AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Office of Inspector General—Health Care, HHS

Subpart H—CMPs for Adverse Action
Reporting and Disclosure Violations

1003.800 Basis for civil money penalties.

1003.810 Amount of penalties.

1003.820 Determinations regarding the
amount of penalties.

Subpart I—CMPs for Select Agent Program
Violations

1003.900 Basis for civil money penalties.

1003.910 Amount of penalties.

1003.920 Determinations regarding the
amount of penalties.

Subpart J—CMPs, Assessments, and Exclu-
sions for Beneficiary Inducement Vio-
lations

1003.1000 Basis for civil money penalties, as-
sessments, and exclusions.

1003.1010 Amount of penalties and assess-
ments.

1003.1020 Determinations regarding the
amount of penalties and assessments and
the period of exclusion.

Subpart K—CMPs for the Sale of Medicare
Supplemental Policies

1003.1100 Basis for civil money penalties.

1003.1110 Amount of penalties.

1003.1120 Determinations regarding the
amount of penalties.

Subpart L—CMPs for Drug Price Reporting

1003.1200 Basis for civil money penalties.

1003.1210 Amount of penalties.

1003.1220 Determinations regarding the
amount of penalties.

Subpart M—CMPs for Notifying a Skilled
Nursing Facility, Nursing Facility, Home
Health Agency, or Community Care
Setting of a Survey

1003.1300 Basis for civil money penalties.

1003.1310 Amount of penalties.

1003.1320 Determinations regarding the
amount of penalties.

Subpart N [Reserved]

Subpart O—Procedures for the Imposition
of CMPs, Assessments, and Exclusions

1003.1500 Notice of proposed determination.

1003.1510 Failure to request a hearing.

1003.1520 Collateral estoppel.

1003.1530 Settlement.

1003.1540 Judicial review.

1003.1550 Collection of penalties and assess-
ments.

1003.1560 Notice to other agencies.

1003.1570 Limitations.

§1003.110

1003.1580 Statistical sampling.
1003.1590 Effect of exclusion.
1003.1600 Reinstatement.

AUTHORITY: 42 U.S.C. 262a, 1302, 1320-7,
1320a-T7a, 1320b-10, 1395u(j), 1395u(k), 1395cc(j),
1395w-141(i)(3), 1395dd(d)(1), 1395mm,
1395nn(g), 1395ss(d), 1396b(m), 11131(c), and
11137(b)(2).

SOURCE: 51 FR 34777, Sept. 30, 1986, unless
otherwise noted.

Subpart A—General Provisions

§1003.100 Basis and purpose.

(a) Basis. This part implements sec-
tions 1128(c), 1128A, 1140, 1819(b)(3)(B),
1819(2)(2)(A), 1857(g)(2)(A), 1860D—
12(b)(3)(E), 1860D-31(i)(3), 1862(b)(3)(C),
1867(d)(1), 1876(i)(6), 1877(g), 1882(d),
1891(c)(1); 1903(m)(5), 1919(b)(3)(B),
1919(2)(2)(A), 1927(b)(3)(B), 1927(b)(3)(C),
and 1929(i)(3) of the Social Security
Act; sections 421(c) and 427(b)(2) of Pub-
lic Law 99-660; and section 201(i) of
Public Law 107-188 (42 U.S.C. 1320a-7(c),
1320a—"7a, 1320b-10, 1395i-3(b)(3)(B), 1395i—

3(@)(2)(A),  1395w-2T(2)(2)(A),  1395w—
112(b)(3)(B), 1395w-141(i)(3),
1395y (b)(3)(B), 1395dd(d)(1),
1395mm(i)(6), 1395nn(g), 1395ss(d),

1395bbb(c)(1), 1396b(m)(5), 1396r(b)(3)(B),
1396r(g)(2)(A), 1396r-8(b)(3)(B), 1396r-
8(b)(3)(C), 1396t(1)(3), 11131(c),
11137(b)(2), and 262a(i)).

