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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SOURCE: 64 FR 57758, Oct. 26, 1999, unless
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
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.
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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,
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, or agreement es-
tablished, maintained or made avail-
able by an employer or group of em-
ployers, a practitioner, provider or sup-
plier group, third party administrator,
integrated health care delivery system,
employee welfare association, public
service group or organization or profes-
sional 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 ‘‘affili-
ated or associated health care entities’’
field.
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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
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.

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
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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.

§ 61.7 Reporting licensure actions
taken by Federal or State licensing
and certification agencies.

(a) What actions must be reported. Fed-
eral and State licensing and certifi-
cation agencies must report to the
HIPDB the following final adverse ac-
tions that are taken against a health
care provider, supplier, or practitioner
(regardless of whether the final adverse
action is the subject of a pending ap-
peal)—

(1) Formal or official actions, such as
revocation or suspension of a license or

certification agreement or contract for
participation in Federal or State
health care programs (and the length
of any such suspension), reprimand,
censure or probation;

(2) Any other loss of the license or
loss of the certification agreement or
contract for participation in Federal or
State health care programs, or the
right to apply for, or renew, a license
or certification agreement or contract
of the provider, supplier, or practi-
tioner, whether by operation of law,
voluntary surrender, non-renewal (ex-
cluding nonrenewals due to non-
payment of fees, retirement, or change
to inactive status), or otherwise; and

(3) Any other negative action or find-
ing by such Federal or State agency
that is publicly available information.

(b) Entities described in paragraph
(a) of this section must report the fol-
lowing information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Name;
(ii) Social Security Number;
(iii) Home address or address of

record;
(iv) Sex; and
(v) Date of birth.
(2) If the subject is an individual,

that individual’s employment or pro-
fessional identifiers, including:

(i) Organization name and type;
(ii) Occupation and specialty, if ap-

plicable;
(iii) National Provider Identifier

(NPI), when issued by the Health Care
Financing Administration (HCFA);

(iv) Name of each professional school
attended and year of graduation; and

(v) With respect to the State profes-
sional license (including professional
certification and registration) on
which the reported action was taken,
the license number, the field of licen-
sure, and the name of the State or ter-
ritory in which the license is held.

(3) If the subject is an organization,
identifiers, including:

(i) Name;
(ii) Business address;
(iii) Federal Employer Identification

Number (FEIN), or Social Security
Number when used by the subject as a
Taxpayer Identification Number (TIN);

(iv) The NPI, when issued by HCFA;
(v) Type of organization; and

VerDate 11<MAY>2000 11:21 Oct 27, 2000 Jkt 190170 PO 00000 Frm 00141 Fmt 8010 Sfmt 8010 Y:\SGML\190170T.XXX pfrm07 PsN: 190170T



142

45 CFR Subtitle A (10–1–00 Edition)§ 61.8

(vi) With respect to the State license
(including certification and registra-
tion) on which the reported action was
taken, the license and the name of the
State or territory in which the license
is held.

(4) For all subjects:
(i) A narrative description of the acts

or omissions and injuries upon which
the reported action was based;

(ii) Classification of the acts or omis-
sions in accordance with a reporting
code adopted by the Secretary;

(iii) Classification of the action
taken in accordance with a reporting
code adopted by the Secretary, and the
amount of any monetary penalty re-
sulting from the reported action;

(iv) The date the action was taken,
its effective date and duration;

(v) If the action is on appeal;
(vi) Name of the agency taking the

action;
(vii) Name and address of the report-

ing entity; and
(viii) The name, title and telephone

number of the responsible official sub-
mitting the report on behalf of the re-
porting entity.

(c) Entities described in paragraph
(a) of this section should report, if
known, the following information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Other name (s) used;
(ii) Other address;
(iii) FEIN, when used by the indi-

vidual as a TIN; and
(iv) If deceased, date of death.
(2) If the subject is an individual,

that individual’s employment or pro-
fessional identifiers, including:

(i) Other State professional license
number(s), field(s) of licensure, and the
name(s) of the State or territory in
which the license is held;

(ii) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Unique Physician Identification
Number(s) (UPIN), and Medicaid and
Medicare provider number(s);

(iii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(iv) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(3) If the subject is an organization,
identifiers, including:

(i) Other name(s) used;
(ii) Other address(es) used;
(iii) Other FEIN(s) or Social Security

Number(s) used;
(iv) Other NPI(s) used;
(v) Other State license number(s) and

the name(s) of the State or territory in
which the license is held;

(vi) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Clinical Laboratory Improve-
ment Act (CLIA) number(s), Food and
Drug Administration (FDA) number(s),
and Medicaid and Medicare provider
number(s);

(vii) Names and titles of principal of-
ficers and owners;

(viii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(ix) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(4) For all subjects:
(i) If the subject will be automati-

cally reinstated; and
(ii) The date of appeal, if any.
(d) Sanctions for failure to report. The

Secretary will provide for a publication
of a public report that identifies those
Government agencies that have failed
to report information on adverse ac-
tions as required to be reported under
this section.

§ 61.8 Reporting Federal or State
criminal convictions related to the
delivery of a health care item or
service.

(a) Who must report. Federal and
State prosecutors must report criminal
convictions against health care pro-
viders, suppliers, and practitioners re-
lated to the delivery of a health care
item or service (regardless of whether
the conviction is the subject of a pend-
ing appeal).

(b) Entities described in paragraph
(a) of this section must report the fol-
lowing information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Name;
(ii) Social Security Number;
(iii) Home address or address of

record;
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(iv) Sex; and
(v) Date of birth.
(2) If the subject is an individual,

that individual’s employment or pro-
fessional identifiers, including:

(i) Organization name and type;
(ii) Occupation and specialty, if ap-

plicable; and
(iii) National Provider Identifier

(NPI), when issued by the Health Care
Financing Administration (HCFA).

(3) If the subject is an organization,
identifiers, including:

(i) Name;
(ii) Business address;
(iii) Federal Employer Identification

Number (FEIN), or Social Security
Number when used by the subject as a
Taxpayer Identification Number (TIN);

(iv) The NPI, when issued by HCFA;
and

(v) Type of organization.
(4) For all subjects:
(i) A narrative description of the acts

or omissions and injuries upon which
the reported action was based;

(ii) Classification of the acts or omis-
sions in accordance with a reporting
code adopted by the Secretary;

(iii) Name and location of court or ju-
dicial venue in which the action was
taken;

(iv) Docket or court file number;
(v) Type of action taken;
(vi) Statutory offense(s) and count(s);
(vii) Name of primary prosecuting

agency (or the plaintiff in civil ac-
tions);

(viii) Date of sentence or judgment;
(ix) Length of incarceration, deten-

tion, probation, community service or
suspended sentence;

(x) Amounts of any monetary judg-
ment, penalty, fine, assessment or res-
titution;

(xi) Other sentence, judgment or or-
ders;

(xii) If the action is on appeal;
(xiii) Name and address of the report-

ing entity; and
(xiv) The name, title and telephone

number of the responsible official sub-
mitting the report on behalf of the re-
porting entity.

(c) Entities described in paragraph
(a) of this section should report, if
known, the following information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Other name (s) used;
(ii) Other address; and
(iii) FEIN, when used by the indi-

vidual as a TIN.
(2) If the subject is an individual,

that individual’s employment or pro-
fessional identifiers, including:

(i) State professional license (includ-
ing professional certification and reg-
istration) number(s), field(s) of licen-
sure, and the name(s) of the State or
territory in which the license is held;

(ii) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Unique Physician Identification
Number(s) (UPIN), and Medicaid and
Medicare provider number(s);

(iii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(iv) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(3) If the subject is an organization,
identifiers, including:

(i) Other name(s) used;
(ii) Other address(es) used;
(iii) Other FEIN(s) or Social Security

Number(s) used;
(iv) Other NPI(s) used;
(v) State license (including certifi-

cation and registration) number(s) and
the name(s) of the State or territory in
which the license is held;

(vi) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Clinical Laboratory Improve-
ment Act (CLIA) number(s), Food and
Drug Administration (FDA) number(s),
and Medicaid and Medicare provider
number(s);

(vii) Names and titles of principal of-
ficers and owners;

(viii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(ix) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(4) For all subjects:
(i) Prosecuting agency’s case number;
(ii) Investigative agencies involved;
(iii) Investigative agencies case of

file number(s); and
(iv) The date of appeal, if any.
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(d) Sanctions for failure to report. The
Secretary will provide for publication
of a public report that identifies those
Government agencies that have failed
to report information on criminal con-
victions as required to be reported
under this section.

