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§57.1 Applicability.

The regulations in this part apply to
the acceptance of volunteer and un-
compensated services for use in the op-
eration of any health care facility of
the Department or in the provision of
health care.

§57.2 Definitions.

As used in the regulations in this
part:

Secretary means the Secretary of
Health and Human Services.

Department means the Department of
Health and Human Services.

Volunteer services are services per-
formed by individuals (hereafter called
volunteers) whose services have been
offered to the Government and accept-
ed under a formal agreement on a with-
out compensation basis for use in the
operation of a health care facility or in
the provision of health care.

Health care means services to pa-
tients in Department facilities, bene-
ficiaries of the Federal Government, or
individuals or groups for whom health
services are authorized under the pro-
grams of the Department.

Health care facility means a hospital,
clinic, health center, or other facility
established for the purpose of providing
health care.

§57.3 Volunteer service programs.

Programs for the use of volunteer
services may be established by the Sec-
retary, or his designee, to broaden and
strengthen the delivery of health serv-
ices, contribute to the comfort and
well being of patients in Department
hospitals or clinics, or expand the serv-
ices required in the operation of a
health care facility. Volunteers may be
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used to supplement, but not to take
the place of, personnel whose services
are obtained through the usual employ-
ment procedures.

§57.4 Acceptance and use of volunteer
services.

The Secretary, or his designee, shall
establish requirements for: Accepting
volunteer services from individuals or
groups of individuals, using volunteer
services, giving appropriate recogni-
tion to volunteers, and maintaining
records of volunteer services.

§57.5 Services and benefits available
to volunteers.

(a) The following provisions of law
may be applicable to volunteers whose
services are offered and accepted under
the regulations in this part:

(1) Subchapter I of Chapter 81 of Title
5 of the United States Code relating to
medical services for work related inju-
ries;

(2) Title 28 of the United States Code
relating to tort claims;

(3) Section 7903 of Title 5 of the
United States Code relating to protec-
tive clothing and equipment; and

(4) Section 5703 of Title 5 of the
United States Code relating to travel
and transportation expenses.

(b) Volunteers may also be provided
such other benefits as are authorized
by law or by administrative action of
the Secretary or his designee.
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60.11 Reporting negative actions or findings
taken by peer review organizations or
private accreditation entities.

60.12 Reporting adverse actions
against clinical privileges.

60.13 Reporting Federal or state criminal
convictions related to the delivery of a
health care item or service.

60.14 Reporting civil judgments related to
the delivery of a health care item or
service.

60.15 Reporting exclusions from participa-
tion in Federal or state health care pro-
grams.

60.16 Reporting other adjudicated actions or
decisions.

taken

Subpart C—Disclosure of Information by
the National Practitioner Data Bank

60.17 Information which hospitals must re-
quest from the National Practitioner
Data Bank.

60.18 Requesting information from the Na-
tional Practitioner Data Bank.

60.19 Fees applicable to requests for infor-
mation.

60.20 Confidentiality of National Practi-
tioner Data Bank information.

60.21 How to dispute the accuracy of Na-
tional Practitioner Data Bank informa-
tion.

60.22 Immunity.

AUTHORITY: 42 U.S.C. 11101-11152; 42 U.S.C.
1396r-2; 42 U.S.C. 1320a-Te

SOURCE: 78 FR 20484, Apr. 5, 2013, unless
otherwise noted.

Subpart A—General Provisions

§60.1 The National Practitioner Data
Bank.

The Health Care Quality Improve-
ment Act of 1986 (HCQIA), as amended,
title IV of Public Law 99-660 (42 U.S.C.
11101 et seq.) (hereinafter referred to as
“title IV”’), authorizes the Secretary to
establish (either directly or by con-
tract) a National Practitioner Data
Bank (NPDB) to collect and release
certain information relating to the
professional competence and conduct
of physicians, dentists, and other
health care practitioners. Section 1921
of the Social Security Act (hereinafter
referred to as ‘‘section 1921”), as
amended, (42 U.S.C. 1396r-2) expanded
the requirements under the NPDB and
requires each state to adopt a system
of reporting to the Secretary adverse
licensure or certification actions taken
against health care practitioners,
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health care entities, providers, and
suppliers, as well as certain final ad-
verse actions taken by state law and
fraud enforcement agencies against
health care practitioners, providers,
and suppliers. Section 1128E of the So-
cial Security Act (hereinafter referred
to as ‘‘section 1128E”’), as amended, (42
U.S.C. 1320a-Te) authorizes the Sec-
retary to implement a national
healthcare fraud and abuse data collec-
tion program for the reporting and dis-
closing of certain final adverse actions
taken by Federal Government agencies
and health plans against health care
practitioners, providers, and suppliers.
Information from section 1921 and sec-
tion 1128E is to be reported and distrib-
uted through the NPDB. The regula-
tions in this part set forth the report-
ing and disclosure requirements for the
NPDB, as well as procedures to dispute
the accuracy of information contained
in the NPDB.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

§60.2

The regulations in this part establish
reporting requirements applicable to
hospitals, health care entities, Boards
of Medical Examiners, and professional
societies of health care practitioners
which take adverse licensure or profes-
sional review actions; state licensing
or certification authorities, peer re-
view organizations, and private accred-
itation entities that take licensure or
certification actions or negative ac-
tions or findings against health care
practitioners, health care entities, pro-
viders, or suppliers; entities (including
insurance companies) making pay-
ments as a result of medical mal-
practice actions or claims; and Federal
government agencies, state law and
fraud enforcement agencies and health
plans that take final adverse actions
against health care practitioners, pro-
viders, and suppliers. They also estab-
lish procedures to enable individuals or
entities to obtain information from the
NPDB or to dispute the accuracy of
NPDB information.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

Applicability.
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§60.3 Definitions.

Adversely affecting means reducing,
restricting, suspending, revoking, or
denying clinical privileges or member-
ship in a health care entity.

Affiliated or associated refers to health
care entities with which a subject of a
final adverse action has a business or
professional relationship. This in-
cludes, but is not limited to, organiza-
tions, associations, corporations, or
partnerships. This also includes a pro-
fessional corporation or other business
entity composed of a single individual.

Board of Medical Examiners, or Board,
means a body or subdivision of such
body which is designated by a state for
the purpose of licensing, monitoring,
and disciplining physicians or dentists.
This term includes a Board of Osteo-
pathic Examiners or its subdivision, a
Board of Dentistry or its subdivision,
or an equivalent body as determined by
the state. Where the Secretary, pursu-
ant to section 423(c)(2) of the HCQIA (42
U.S.C. 11112(¢)), has designated an al-
ternate entity to carry out the report-
ing activities of §60.12 of this part due
to a Board’s failure to comply with
§60.8 of this part, the term Board of
Medical Examiners or Board refers to
this alternate entity.

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.

Clinical privileges means the author-
ization by a health care entity to a
health care practitioner for the provi-
sion of health care services, including
privileges and membership on the med-
ical staff.