(b) Purpose. This part—

(1) Provides for the imposition of
civil money penalties and, as applica-
ble, assessments and exclusions against
persons who have committed an act or
omission that violates one or more pro-
visions of this part and

(2) Sets forth the appeal rights of per-
sons subject to a penalty, assessment,
and exclusion.

[81 FR 88354, Dec. 7, 2016]

§1003.110 Definitions.

For purposes of this part:

Assessment means the amounts de-
scribed in this part and includes the
plural of that term.

Claim means an application for pay-
ment for an item or service under a
Federal health care program.

Contracting organization means a pub-
lic or private entity, including a health
maintenance organization, Medicare
Advantage organization, Prescription
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Drug Plan sponsor, or other organiza-
tion that has contracted with the De-
partment or a State to furnish, or oth-
erwise pay for, items and services to
Medicare or Medicaid beneficiaries pur-
suant to sections 1857, 1860D-12, 1876(b),
or 1903(m) of the Act.

Enrollee means an individual who is
eligible for Medicare or Medicaid and
who enters into an agreement to re-
ceive services from a contracting orga-
nization.

Items and services or items or services
includes without limitation, any item,
device, drug, biological, supply, or
service (including management or ad-
ministrative services), including, but
not limited to, those that are listed in
an itemized claim for program pay-
ment or a request for payment; for
which payment is included in any Fed-
eral or State health care program re-
imbursement method, such as a pro-
spective payment system or managed
care system; or that are, in the case of
a claim based on costs, required to be
entered in a cost report, books of ac-
count, or other documents supporting
the claim (whether or not actually en-
tered).

Knowingly means that a person, with
respect to an act, has actual knowledge
of the act, acts in deliberate ignorance
of the act, or acts in reckless disregard
of the act, and no proof of specific in-
tent to defraud is required.

Material means having a mnatural
tendency to influence, or be capable of
influencing, the payment or receipt of
money or property.

Maternal and Child Health Services
Block Grant program means the program
authorized under Title V of the Act.

Medical malpractice claim or action
means a written complaint or claim de-
manding payment based on a physi-
cian’s, dentist’s, or other health care
practitioner’s provision of, or failure to
provide, health care services and in-
cludes the filing of a cause of action
based on the law of tort brought in any
State or Federal court or other adju-
dicative body.

Non-separately-billable item or service
means an item or service that is a com-
ponent of, or otherwise contributes to
the provision of, an item or a service,
but is not itself a separately billable
item or service.

42 CFR Ch. V (10-1-19 Edition)

Overpayment means any funds that a
person receives or retains under Medi-
care or Medicaid to which the person,
after applicable reconciliation, is not
entitled under such program.

Participating hospital means either a
hospital or a critical access hospital, as
defined in section 1861(mm)(1) of the
Act, that has entered into a Medicare
provider agreement under section 1866
of the Act.

Penalty means the amount described
in this part and includes the plural of
that term.

Person means an individual, trust or
estate, partnership, corporation, pro-
fessional association or corporation, or
other entity, public or private.

Physician incentive plan means any
compensation arrangement between a
contracting organization and a physi-
cian or physician group that may di-
rectly or indirectly have the effect of
reducing or limiting services provided
with respect to enrollees in the organi-
zation.

Preventive care, for purposes of the
definition of the term Remuneration as
set forth in this section and the pre-
ventive care exception to section 231(h)
of HIPAA, means any service that—

(1) Is a prenatal service or a post-
natal well-baby visit or is a specific
clinical service described in the cur-
rent U.S. Preventive Services Task
Force’s Guide to Clinical Preventive Serv-
ices, and

(2) Is reimbursable in whole or in
part by Medicare or an applicable
State health care program.