§ 61.9 Reporting civil judgments re-
lated to the delivery of a health
care item or service.

(a) Who must report. Federal and
State attorneys and health plans must
report civil judgments against health
care providers, suppliers, or practi-
tioners related to the delivery of a
health care item or service (regardless
of whether the civil judgment is the
subject of a pending appeal). If a Gov-
ernment agency is party to a multi-
claimant civil judgment, it must as-
sume the responsibility for reporting
the entire action, including all
amounts awarded to all the claimants,
both public and private. If there is no
Government agency as a party, but
there are multiple health plans as
claimants, the health plan which re-
ceives the largest award must be re-
sponsible for reporting the total action
for all parties.

(b) Entities described in paragraph
(a) of this section must report the in-
formation as required in § 61.8(b).

(c) Entities described in paragraph
(a) of this section should report, if
known the information as described in
§ 61.8(c).

(d) Sanctions for failure to report. Any
health plan that fails to report infor-
mation on a civil judgment required to
be reported under this section will be
subject to a civil money penalty (CMP)
of not more than $25,000 for each such
adverse action not reported. Such pen-
alty will be imposed and collected in
the same manner as CMPs under sub-
section (a) of section 1128A of the Act.
The Secretary will provide for publica-
tion of a public report that identifies
those Government agencies that have
failed to report information on civil
judgments as required to be reported
under this section.

§ 61.10 Reporting exclusions from par-
ticipation in Federal or State health
care programs.

(a) Who must report. Federal and
State Government agencies must re-
port health care providers, suppliers, or
practitioners excluded from partici-
pating in Federal or State health care
programs, including exclusions that
were made in a matter in which there
was also a settlement that is not re-
ported because no findings or admis-
sions of liability have been made (re-
gardless of whether the exclusion is the
subject of a pending appeal) .

(b) Entities described in paragraph
(a) of this section must report the fol-
lowing information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Name;
(ii) Social Security Number;
(iii) Home address or address of

record;
(iv) Sex; and
(v) Date of birth.
(2) If the subject is an individual,

that individual’s employment or pro-
fessional identifiers, including:

(i) Organization name and type;
(ii) Occupation and specialty, if ap-

plicable; and
(iii) National Provider Identifier

(NPI), when issued by the Health Care
Financing Administration (HCFA).

(3) If the subject is an organization,
identifiers, including:

(i) Name;
(ii) Business address;
(iii) Federal Employer Identification

Number (FEIN), or Social Security
Number when used by the subject as a
Taxpayer Identification Number (TIN);

(iv) The NPI, when issued by HCFA;
and

(v) Type of organization.
(4) For all subjects:
(i) A narrative description of the acts

or omissions and injuries upon which
the reported action was based;

(ii) Classification of the acts or omis-
sions in accordance with a reporting
code adopted by the Secretary;

(iii) Classification of the action
taken in accordance with a reporting
code adopted by the Secretary, and the
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amount of any monetary penalty re-
sulting from the reported action;

(iv) The date the action was taken,
its effective date and duration;

(v) If the action is on appeal;
(vi) Name of the agency taking the

action;
(vii) Name and address of the report-

ing entity; and
(viii) The name, title and telephone

number of the responsible official sub-
mitting the report on behalf of the re-
porting entity.

(c) Entities described in paragraph
(a) of this section should report, if
known, the following information:

(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Other name(s) used;
(ii) Other address;
(iii) FEIN, when used by the indi-

vidual as a TIN;
(iv) Name of each professional school

attended and year of graduation; and
(v) If deceased, date of death.
(2) If the subject is an individual,

that individual’s employment or profes-
sional identifiers, including:

(i) State professional license (includ-
ing professional registration and cer-
tification) number(s), field(s) of licen-
sure, and the name(s) of the State or
Territory in which the license is held;

(ii) Other numbers assigned by Fed-
eral or State agencies, to include, but
not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Unique Physician Identification
Number(s) (UPIN), and Medicaid and
Medicare provider number(s);

(iii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(iv) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(3) If the subject is an organization,
identifiers, including:

(i) Other name(s) used;
(ii) Other address(es) used;
(iii) Other FEIN(s) or Social Security