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

Dentist means a doctor of dental sur-
gery, doctor of dental medicine, or the
equivalent who is legally authorized to
practice dentistry by a state (or who,
without authority, holds himself or
herself out to be so authorized).

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

Federal 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) Federal law enforcement agencies,
including law enforcement investiga-
tors;

(4) 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; and

(5) Federal agencies responsible for
the licensing and certification of
health care practitioners, providers,
and suppliers.

Formal peer review process means the
conduct of professional review activi-
ties through formally adopted written
procedures which provide for adequate
notice and an opportunity for a hear-
ing.

Formal proceeding means a proceeding
held before a state licensing or certifi-
cation authority, peer review organiza-
tion, or private accreditation entity
that maintains defined rules, policies,
or procedures for such a proceeding.

Health care entity means, for purposes
of this part:

(1) A hospital;

(2) An entity that provides health
care services, and engages in profes-
sional review activity through a formal
peer review process for the purpose of
furthering quality health care, or a
committee of that entity; or

(3) A professional society or a com-
mittee or agent thereof, including
those at the national, state, or local
level, of health care practitioners that
engages in professional review activity
through a formal peer review process,
for the purpose of furthering quality
health care.

(4) For purposes of paragraph (2) of
this definition, an entity includes: a
health maintenance organization
which is licensed by a state or deter-
mined to be qualified as such by the
Department of Health and Human
Services; and any group or bprepaid
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medical or dental practice which meets
the criteria of paragraph (2).

Health care practitioner, licensed health
care practitioner, licensed practitioner, or
practitioner means an individual who is
licensed or otherwise authorized by a
state to provide health care services
(or any individual who, without au-
thority, holds himself or herself out to
be so licensed or authorized).

Health care provider means, for pur-
poses of this part, a provider of services
as defined in section 1861(u) of the So-
cial Security Act; any organization (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 organization that, di-
rectly or through contracts, provides
health care services.

Health care supplier means, for pur-
poses of this part, a provider of medical
and other health care services as de-
scribed in section 1861(s) of the Social
Security Act; or any individual or enti-
ty, other than a provider, who fur-
nishes, whether directly or indirectly,
or provides access to, health care serv-
ices, supplies, items, or ancillary serv-
ices (including, but not limited to, du-
rable medical equipment suppliers,
manufacturers of health care items,
pharmaceutical suppliers and manufac-
turers, health record services [such as
medical, dental, and patient records],
health data suppliers, and billing and
transportation 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
(including employers that are self-in-
sured); and health insurance producers
(including but not limited to agents,
brokers, solicitors, consultants, and re-
insurance intermediaries).

Health plan means, for purposes of
this part, a plan, program or organiza-
tion that provides health benefits,
whether directly, through insurance,
reimbursement or otherwise, and in-
cludes but is not limited to:

(1) A policy of health insurance;

(2) A contract of a service benefit or-
ganization;
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(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 health care practitioner,
provider, or supplier group, third-party
administrator, integrated health care
delivery system, employee welfare as-
sociation, public service group or orga-
nization or professional association;

(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; and

(6) An organization that provides
benefit plans whose coverage is limited
to outpatient prescription drugs.

Hospital means, for purposes of this
part, an entity described in paragraphs
(1) and (7) of section 1861(e) of the So-
cial Security Act.

Medical malpractice action or claim
means a written complaint or claim de-
manding payment based on a health
care practitioner’s provision of or fail-
ure to provide health care services, and
includes the filing of a cause of action
based on the law of tort, brought in
any state or Federal court or other ad-
judicative body.

Negative action or finding by a Federal
or State licensing or certification au-
thority, peer review organization, or
private accreditation entity means:

(1) A final determination of denial or
termination of an accreditation status
from a private accreditation entity
that indicates a risk to the safety of a
patient(s) or quality of health care
services;

(2) Any recommendation by a peer re-
view organization to sanction a health
care practitioner; or

(3) Any negative action or finding
that, under the state’s law, is publicly
available information and is rendered
by a licensing or certification author-
ity, including but not limited to, limi-
tations on the scope of practice, lig-
uidations, injunctions, and forfeitures.
This definition also includes final ad-
verse actions rendered by a Federal or
state licensing or certification author-
ity, such as exclusions, revocations, or
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suspension of license or certification,
that occur in conjunction with settle-
ments in which no finding of liability
has been made (although such a settle-
ment itself is not reportable under the
statute). This definition excludes ad-
ministrative fines or citations and cor-
rective action plans and other per-
sonnel actions, unless they are:

(i) Connected to the delivery of
health care services; or

(ii) Taken in conjunction with other
adverse licensure or certification ac-
tions such as revocation, suspension,
censure, reprimand, probation, or sur-
render.

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 appli-
cable, the one most closely related to
the underlying acts should be reported
as the ‘‘organization name,” with the
others being reported as ‘‘affiliated or
associated health care entities.”

Organization type means a description
of the nature of that business or em-
ployer.

Other adjudicated actions or decisions
means formal or official final actions
taken against a health care practi-
tioner, provider, or supplier by a Fed-
eral governmental agency, a state law
or fraud enforcement agency, or a
health plan, which include the avail-
ability of a due process mechanism,
and are based on acts or omissions that
affect or could affect the payment, pro-
vision, or delivery of a health care item
or service. For example, a formal or of-
ficial final action taken by a Federal
governmental agency, a state law or
fraud enforcement 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 ac-
tions. A hallmark of any valid adju-
dicated action or decision is the avail-
ability of a due process mechanism.
The fact that the subject elects not to
use the due process mechanism pro-
vided by the authority bringing the ac-
tion is immaterial, as long as such a
process is available to the subject be-
fore the adjudicated action or decision
is made final. In general, if an ‘“‘adju-
dicated action or decision” follows an
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agency’s established administrative
procedures (which ensure that due
process is available to the subject of
the final adverse action), it would qual-
ify as a reportable action under this
definition. This definition specifically
excludes clinical privileging actions
taken by Federal Government agencies
or state law and fraud enforcement
agencies and similar paneling decisions
made by health plans. This definition
does not include overpayment deter-
minations made by Federal or state
government programs, their contrac-
tors or health plans, and it does not in-
clude denial of claims determinations
made by Federal Government agencies,
state law or fraud enforcement agen-
cies, or health plans. This definition
also does not include business or ad-
ministrative decisions taken by health
plans that result in contract termi-
nations unrelated to health care fraud
or abuse or quality of care (e.g., when
a practitioner’s contract is terminated
because the practitioner no longer
practices at a facility in the health
plan’s network, or a health plan termi-
nates all provider contracts in a cer-
tain geographic area because it ceases
business operations in that area). 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.

Peer review organization means, for
purposes of this part, an organization
with the primary purpose of evaluating
the quality of patient care practices or
services ordered or performed by health
care practitioners measured against
objective criteria which define accept-
able and adequate practice through an
evaluation by a sufficient number of
health care practitioners in such an
area to ensure adequate peer review.
The organization has due process
mechanisms available to health care
practitioners. This definition excludes
utilization and quality control peer re-
view organizations described in Part B
of Title XI of the Social Security Act
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(referred to as QIOs) and other organi-
zations funded by the Centers for Medi-
care & Medicaid Services (CMS) to sup-
port the QIO program.