Reasonable request, with respect to
§1003.200(b)(10), means a written re-
quest, signed by a designated rep-
resentative of the OIG and made by a
properly identified agent of the OIG
during reasonable business hours. The
request will include: A statement of
the authority for the request, the per-
son’s rights in responding to the re-
quest, the definition of ‘‘reasonable re-
quest’ and ‘‘failure to grant timely ac-
cess’ under part 1003, the deadline by
which the OIG requests access, and the
amount of the civil money penalty or
assessment that could be imposed and
the effective date, length, and scope
and effect of the exclusion that would
be imposed for failure to comply with
the request, and the earliest date that
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a request for reinstatement would be
considered.

Remuneration, for the purposes of
§1003.1000(a) of this part, is consistent
with the definition in section
1128A(i)(6) of the Act and includes the
waiver of copayment, coinsurance and
deductible amounts (or any part there-
of) and transfers of items or services
for free or for other than fair market
value. The term ‘‘remuneration’” does
not include:

(1) The waiver of coinsurance and de-
ductible amounts by a person, if the
waiver is not offered as part of any ad-
vertisement or solicitation; the person
does not routinely waive coinsurance
or deductible amounts; and the person
waives coinsurance and deductible
amounts after determining in good
faith that the individual is in financial
need or failure by the person to collect
coinsurance or deductible amounts
after making reasonable collection ef-
forts;

(2) Any permissible practice as speci-
fied in section 1128B(b)(3) of the Act or
in regulations issued by the Secretary;

(3) Differentials in coinsurance and
deductible amounts as part of a benefit
plan design (as long as the differentials
have been disclosed in writing to all
beneficiaries, third party payers and
providers), to whom claims are pre-
sented;

(4) Incentives given to individuals to
promote the delivery of preventive care
services where the delivery of such
services is not tied (directly or indi-
rectly) to the provision of other serv-
ices reimbursed in whole or in part by
Medicare or an applicable State health
care program. Such incentives may in-
clude the provision of preventive care,
but may not include—

(i) Cash or instruments convertible
to cash; or

(ii) An incentive the value of which is
disproportionally large in relationship
to the value of the preventive care
service (i.e., either the value of the
service itself or the future health care
costs reasonably expected to be avoided
as a result of the preventive care).

(56) A reduction in the copayment
amount for covered OPD services under
section 1833(t)(8)(B) of the Act;

(6) Items or services that improve a
beneficiary’s ability to obtain items

§1003.110

and services payable by Medicare or
Medicaid, and pose a low risk of harm
to Medicare and Medicaid beneficiaries
and the Medicare and Medicaid pro-
grams by—

(i) Being unlikely to interfere with,
or skew, clinical decision making;

(ii) Being unlikely to increase costs
to Federal health care programs or
beneficiaries through overutilization
or inappropriate utilization; and

(iii) Not raising patient safety or
quality-of-care concerns;

(7) The offer or transfer of items or
services for free or less than fair mar-
ket value by a person if—

(i) The items or services consist of
coupons, rebates, or other rewards
from a retailer;

(ii) The items or services are offered
or transferred on equal terms available
to the general public, regardless of
health insurance status; and

(iii) The offer or transfer of the items
or services is not tied to the provision
of other items or services reimbursed
in whole or in part by the program
under Title XVIII or a State health
care program (as defined in section
1128(h) of the Act);

(8) The offer or transfer of items or
services for free or less than fair mar-
ket value by a person, if—

(i) The items or services are not of-
fered as part of any advertisement or
solicitation;

(ii) The offer or transfer of the items
or services is not tied to the provision
of other items or services reimbursed
in whole or in part by the program
under Title XVIII or a State health
care program (as defined in section
1128(h) of the Act);

(iii) There is a reasonable connection
between the items or services and the
medical care of the individual; and

(iv) The person provides the items or
services after determining in good
faith that the individual is in financial
need;

(9) Waivers by a Part D Plan sponsor
(as that term is defined in 42 CFR 423.4)
of any copayment for the first fill of a
covered Part D drug (as defined in sec-
tion 1860D-2(e)) that is a generic drug
(as defined in 42 CFR 423.4) or an au-
thorized generic drug (as defined in 21
CFR 314.3) for individuals enrolled in
the Part D plan (as that term is defined
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in 42 CFR 423.4), as long as such waiv-
ers are included in the benefit design
package submitted to CMS. This excep-
tion is applicable to coverage years be-
ginning on or after January 1, 2018.