Number(s) used;
(iv) Other NPI(s) used;
(v) State license (including registra-

tion and certification) number(s) and
the name(s) of the State or territory in
which the license is held;

(vi) Other numbers assigned by Fed-
eral or State agencies, to include, but

not limited to Drug Enforcement Ad-
ministration (DEA) registration num-
ber(s), Clinical Laboratory Improve-
ment Act (CLIA) number(s), Food and
Drug Administration (FDA) number(s),
and Medicaid and Medicare provider
number(s);

(vii) Names and titles of principal of-
ficers and owners;

(viii) Name(s) and address(es) of any
health care entity with which the sub-
ject is affiliated or associated; and

(ix) Nature of the subject’s relation-
ship to each associated or affiliated
health care entity.

(4) For all subjects:
(i) If the subject will be automati-

cally reinstated; and
(ii) The date of appeal, if any.
(d) Sanctions for failure to report. The

Secretary will provide for publication
of a public report that identifies those
Government agencies that have failed
to report information on exclusions or
debarments as required to be reported
under this section.

§ 61.11 Reporting other adjudicated
actions or decisions.

(a) Who must report. Federal and
State governmental agencies and
health plans must report other adju-
dicated actions or decisions as defined
in § 61.3 related to the delivery, pay-
ment or provision of a health care item
or service against health care pro-
viders, suppliers, and practitioners (re-
gardless of whether the other adju-
dicated action or decision is subject to
a pending appeal).

(b) Entities described in paragraph
(a) of this section must report the in-
formation as required in § 61.10(b).

(c) Entities described in paragraph
(a) of this section should report, if
known the information as described in
§ 61.10(c).

(d) Sanctions for failure to report. Any
health plan that fails to report infor-
mation on an other adjudicated action
or decision required to be reported
under this section will be subject to a
civil money penalty (CMP) of not more
than $25,000 for each such action not re-
ported. Such penalty will be imposed
and collected in the same manner as
CMPs under subsection (a) of section
1128A of the Act. The Secretary will
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provide for publication of a public re-
port that identifies those Government
agencies that have failed to report in-
formation on other adjudicated actions
as required to be reported under this
section.

Subpart C—Disclosure of Informa-
tion by the Healthcare Integ-
rity and Protection Data Bank

§ 61.12 Requesting information from
the Healthcare Integrity and Pro-
tection Data Bank.

(a) Who may request information and
what information may be available. Infor-
mation in the HIPDB will be available,
upon request, to the following persons
or entities, or their authorized
agents—

(1) Federal and State Government
agencies;

(2) Health plans;
(3) A health care practitioner, pro-

vider, or supplier requesting informa-
tion concerning himself, herself or
itself; and

(4) A person or entity requesting sta-
tistical information, which does not
permit identification of any individual
or entity. (For example, researchers
can use statistical information to iden-
tify the total number of practitioners
excluded from the Medicare and Med-
icaid programs. Similarly, health plans
can use statistical information to de-
velop outcome measures in their ef-
forts to monitor and improve quality
care.)

(b) Procedures for obtaining HIPDB in-
formation. Eligible individuals and enti-
ties may obtain information from the
HIPDB by submitting a request in such
form and manner as the Secretary may
prescribe. These requests are subject to
fees set forth in § 61.13. The HIPDB will
comply with the Department’s prin-
ciples of fair information practice by
providing each subject of a report with
a copy when the report is entered into
the HIPDB.

(c) Information provided in response to
self-queries. (1) At the time subjects re-
quest information as part of a ‘‘self-
query,’’ the subject will receive—

(i) Any report(s) in the HIPDB spe-
cific to them; and

(ii) A disclosure history from the
HIPDB of the name(s) of any entity (or

entities) that have previously received
the report(s).

(2) The disclosure history will be re-
stricted in accordance with the Privacy
Act regulations set forth in 45 CFR
part 5b.

§ 61.13 Fees applicable to requests for
information.