Physician means, for purposes of this
part, a doctor of medicine or osteop-
athy legally authorized to practice
medicine or surgery by a state (or who,
without authority, holds himself or
herself out to be so authorized).

Private accreditation entity means an
entity or organization that:

(1) Evaluates and seeks to improve
the quality of health care provided by
a health care entity, provider, or sup-
plier;

(2) Measures a health care entity’s,
provider’s, or supplier’s performance
based on a set of standards and assigns
a level of accreditation;

(3) Conducts ongoing assessments and
periodic reviews of the quality of
health care provided by a health care
entity, provider, or supplier; and

(4) Has due process mechanisms
available to health care entities, pro-
viders, or suppliers.

Professional review action means an
action or recommendation of a health
care entity:

(1) Taken in the course of profes-
sional review activity;

(2) Based on the professional com-
petence or professional conduct of an
individual health care practitioner
which affects or could affect adversely
the health or welfare of a patient or pa-
tients; and

(3) Which adversely affects or may
adversely affect the clinical privileges
or membership in a professional soci-
ety of the health care practitioner.

(4) This term excludes actions which
are primarily based on:

(i) The health care practitioner’s as-
sociation, or lack of association, with a
professional society or association;

(ii) The health care practitioner’s
fees or the health care practitioner’s
advertising or engaging in other com-
petitive acts intended to solicit or re-
tain business;

(iii) The health care practitioner’s
participation in prepaid group health
plans, salaried employment, or any
other manner of delivering health serv-
ices whether on a fee-for-service or
other basis;
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(iv) A health care practitioner’s asso-
ciation with, supervision of, delegation
of authority to, support for, training
of, or participation in a private group
practice with, a member or members of
a particular class of health care practi-
tioner or professional; or

(v) Any other matter that does not
relate to the competence or profes-
sional conduct of a health care practi-
tioner.

Professional review activity means an
activity of a health care entity with re-
spect to an individual health care prac-
titioner:

(1) To determine whether the health
care practitioner may have clinical
privileges with respect to, or member-
ship in, the entity;

(2) To determine the scope or condi-
tions of such privileges or membership;
or

(3) To change or modify such privi-
leges or membership.

Quality Improvement  Organization
means a utilization and quality control
peer review organization (as defined in
part B of title XI of the Social Security
Act) that:

(1)) Is composed of a substantial
number of the licensed doctors of medi-
cine and osteopathy engaged in the
practice of medicine or surgery in the
area and who are representative of the
practicing physicians in the area, des-
ignated by the Secretary under section
1153, with respect to which the entity
shall perform services under this part,
or

(ii) Has available to it, by arrange-
ment or otherwise, the services of a
sufficient number of licensed doctors of
medicine or osteopathy engaged in the
practice of medicine or surgery in such
area to assure that adequate peer re-
view of the services provided by the
various medical specialties and sub-
specialties can be assured;

(2) Is able, in the judgment of the
Secretary, to perform review functions
required under section 1154 in a manner
consistent with the efficient and effec-
tive administration of this part and to
perform reviews of the pattern of qual-
ity of care in an area of medical prac-
tice where actual performance is meas-
ured against objective criteria which
define acceptable and adequate prac-
tice; and
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(3) Has at least one individual who is
a representative of consumers on its
governing body.

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 the fifty states, the Dis-
trict of Columbia, Puerto Rico, the
Virgin Islands, Guam, American
Samoa, and the Northern Mariana Is-
lands.

State law or fraud enforcement agency
includes, but is not limited to:

(1) A state law enforcement agency;

(2) A state Medicaid fraud control
unit (as defined in section 1903(q) of the
Social Security Act); and

(3) A state agency administering (in-
cluding those providing payment for
services) or supervising the administra-
tion of a state health care program (as
defined in section 1128(h) of the Social
Security Act).

State licensing or certification agency
includes, but is not limited to, any au-
thority of a state (or of a political sub-
division thereof) responsible for the li-
censing or certification of health care
practitioners (or any peer review orga-
nization or private accreditation entity
reviewing the services provided by
health care practitioners), health care
entities, providers, or suppliers. Exam-
ples of such state agencies include De-
partments of Professional Regulation,
Health, Social Services (including
State Survey and Certification and
Medicaid Single State agencies), Com-
merce, and Insurance.

Voluntary surrender of license or cer-
tification means a surrender made after
a notification of investigation or a for-
mal official request by a Federal or
state licensing or certification author-
ity for a health care practitioner,
health care entity, provider, or sup-
plier to surrender the license or certifi-
cation (including certification agree-
ments or contracts for participation in
Federal or state health care programs).
The definition also includes those in-
stances where a health care practi-
tioner, health care entity, provider, or
supplier voluntarily surrenders a li-
cense or certification (including pro-
gram participation agreements or con-
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tracts) in exchange for a decision by
the licensing or certification authority
to cease an investigation or similar
proceeding, or in return for not con-
ducting an investigation or proceeding,
or in lieu of a disciplinary action.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

Subpart B—Reporting of
Information

§60.4 How information must be re-
ported.

Information must be reported to the
NPDB as required under §§60.7, 60.8,
60.9, 60.10, 60.11, 60.12, 60.13, 60.14, 60.15
and 60.16 in such form and manner as
the Secretary may prescribe.

§60.5 When information must be re-
ported.

Information required under §§60.7,
60.8, and 60.12 must be submitted to the
NPDB within 30 days following the ac-
tion to be reported, beginning with ac-
tions occurring on or after September
1, 1990; information required under
§60.11 must be submitted to the NPDB
within 30 days following the action to
be reported, beginning with actions oc-
curring on or after January 1, 1992; and
information required under §§60.9,
60.10, 60.13, 60.14, 60.15, and 60.16 must
be submitted to the NPDB within 30
days following the action to be re-
ported, beginning with actions occur-
ring on or after August 21, 1996. Per-
sons or entities responsible for submit-
ting reports of malpractice payments
(§60.7), negative actions or findings
(§60.11), or adverse actions (§60.12)
must additionally provide to their re-
spective state authorities a copy of the
report they submit to the NPDB. Fol-
lowing is the list of reportable actions:

(a) Malpractice payments (§60.7);

(b) Licensure and certification ac-
tions (§§60.8, 60.9, and 60.10);

(c) Negative actions or findings
(§60.11);

(d) Adverse actions (§60.12);

(e) Health Care-related Criminal Con-
victions (§60.13);

(f) Health Care-related Civil Judg-
ments (§60.14);

(g) Exclusions from Federal or state
health care programs (§60.15); and
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(h) Other adjudicated actions of deci-
sions (§60.16).