Request for payment means an applica-
tion submitted by a person to any per-
son for payment for an item or service.

Respondent means the person upon
whom the Department has imposed, or
proposes to impose, a penalty, assess-
ment or exclusion.

Responsible Official means the indi-
vidual designated pursuant to 42 CFR
part 73 to serve as the Responsible Offi-
cial for the person holding a certificate
of registration to possess, use, or trans-
fer select agents or toxins.

Responsible physician means a physi-
cian who is responsible for the exam-
ination, treatment, or transfer of an
individual who comes to a partici-
pating hospital’s emergency depart-
ment requesting examination or treat-
ment, including any physician who is
on-call for the care of such individual
and fails or refuses to appear within a
reasonable time at such hospital to
provide services relating to the exam-
ination, treatment, or transfer of such
individual. Responsible physician also
includes a physician who is responsible
for the examination or treatment of in-
dividuals at hospitals with specialized
capabilities or facilities, as provided
under section 1867(g) of the Act, includ-
ing any physician who is on-call for the
care of such individuals and refuses to
accept an appropriate transfer or fails
or refuses to appear within a reason-
able time to provide services related to
the examination or treatment of such
individuals.

Select agents and torins is defined con-
sistent with the definition of ‘‘select
agent and/or toxin’’ and ‘‘overlap select
agent and/or toxin’ as set forth in 42
CFR part 73.

Separately billable item or service
means an item or service for which an
identifiable payment may be made
under a Federal health care program,
e.g., an itemized claim or a payment
under a prospective payment system or
other reimbursement methodology.

Should know, or should have known,
means that a person, with respect to
information, either acts in deliberate
ignorance of the truth or falsity of the

42 CFR Ch. V (10-1-19 Edition)

information or acts in reckless dis-
regard of the truth or falsity of the in-
formation. For purposes of this defini-
tion, no proof of specific intent to de-
fraud is required.

Social Services Block Grant Program
means the program authorized under
Title XX of the Act.

Timely basis means, in accordance
with §1003.300(a) of this part, the 60-day
period from the time the prohibited
amounts are collected by the indi-
vidual or the entity.

[61 FR 34777, Sept. 30, 1986, as amended at 56
FR 28492, June 21, 1991; 57 FR 3345, Jan. 29,
1992; 59 FR 32124, June 22, 1994; 59 FR 36086,
July 15, 1994; 60 FR 16584, Mar. 31, 1995; 61 FR
13449, Mar. 27, 1996; 656 FR 24415, Apr. 26, 2000;
65 FR 355684, June 5, 2000; 66 FR 39452, July 31,
2001; 67 FR 11935, Mar. 18, 2002; 67 FR 76905,
Dec. 13, 2002; 69 FR 28845, May 19, 2004. Redes-
ignated and amended at 81 FR 88355, Dec. 7,
2016; 81 FR 88409, Dec. 7, 2016]

§1003.120 Liability for penalties and
assessments.

(a) In any case in which it is deter-
mined that more than one person was
responsible for a violation described in
this part, each such person may be held
liable for the penalty prescribed by this
part.

(b) In any case in which it is deter-
mined that more than one person was
responsible for a violation described in
this part, an assessment may be im-
posed, when authorized, against any
one such person or jointly and sever-
ally against two or more such persons,
but the aggregate amount of the as-
sessments collected may not exceed
the amount that could be assessed if
only one person was responsible.

(c) Under this part, a principal is lia-
ble for penalties and assessments for
the actions of his or her agent acting
within the scope of his or her agency.
This provision does not limit the un-
derlying liability of the agent.

[81 FR 88356, Dec. 7, 2016]

§1003.130 Assessments.

The assessment in this part is in lieu
of damages sustained by the Depart-
ment or a State agency because of the
violation.

[81 FR 88356, Dec. 7, 2016]
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