(a) Policy on fees. The fees described
in this section apply to all requests for
information from the HIPDB, except
requests from Federal agencies. How-
ever, for purposes of verification and
dispute resolution at the time the re-
port is accepted, the HIPDB will pro-
vide a copy—at the time a report has
been submitted automatically, without
a request and free of charge—of every
report to the health care provider, sup-
plier or practitioner who is the subject
of the report. For the same purpose,
the Department will provide a copy of
the report—at the time a report has
been submitted automatically, without
a request and free of charge—to the re-
porter that submitted it. The fees are
authorized by section 1128E(d)(2) of the
Act, and they reflect the full costs of
operating the database. The actual fees
will be announced by the Secretary in
periodic notices in the FEDERAL REG-
ISTER.

(b) Criteria for determining the fee. The
amount of each fee will be determined
based on the following criteria —

(1) Direct and indirect personnel
costs;

(2) Physical overhead, consulting,
and other indirect costs including rent
and depreciation on land, buildings and
equipment;

(3) Agency management and super-
visory costs;

(4) Costs of enforcement, research
and establishment of regulations and
guidance;

(5) Use of electronic data processing
equipment to collect and maintain in-
formation—the actual cost of the serv-
ice, including computer search time,
runs and printouts; and

(6) Any other direct or indirect costs
related to the provision of services.

(c) Assessing and collecting fees. The
Secretary will announce through peri-
odic notice in the FEDERAL REGISTER
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the method of payment of fees. In de-
termining these methods, the Sec-
retary will consider efficiency, effec-
tiveness and convenience for users and
for the Department. Methods may in-
clude credit card, electronic funds
transfer and other methods of elec-
tronic payment.

§ 61.14 Confidentiality of Healthcare
Integrity and Protection Data Bank
information.

Information reported to the HIPDB is
considered confidential and will not be
disclosed outside the Department, ex-
cept as specified in §§ 61.12 and 61.15.
Persons and entities receiving informa-
tion from the HIPDB, either directly or
from another party, must use it solely
with respect to the purpose for which it
was provided. Nothing in this section
will prevent the disclosure of informa-
tion by a party from its own files used
to create such reports where disclosure
is otherwise authorized under applica-
ble State or Federal law.

§ 61.15 How to dispute the accuracy of
Healthcare Integrity and Protection
Data Bank information.

(a) Who may dispute the HIPDB infor-
mation. The HIPDB will routinely mail
or transmit electronically to the sub-
ject a copy of the report filed in the
HIPDB. In addition, as indicated in
§ 61.12(a)(3), the subject may also re-
quest a copy of such report. The sub-
ject of the report or a designated rep-
resentative may dispute the accuracy
of a report concerning himself, herself
or itself as set forth in paragraph (b) of
this section.

(b) Procedures for disputing a report
with the reporting entity. If the subject
disagrees with the reported informa-
tion, the subject must request in writ-
ing that the HIPDB enter the report
into ‘‘disputed status.’’

(2) The HIPDB will send the report,
with a notation that the report has
been placed in ‘‘disputed status,’’ to
queriers (where identifiable), the re-
porting entity and the subject of the
report.

(3) The subject must attempt to enter
into discussion with the reporting enti-
ty to resolve the dispute. If the report-
ing entity revises the information
originally submitted to the HIPDB, the

HIPDB will notify the subject and all
entities to whom reports have been
sent that the original information has
been revised. If the reporting entity
does not revise the reported informa-
tion, or does not respond to the subject
within 60 days, the subject may request
that the Secretary review the report
for accuracy. The Secretary will decide
whether to correct the report within 30
days of the request. This time frame
may be extended for good cause. The
subject also may provide a statement
to the HIPDB, either directly or
through a designated representative,
that will permanently append the re-
port.

(c) Procedures for requesting a Secre-
tarial review. The subject must request,
in writing, that the Secretary of the
Department review the report for accu-
racy. The subject must return this re-
quest to the HIPDB along with appro-
priate materials that support the sub-
ject’s position. The Secretary will only
review the accuracy of the reported in-
formation, and will not consider the
merits or appropriateness of the action
or the due process that the subject re-
ceived.

(2) After the review, if the Sec-
retary—

(i) Concludes that the information is
accurate and reportable to the HIPDB,
the Secretary will inform the subject
and the HIPDB of the determination.
The Secretary will include a brief
statement (Secretarial Statement) in
the report that describes the basis for
the decision. The report will be re-
moved from ‘‘disputed status.’’ The
HIPDB will distribute the corrected re-
port and statement(s) to previous
queriers (where identifiable), the re-
porting entity and the subject of the
report.