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

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

(a) Persons and entities are respon-
sible for the accuracy of information
which they report to the NPDB. If er-
rors or omissions are found after infor-
mation has been reported, the person
or entity which reported it must send
an addition or correction to the NPDB
and, in the case of reports made under
§60.12 of this part, also to the Board of
Medical Examiners, as soon as possible.
The NPDB will not accept requests for
readjudication of the case by the
NPDB, and will not examine the under-
lying merits of a reportable action.

(b) An individual or entity which re-
ports information on licensure or cer-
tification, negative actions or findings,
clinical privileges, criminal convic-
tions, civil or administrative judg-
ments, exclusions, or adjudicated ac-
tions or decisions under §60.8, §60.9,
§60.10, §60.11, §60.12, §60.13, §60.14,
§60.15, or §60.16 must also report any
revision of the action originally re-
ported. Revisions include, but are not
limited to, reversal of a professional
review action or reinstatement of a li-
cense. In the case of actions reported
under §60.9, §60.10, §60.13, §60.14, §60.15
or §60.16, revisions also include wheth-
er an action is on appeal. Revisions are
subject to the same time constraints
and procedures of §60.5, §60.8, §60.9,
§60.10, §60.11, §60.12, §60.13, §60.14,
§60.15, or §60.16 as applicable to the
original action which was reported.

(c) The subject will be sent 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
NPDB that will be permanently ap-
pended to the report, either directly or
through a designated representative;
(The NPDB will distribute the state-
ment to queriers, where identifiable,
and to the reporting entity and the
subject of the report. Only the subject
can, upon request, make changes to the
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statement. The NPDB will not edit the
statement; however the NPDB reserves
the right to redact personal identifying
and offensive language that does not
change the factual nature of the state-
ment.); or

(3) May follow the dispute process in
accordance with §60.21.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

§60.7 Reporting medical malpractice
payments.

(a) Who must report. Each entity, in-
cluding an insurance company, which
makes a payment under an insurance
policy, self-insurance, or otherwise, for
the benefit of a health care practi-
tioner in settlement of or in satisfac-
tion in whole or in part of a claim or a
judgment against such health care
practitioner for medical malpractice,
must report information as set forth in
paragraph (b) of this section to the
NPDB and to the appropriate state li-
censing board(s) in the state in which
the act or omission upon which the
medical malpractice claim was based.
For purposes of this section, the waiver
of an outstanding debt is not construed
as a ‘“‘payment’” and is not required to
be reported.

(b) What information must be reported.
Entities described in paragraph (a) of
this section must report the following
information:

(1) With respect to the health care
practitioner for whose benefit the pay-
ment is made:

(i) Name,

(ii) Work address,

(iii) Home address, if known,

(iv) Social Security Number, if
known, and if obtained in accordance
with section 7 of the Privacy Act of
1974 (5 U.S.C. 552a note),

(v) Date of birth,

(vi) Name of each professional school
attended and year of graduation,

(vii) For each professional license:
the license number, the field of licen-
sure, and the name of the state or ter-
ritory in which the license is held,

(viii) Drug Enforcement Administra-
tion registration number, if known,
and

(ix) Name of each hospital with
which he or she is affiliated, if known;
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(2) With respect to the reporting enti-
ty:

(i) Name and address of the entity
making the payment,

(ii) Name, title, and telephone num-
ber of the responsible official submit-
ting the report on behalf of the entity,
and

(iii) Relationship of the reporting en-
tity to the health care practitioner for
whose benefit the payment is made;

(3) With respect to the judgment or
settlement resulting in the payment:

(i) Where an action or claim has been
filed with an adjudicative body, identi-
fication of the adjudicative body and
the case number,

(ii) Date or dates on which the act(s)
or omission(s) which gave rise to the
action or claim occurred,

(iii) Date of judgment or settlement,

(iv) Amount paid, date of payment,
and whether payment is for a judgment
or a settlement,

(v) Description and amount of judg-
ment or settlement and any conditions
attached thereto, including terms of
payment,

(vi) A description of the acts or omis-
sions and injuries or illnesses upon
which the action or claim was based,

(vii) Classification of the acts or
omissions in accordance with a report-
ing code adopted by the Secretary, and

(viii) Other information as required
by the Secretary from time to time
after publication in the FEDERAL REG-
ISTER and after an opportunity for pub-
lic comment.

(c) Sanctions. Any entity that fails to
report information on a payment re-
quired to be reported under this section
is subject to a civil money penalty not
to exceed the amount specified at 42
CFR 1003.103(c).

(d) Interpretation of information. A
payment in settlement of a medical
malpractice action or claim shall not
be construed as creating a presumption
that medical malpractice has occurred.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

§60.8 Reporting licensure actions
taken by Boards of Medical Exam-
iners.

(a) What actions must be reported.

Each Board of Medical Examiners must
report to the NPDB any action based

§60.8

on reasons relating to a physician’s or
dentist’s professional competence or
professional conduct:

(1) Which revokes or suspends (or
otherwise restricts) a physician’s or
dentist’s license,

(2) Which censures, reprimands, or
places on probation a physician or den-
tist, or

(3) Under which a physician’s or den-
tist’s license is surrendered.

(b) Information that must be reported.
The Board must report the following
information for each action:

(1) The physician’s or dentist’s name,

(2) The physician’s or dentist’s work
address,

(3) The physician’s or dentist’s home
address, if known,

(4) The physician’s or dentist’s Social
Security number or Individual Tax
Identification @ Number (ITIN), if
known, and if obtained in accordance
with section 7 of the Privacy Act of
1974 (5 U.S.C. 552a note),

(6) National Provider
(NPD),

(6) The physician’s or dentist’s date
of birth,

(7) Name of each professional school
attended by the physician or dentist
and year of graduation,

(8) For each professional license, the
physician’s or dentist’s license number,
the field of licensure and the name of
the state or territory in which the li-
cense is held,

(9) The physician’s or dentist’s Drug
Enforcement Administration registra-
tion number, if known,

(10) A description of the acts or omis-
sions or other reasons for the action
taken,

(11) A description of the Board ac-
tion, the date the action was taken, its
effective date and duration,

(12) Classification of the action in ac-
cordance with a reporting code adopted
by the Secretary, and

(13) Other information as required by
the Secretary from time to time after
publication in the FEDERAL REGISTER
and after an opportunity for public
comment.

(c) Sanctions. If, after notice of non-
compliance and providing opportunity
to correct noncompliance, the Sec-
retary determines that a Board has
failed to submit a report as required by

Identifier
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this section, the Secretary will des-
ignate another qualified entity for the
reporting of information under §60.12 of
this part.

§60.9 Reporting licensure and certifi-
cation actions taken by states.

(a) What actions must be reported.
Each state is required to adopt a sys-
tem of reporting to the NPDB actions,
as listed below, which are taken
against a health care practitioner,
health care entity, provider, or sup-
plier (all as defined in §60.3 of this
part). The actions taken must be as a
result of formal proceedings (as defined
in §60.3). The actions which must be re-
ported are:

(1) Any adverse action taken by the
licensing or certification authority of
the state as a result of a formal pro-
ceeding, including revocation or sus-
pension of a license, or certification
agreement or contract for participa-
tion in a government health care pro-
gram (and the length of any such sus-
pension), reprimand, censure, or proba-
tion;

(2) Any dismissal or closure of the
formal proceeding by reason of the
health care practitioner, health care
entity, provider, or supplier surren-
dering the license or certification
agreement or contract for participa-
tion in a government health care pro-
gram, or leaving the state or jurisdic-
tion;

(3) Any other loss of license or loss of
the certification agreement or contract
for participation in a government
health care program, or the right to
apply for, or renew, a license or certifi-
cation agreement or contract of the
health care practitioner, health care
entity, provider or supplier, whether by
operation of law, voluntary surrender,
nonrenewal (excluding non-renewals
due to nonpayment of fees, retirement,
or change to inactive status), or other-
wise;

(4) Any negative action or finding by
such authority, organization, or entity
regarding the health care practitioner,
health care entity, provider, or sup-
plier.

(b) What information must be reported.
Each state must report the following
information (not otherwise reported
under §60.8 of this part):
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(1) If the subject is an individual, per-
sonal identifiers, including:

(i) Name,

(ii) Social Security Number or ITIN,
if known, and if obtained in accordance
with section 7 of the Privacy Act of
1974 (5 U.S.C. 552a note),

(iii) Home address or address of
record,

(iv) Sex, and

(v) Date of birth.

(2) If the subject is an individual, em-
ployment or professional identifiers,
including:

(i) Organization name and type,

(ii) Occupation and specialty, if ap-
plicable,

(iii) National
(NPD),

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

(v) With respect to the professional
license (including professional certifi-
cation and registration) on which the
reported action was taken, the license
number, the field of licensure, and the
name of the state or territory 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,

(v) Type of organization, and

(vi) With respect to the license (in-
cluding certification and registration)
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,

Provider Identifier
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(v) Name of the agency taking the ac-
tion,

(vi) Name and address of the report-
ing entity, and

(vii) The name, title and telephone
number of the responsible official sub-
mitting the report on behalf of the re-
porting entity.

(c) What information may be reported,
if known. Reporting entities described
in paragraph (a) of this section may
voluntarily report, if known, the fol-
lowing 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, em-
ployment or professional 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, including, but
not limited to 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, including, but
not limited to 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,

§60.10

(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:

(1) Whether the subject will be auto-
matically reinstated.

(ii) The date of appeal, if any.

(d) Access to documents. Each state
must provide the Secretary (or an enti-
ty designated by the Secretary) with
access to the documents underlying the
actions described in paragraphs (a)(1)
through (4) of this section, as may be
necessary for the Secretary to deter-
mine the facts and circumstances con-
cerning the actions and determinations
for the purpose of carrying out section
1921.

(e) Sanctions for failure to report.
The Secretary will provide for a publi-
cation of a public report that identifies
failures to report information on ad-
verse actions as required to be reported
under this section.

§60.10 Reporting Federal
and certification actions.

(a) What actions must be reported. Fed-
eral licensing and certification agen-
cies must report to the NPDB the fol-
lowing final adverse actions that are
taken against a health care practi-
tioner, physician, dentist, provider, or
supplier (regardless of whether the
final adverse action is the subject of a
pending appeal):

(1) Formal or official actions, such as
revocation or suspension of a license or
certification agreement or contract for
participation in government health
care programs (and the length of any
such suspension), reprimand, censure
or probation,

(2) Any dismissal or closure of the
proceedings by reason of the health
care practitioner, provider, or supplier
surrendering their license or certifi-
cation agreement or contract for par-
ticipation in government health care
programs, or leaving the state or juris-
diction,

(3) Any other loss of the license or
loss of the certification agreement or
contract for participation in govern-
ment health care programs, or the
right to apply for, or renew, a license

licensure
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or certification agreement or contract
of the health care practitioner, pro-
vider, or supplier, whether by oper-
ation of law, voluntary surrender, non-
renewal (excluding non-renewals due to
nonpayment of fees, retirement, or
change to inactive status), or other-
wise, and

(4) Any other negative action or find-
ing by such Federal agency that is pub-
licly available information.

(b) What information must be reported.
Each Federal agency described in para-
graph (a) of this section must report
the following information:

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

(i) Name,

(ii) Social Security Number or ITIN,

(iii) Home address or address of
record,

(iv) Sex, and

(v) Date of birth.

(2) If the subject is an individual, em-
ployment or professional identifiers,
including:

(i) Organization name and type,

(ii) Occupation and specialty, if ap-
plicable,

(iii) National
(NPD),

(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 (or ITIN) when used by the
subject as a Taxpayer Identification
Number (TIN),

(iv) The NPI,

(v) Type of organization, and

(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:

Provider Identifier
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(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) Name of the agency taking the ac-
tion,

(vi) Name and address of the report-
ing entity, and

(vii) The name, title, and telephone
number of the responsible official sub-
mitting the report on behalf of the re-
porting entity.

(c) What information may be reported,
if known. Reporting entities described
in paragraph (a) of this section may
voluntarily report, if known, the fol-
lowing 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, em-
ployment or professional 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, including, but
not limited to 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,

(i1) Other address(es) used,

(iii) Other FEIN(s) or Social Security
Number(s) used,

(iv) Other NPI(s) used,
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(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, including, but
not limited to 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) Whether the subject will be auto-
matically reinstated.

(ii) The date of appeal, if any.

(d) Sanctions for failure to report.
The Secretary will provide for a publi-
cation of a public report that identifies
those agencies that have failed to re-
port information on adverse actions as
required to be reported under this sec-
tion.

§60.11 Reporting negative actions or
findings taken by peer review orga-
nizations or private accreditation
entities.

(a) What actions must be reported. Peer
review organizations and private ac-
creditation entities are required to re-
port any negative actions or findings
(as defined in §60.3 of this part) which
are taken against a health care practi-
tioner, health care entity, provider, or
supplier to the NPDB and provide a
copy to the appropriate state licensing
or certification agency. The health
care practitioner, health care entity,
provider, or supplier must be licensed
or otherwise authorized by the state to
provide health care services. The ac-
tions taken must be as a result of for-
mal proceedings (as defined in §60.3).

(b) What information must be reported.
Each peer review organization and pri-
vate accreditation entity must report
the information as required in §60.9(b)
of this part.

(c) What information may be reported,
if known. Each peer review organiza-
tion and private accreditation entity
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should report, if known, the informa-
tion as described in §60.9(c).

(d) Access to documents. Each peer re-
view organization and private accredi-
tation entity must provide the Sec-
retary (or an entity designated by the
Secretary) with access to the docu-
ments underlying the actions described
in this section as may be necessary for
the Secretary to determine the facts
and circumstances concerning the ac-
tions and determinations for the pur-
pose of carrying out section 1921.

§60.12 Reporting adverse actions
taken against clinical privileges.