(ii) Concludes that the information
contained in the report is inaccurate,
the Secretary will inform the subject
of the determination and direct the
HIPDB or the reporting entity to re-
vise the report. The Secretary will in-
clude a brief statement (Secretarial
Statement) in the report describing the
findings. The HIPDB will distribute the
corrected report and statement (s) to
previous queriers (where identifiable),
the reporting entity and the subject of
the report.
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(iii) Determines that the disputed
issues are outside the scope of the De-
partment’s review, the Secretary will
inform the subject and the HIPDB of
the determination. The Secretary will
include a brief statement (Secretarial
Statement) in the report describing the
findings. The report will be removed
from ‘‘disputed status.’’ The HIPDB
will distribute the report and the state-
ment(s) to previous queriers (where
identifiable), the reporting entity and
the subject of the report.

(iv) Determines that the adverse ac-
tion was not reportable and therefore
should be removed from the HIPDB,
the Secretary will inform the subject
and direct the HIPDB to void the re-
port. The HIPDB will distribute a no-
tice to previous queriers (where identi-
fiable), the reporting entity and the
subject of the report that the report
has been voided.

[64 FR 57758, Oct. 26, 1999, as amended at 64
FR 71041, Dec. 20, 1999]

§ 61.16 Immunity.
Individuals, entities or their author-

ized agents and the HIPDB shall not be
held liable in any civil action filed by
the subject of a report unless the indi-
vidual, entity or authorized agent sub-
mitting the report has actual knowl-
edge of the falsity of the information
contained in the report.

PART 63—GRANT PROGRAMS AD-
MINISTERED BY THE OFFICE OF
THE ASSISTANT SECRETARY FOR
PLANNING AND EVALUATION

Subpart A—General

Sec.
63.1 Purpose and scope.
63.2 Eligibility for award.
63.3 Program announcements and solicita-

tions.
63.4 Cooperative arrangements.
63.5 Effective date of approved grant.
63.6 Evaluation of applications.
63.7 Disposition of applications.
63.8 Supplemental regulations and grant

conditions.

Subpart B—Financial Provisions

63.16 Scope of subpart.
63.17 Amount of award.
63.18 Limitations on costs.

63.19 Budget revisions and minor devi-
ations.

63.20 Period during which grant funds may
be obligated.

63.21 Obligation and liquidation by grantee.
63.22 Cost sharing.
63.23 Telecommunications Demonstration

Grants.

Subpart C—Special Provisions

63.30 Scope of subpart.
63.31 Protection of human subjects.
63.32 Data collection instruments.
63.33 Treatment of animals.
63.34 Principal investigators.
63.35 Dual compensation.
63.36 Fees to Federal employees.
63.37 Leasing facilities.
63.38 Publications.
63.39 Religious worship or instruction.

AUTHORITY: Sec. 602, Community Services
Act (42 U.S.C. 2942); sec. 1110, Social Security
Act (42 U.S.C. 1310).

SOURCE: 40 FR 23295, May 29, 1975, unless
otherwise noted.

Subpart A—General

§ 63.1 Purpose and scope.
(a) Applicability. Except to the extent

inconsistent with an applicable Federal
statute the regulations in this part
apply to all grant awards of Federal as-
sistance made by the Assistant Sec-
retary for Planning and Evaluation or
his designee, hereinafter referred to in
this part as the Assistant Secretary.
Such grants include those under sec-
tion 232 of the Community Services Act
(42 U.S.C. 2835), section 1110 of the So-
cial Security Act (42 U.S.C. 1310), sec-
tion 392A of the Communications Act
of 1934, and such other authority as
may be delegated to the Assistant Sec-
retary for policy research activities.

(b) Exceptions to applicability. The
award and administration of contracts
and cooperative agreements by the As-
sistant Secretary shall not be covered
by this subchapter. Contracts entered
into by the Assistant Secretary shall
be subject to the regulations in 41 CFR
Chapters 1 and 3. Generally, the Assist-
ant Secretary will select between grant
and contract procedures and instru-
ments, both with regard to the solicita-
tion process and with respect to unso-
licited proposals, on the basis of cri-
teria set forth in the proposed revision
of 41 CFR 3–1.53 published at 39 FR
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