(a) Reporting by health care entities to
the NPDB—(1) Actions that must be re-
ported and to whom the report must be
made. Each health care entity must re-
port to the NPDB and provide a copy of
the report to the Board of Medical Ex-
aminers in the state in which the
health care entity is located the fol-
lowing actions:

(i) Any professional review action
that adversely affects the clinical
privileges of a physician or dentist for
a period longer than 30 days,

(ii) Acceptance of the surrender of
clinical privileges or any restriction of
such privileges by a physician or den-
tist:

(A) While the physician or dentist is
under investigation by the health care
entity relating to possible incom-
petence or improper professional con-
duct, or

(B) In return for not conducting such
an investigation or proceeding, or

(iii) In the case of a health care enti-
ty which is a professional society,
when it takes a professional review ac-
tion concerning a physician or dentist.

(2) Voluntary reporting on other health
care practitioners. A health care entity
may report to the NPDB information
as described in paragraph (a)(3) of this
section concerning actions described in
paragraph (a)(1) in this section with re-
spect to other health care practi-
tioners.

(3) What information must be reported.
The health care entity must report the
following information concerning ac-
tions described in paragraph (a)(1) of
this section with respect to a physician
or dentist:

(i) Name,
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(ii) Work address,

(iii) Home address, if known,

(iv) Social Security Number, if
known, and if obtained in accordance
with section 7 of the Privacy Act of
1974,

(v) Date of birth,

(vi) Name of each professional school
attended and year of graduation,

(vii) For each professional license:
the license number, the field of licen-
sure, and the name of the state or ter-
ritory in which the license is held,

(viii) DEA registration number, if
known,

(ix) A description of the acts or omis-
sions or other reasons for privilege
loss, or, if known, for surrender,

(x) Action taken, date the action was
taken, and effective date of the action,
and

(xi) Other information as required by
the Secretary from time to time after
publication in the FEDERAL REGISTER
and after an opportunity for public
comment.

(b) Reporting by the Board of Medical
Examiners to the NPDB. BEach Board
must report any known instances of a
health care entity’s failure to report
information as required under para-
graph (a)(1) of this section. In addition,
each Board of Medical Examiners must
simultaneously report this information
to the appropriate state licensing
board in the state in which the health
care entity is located, if the Board of
Medical Examiners is not such licens-
ing board.

(c) Sanctions—(1) Health care entities.
If the Secretary has reason to believe
that a health care entity has substan-
tially failed to report information in
accordance with this section, the Sec-
retary will conduct an investigation. If
the investigation shows that the health
care entity has not complied with this
section, the Secretary will provide the
entity with a written notice describing
the noncompliance, giving the health
care entity an opportunity to correct
the noncompliance, and stating that
the entity may request, within 30 days
after receipt of such notice, a hearing
with respect to the noncompliance. The
request for a hearing must contain a
statement of the material factual
issues in dispute to demonstrate that
there is cause for a hearing. These
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issues must be both substantive and
relevant. The hearing will be held in
the Washington, DC, metropolitan
area. The Secretary will deny a hearing
if:

(i) The request for a hearing is un-
timely,

(ii) The health care entity does not
provide a statement of material factual
issues in dispute, or

(iii) The statement of factual issues
in dispute is frivolous or inconsequen-
tial.

In the event that the Secretary de-
nies a hearing, the Secretary will send
a written denial to the health care en-
tity setting forth the reasons for de-
nial. If a hearing is denied, or, if as a
result of the hearing the entity is
found to be in noncompliance, the Sec-
retary will publish the name of the
health care entity in the FEDERAL REG-
ISTER. In such case, the immunity pro-
tections provided under section 411(a)
of HCQIA will not apply to the health
care entity for professional review ac-
tivities that occur during the 3-year
period beginning 30 days after the date
of publication of the entity’s name in
the FEDERAL REGISTER.

(2) Board of Medical Examiners. If,
after notice of noncompliance and pro-
viding opportunity to correct non-
compliance, the Secretary determines
that a Board of Medical Examiners has
failed to report information in accord-
ance with paragraph (b) of this section,
the Secretary will designate another
qualified entity for the reporting of
this information.

§60.13 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 con-
victions against health care practi-
tioners, providers, and suppliers 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) What information must be reported.
Entities described in paragraph (a) of
this section must report the following
information:

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

(ii) Social Security Number (or ITIN)
(states must report this information, if
known, and if obtained in accordance
with section 7 of the Privacy Act of
1974),

(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
(NPI).

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

Provider Identifier

(i) Name,
(ii) Business address,
(iii) Federal Employer Number

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

(iv) The NPI, 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-
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mitting the report on behalf of the re-
porting entity.

(c) What information may be reported,
if known. Entities described in para-
graph (a) of this section and each state
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(es), 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, including, but
not limited to 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
Numbers(s) (or ITINs) 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, including, but
not limited to 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
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(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 or
file number(s), and

(iv) The date of appeal, if any.

(d) Access to documents. Each state
must provide the Secretary (or an enti-
ty designated by the Secretary) with
access to the documents underlying the
actions described in paragraphs (a)(l)
through (4) of this section, as may be
necessary for the Secretary to deter-
mine the facts and circumstances con-
cerning the actions and determinations
for the purpose of carrying out section
1921.

(e) Sanctions for failure to report. The
Secretary will provide for publication
of a public report that identifies those
agencies that have failed to report in-
formation on criminal convictions as
required to be reported under this sec-
tion.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

§60.14 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
practitioners, providers, or suppliers
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 government agen-
cy is party to a multi-claimant civil
judgment, it must assume the responsi-
bility 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 receives the largest award must
be responsible for reporting the total
action for all parties.

(b) What information must be reported.
Entities described in paragraph (a) of
this section must report the informa-
tion as required in §60.13(b) of this
part.

(c) What information may be reported,
if known. Entities described in para-
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graph (a) of this section should report,
if known the information as described
in §60.13(c) of this part.

(d) Access to documents. Each state
must provide the Secretary (or an enti-
ty designated by the Secretary) with
access to the documents underlying the
actions described in paragraphs (a)(l)
through (4) of this section, as may be
necessary for the Secretary to deter-
mine the facts and circumstances con-
cerning the actions and determinations
for the purpose of carrying out section
1921.

(e) 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 So-
cial Security Act. The Secretary will
provide for publication of a public re-
port that identifies those government
agencies that have failed to report in-
formation on civil judgments as re-
quired to be reported under this sec-
tion.

§60.15 Reporting exclusions from par-
ticipation in Federal or state health
care programs.

(a) Who must report. Federal Govern-
ment agencies and state law and fraud
enforcement agencies must report
health care practitioners, providers, or
suppliers excluded from participating
in Federal or state health care pro-
grams, including exclusions that were
made in a matter in which there was
also a settlement that is not reported
because no findings or admissions of 1i-
ability have been made (regardless of
whether the exclusion is the subject of
a pending appeal).

(b) What information must be reported.
Entities described in paragraph (a) of
this section must report the following
information:

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

(i) Name,

(ii) Social Security Number (or ITIN)
(state law and fraud enforcement agen-
cies must report this information if
known, and if obtained in accordance
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with section 7 of the Privacy Act of
1974),

(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
(NPI).

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

(i) Name,

(ii) Business address,

(iii) Federal Employer Identification
Number (FEIN) or Social Security
Number (or ITIN) when used by the
subject as a Taxpayer Identification
Number (TIN),

(iv) The NPI, 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
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) What information may be reported,
if known. Entities described in para-
graph (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(es),

(iii) FEIN, when used by the indi-
vidual as a TIN,

Provider Identifier
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(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 pro-
fessional 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, including, but
not limited to 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
Numbers(s) (or ITINs) 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, including, but
not limited to 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) Access to documents. Each state
must provide the Secretary (or an enti-
ty designated by the Secretary) with
access to the documents underlying the
actions described in paragraphs (a)(1)
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through (4) of this section, as may be
necessary for the Secretary to deter-
mine the facts and circumstances con-
cerning the actions and determinations
for the purpose of carrying out section
1921.

(e) 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.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

§60.16 Reporting other
actions or decisions.

(a) Who must report. Federal Govern-
ment agencies, state law or fraud en-
forcement agencies, and health plans
must report other adjudicated actions
or decisions as defined in §60.3 of this
part related to the delivery, payment
or provision of a health care item or
service against health care practi-
tioners, providers, and suppliers (re-
gardless of whether the other adju-
dicated action or decision is subject to
a pending appeal).

(b) What information must be reported.
Entities described in paragraph (a) of
this section must report the informa-
tion as required in §60.15(b) of this
part.

(c) What information may be reported,
if known. Entities described in para-
graph (a) of this section should report,
if known, the information as described
in §60.15(c) of this part.

(d) Access to documents. Each state
must provide the Secretary (or an enti-
ty designated by the Secretary) with
access to the documents underlying the
actions described in paragraphs (a)(1)
through (4) of this section, as may be
necessary for the Secretary to deter-
mine the facts and circumstances con-
cerning the actions and determinations
for the purpose of carrying out section
1921.

(e) Sanctions for failure to report. Any
health plan that fails to report infor-
mation on another 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

adjudicated

45 CFR Subtitle A (10-1-24 Edition)

and collected in the same manner as
CMPs under subsection (a) of section
1128A of the Social Security Act. The
Secretary will provide for publication
of a public report that identifies those
government agencies that have failed
to report information on other adju-
dicated actions as required to be re-
ported under this section.

Subpart C—Disclosure of Informa-
fion by the National Practi-
tioner Data Bank

§60.17 Information which hospitals
must request from the National
Practitioner Data Bank.

(a) When information must be re-
quested. Each hospital, either directly
or through an authorized agent, must
request information from the NPDB
concerning a health care practitioner,
as follows:

(1) At the time a health care practi-
tioner applies for a position on its med-
ical staff (courtesy or otherwise) or for
clinical privileges at the hospital; and

(2) Every 2 years for any health care
practitioner who is on its medical staff
(courtesy or otherwise) or has clinical
privileges at the hospital.

(b) Failure to request information. Any
hospital which does not request the in-
formation as required in paragraph (a)
of this section is presumed to have
knowledge of any information reported
to the NPDB concerning this health
care practitioner.

(c) Reliance on the obtained informa-
tion. Each hospital may rely upon the
information provided by the NPDB to
the hospital. A hospital shall not be
held liable for this reliance unless the
hospital has knowledge that the infor-
mation provided was false.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

information from
Practitioner Data

§60.18 Requesting
the National
Bank.

(a) Who may request information and
what information may be available. Infor-
mation in the NPDB will be available,
upon request, to the persons or enti-
ties, or their authorized agents, as de-
scribed below:
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(1) Information reported under §§60.7,
60.8, and 60.12 of this part is available
to:

(i) A hospital that requests informa-
tion concerning a health care practi-
tioner who is on its medical staff (cour-
tesy or otherwise) or has clinical privi-
leges at the hospital,

(ii) A health care practitioner who
requests information concerning him-
self or herself,

(iii) A State Medical Board of Exam-
iners or other state authority that li-
censes health care practitioners,

(iv) A health care entity which has
entered or may be entering into an em-
ployment or affiliation relationship
with a health care practitioner, or to
which the health care practitioner has
applied for clinical privileges or ap-
pointment to the medical staff,

(v) An attorney, or individual rep-
resenting himself or herself, who has
filed a medical malpractice action or
claim in a state or Federal court or
other adjudicative body against a hos-
pital, and who requests information re-
garding a specific health care practi-
tioner who is also named in the action
or claim. This information will be dis-
closed only upon the submission of evi-
dence that the hospital failed to re-
quest information from the NPDB, as
required by §60.17(a) of this part, and
may be used solely with respect to liti-
gation resulting from the action or
claim against the hospital,

(vi) A health care entity with respect
to professional review activity, and

(vii) A person or entity requesting
statistical information, in a form
which does not permit the identifica-
tion of any individual or entity.

(2) Information reported under §§60.9,
60.10, 60.11, 60.13, 60.14, 60.15, and 60.16 of
this part is available to the agencies,
authorities, and officials listed below
that request information on licensure
or certification actions, any other neg-
ative actions or findings, or final ad-
verse actions concerning an individual
practitioner, health care entity, pro-
vider, or supplier. These agencies, au-
thorities, and officials may obtain data
for the purposes of determining the fit-
ness of individuals to provide health
care services, protecting the health and
safety of individuals receiving health
care through programs administered by

§60.18

the requesting agency, and protecting
the fiscal integrity of these programs.

(i) Agencies administering (including
those providing payment for services)
Federal health care programs, includ-
ing private entities administering such
programs under contract,

(ii) State licensing or certification
agencies and Federal agencies respon-
sible for the licensing and certification
of health care practitioners, providers,
or suppliers,

(iii) State agencies administering or
supervising the administration of state
health care programs (as defined in 42
U.S.C. 1128(h)),

(iv) State law or fraud enforcement
agencies,

(v) Law enforcement officials and
agencies such as:

(A) United States Attorney General,

(B) United States Chief Postal In-
spector,

(C) United States Inspectors General;

(D) United States Attorneys,

(E) United States Comptroller Gen-
eral,

(F) United States Drug Enforcement
Administration,

(G) United States Nuclear Regu-
latory Commission, or

(H) Federal Bureau of Investigation,

(vi) Utilization and quality control
peer review organizations described in
part B of title XI and to appropriate
entities with contracts under section
1154(a)(4)(C) of the Social Security Act
with respect to eligible organizations
reviewed under the contracts, but only
with respect to information provided
pursuant to §§60.9, 60.10, and 60.11 of
this part, as well as information pro-
vided pursuant to §§60.13, 60.14, 60.15,
and 60.16 of this part by Federal agen-
cies and health plans,

(vii) Hospitals and other health care
entities (as defined in section 431 of the
Health Care Quality Improvement Act
of 1986), with respect to health care
practitioners who have entered (or may
be entering) into employment or affili-
ation relationships with, or have ap-
plied for clinical privileges or appoint-
ments to the medical staff of such hos-
pitals or other health care entities, but
only with respect to information pro-
vided pursuant to §§60.9, 60.10, and
60.11, as well as information provided
pursuant to §§60.13, 60.14, 60.15, and
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60.16 by Federal agencies and health
plans,

(viii) Health plans,

(ix) A health care practitioner,
health care entity, provider, or sup-
plier who requests information con-
cerning himself, herself, or itself, and

(xX) A person or entity requesting sta-
tistical information, in a form which
does not permit the identification of
any individual or entity. (For example,
researchers may use statistical infor-
mation to identify the total number of
nurses with adverse licensure actions
in a specific state. Similarly, research-
ers may use statistical information to
identify the total number of health
care entities denied accreditation.)

(b) Procedures for obtaining NPDB in-
formation. Persons and entities may ob-
tain information from the NPDB by
submitting a request in such form and
manner as the Secretary may pre-
scribe. These requests are subject to
fees as described in §60.19 of this part.

[78 FR 20484, Apr. 5, 2013, 78 FR 25860, May 6,
2013]

§60.19 Fees applicable to requests for
information.

(a) Policy on fees. The fees described
in this section apply to all requests for
information from the NPDB. The
amount of such fees will be sufficient
to recover the full costs of operating
the NPDB. The actual fees will be an-
nounced by the Secretary in periodic
notices in the FEDERAL REGISTER. How-
ever, for purposes of verification and
dispute resolution at the time the re-
port is accepted, the NPDB will provide
a copy—at the time a report has been
submitted, automatically, without a
request and free of charge, of the
record to the health care practitioner,
entity, provider, or supplier who is the
subject of the report and to the re-
porter.

(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, including salaries and fringe ben-
efits such as medical insurance and re-
tirement,

(2) Physical overhead, consulting,
and other indirect costs (including ma-
terials and supplies, utilities, insur-
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ance, travel, and 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 no-
tice in the FEDERAL REGISTER from
time to time the methods of payment
of NPDB fees. In determining these
methods, the Secretary will consider
efficiency, effectiveness, and conven-
ience for the NPDB users and the De-
partment. Methods may include: credit
card, electronic fund transfer, and
other methods of electronic payment.

National
informa-

§60.20 Confidentiality of
Practitioner Data Bank
tion.

(a) Limitations on disclosure. Informa-
tion reported to the NPDB is consid-
ered confidential and shall not be dis-
closed outside the Department of
Health and Human Services, except as
specified in §§60.17, 60.18, and 60.21 of
this part. Persons and entities receiv-
ing information from the NPDB, either
directly or from another party, must
use it solely with respect to the pur-
pose for which it was provided. The
Data Bank report may not be disclosed,
but nothing in this section will prevent
the disclosure of information by a
party from its own files used to create
such reports where disclosure is other-
wise authorized under applicable state
or Federal law.

(b) Penalty for violations. Any person
who violates paragraph (a) of this sec-
tion shall be subject to a civil money
penalty of up to $11,000 for each viola-
tion. This penalty will be imposed pur-
suant to procedures at 42 CFR part
1003.
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§60.21 How to dispute the accuracy of
National Practitioner Data Bank in-
formation.

(a) Who may dispute the NPDB infor-
mation. The NPDB will routinely mail
or transmit electronically to the sub-
ject a copy of the report filed in the
NPDB. In addition, as indicated in
§60.18, the subject may also request a
copy of such report. The subject of the
report or a designated representative
may dispute the accuracy of a report
concerning himself, herself, or itself as
set forth in paragraph (b) of this sec-
tion.

(b) Procedures for disputing a report
with the reporting entity. (1) If the sub-
ject disagrees with the reported infor-
mation, the subject must request in
the format as determined by the Sec-
retary that the NPDB enter the report
into ‘“‘disputed status.”

(2) The NPDB 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 NPDB, the
NPDB 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 NPDB, either directly or
through a designated representative
that will permanently append the re-
port.

(c) Procedures for requesting a review of
a disputed report. (1) The subject must
request, in the format as determined
by the Secretary, that the Secretary
review the report for accuracy. The
subject must return this request to the
NPDB along with appropriate mate-
rials that support the subject’s posi-
tion. The Secretary will only review
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the accuracy of the reported informa-
tion, and will not consider the merits
or appropriateness of the action or the
due process that the subject received.

(2) After the review, if the Secretary:

(i) Concludes that the information is
accurate and reportable to the NPDB,
the Secretary will inform the subject
and the NPDB 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
NPDB 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
NPDB or the reporting entity to revise
the report. The Secretary will include
a brief statement (Secretarial State-
ment) in the report describing the find-
ings. The NPDB will distribute the cor-
rected report and statement(s) to pre-
vious queriers (where identifiable), the
reporting entity and the subject of the
report.

(iii) Determines that the disputed
issues are outside the scope of the De-
partment’s review, the Secretary will
inform the subject and the NPDB 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 NPDB 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 NPDB, the
Secretary will inform the subject and
direct the NPDB to void the report.
The NPDB will distribute a notice to
previous queriers (where identifiable),
the reporting entity and the subject of
the report that the report has been
voided.

§60.22 Immunity.

Individuals, entities or their author-
ized agents, and the NPDB shall not be
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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
63.17

Scope of subpart.

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.
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Grants.

Demonstration

Subpart C—Special Provisions

63.30
63.31
63.32
63.33
63.34
63.35
63.36
63.37
63.38
63.39

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.

Scope of subpart.

Protection of human subjects.
Data collection instruments.
Treatment of animals.

Principal investigators.

Dual compensation.

Fees to Federal employees.
Leasing facilities.

Publications.

Religious worship or instruction.

Subpart A—General

§63.1 Purpose and scope.

(a) Applicability. Except to the extent
inconsistent with an applicable Federal
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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) Ezxceptions 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 CFR
Title 48, Chapter 3. Generally, the As-
sistant Secretary will select between
grant and contract procedures and in-
struments, both with regard to the so-
licitation process and with respect to
unsolicited proposals, on the basis of
criteria set forth in the proposed revi-
sion of 45 CFR 75.201(a) published at 39
FR 27469 at any subsequent revision
thereof.

(c) Objectives—(1) Policy research. The
overall objective of policy research ac-
tivities is to obtain information, as it
relates to the mission of the Depart-
ment of Health and Human Services,
about the basic causes of and methods
for preventing and eliminating poverty
and dependency and about improved
methods for delivering human re-
sources services. Such information is
obtained through the conduct of basic
and applied research, statistical anal-
yses, and demonstrations and evalua-
tions which have demonstrated a high
probability of impacting on the formu-
lation or modification of major Depart-
mental policies and programs.

(2) Telecommunications demonstrations.
The overall objective of the Tele-
communications Demonstration Pro-
gram is to promote the development of
nonbroadcast telecommunications fa-
cilities and services for the trans-
mission, distribution, and delivery of
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