AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§101.92

examination on demand by duly au-
thorized representatives of HHS as pro-
vided in §101.71.

(d) In addition, persons must develop,
maintain, and submit any other
records and reports to HHS that may
be required for the administration of
the DPA and other applicable statutes,
and this part.

(e) DPA section 705(d), as imple-
mented by E.O. 13603, provides that in-
formation obtained under this section
which the Secretary deems confiden-
tial, or with reference to which a re-
quest for confidential treatment is
made by the person furnishing such in-
formation, shall not be published or
disclosed unless the Secretary deter-
mines that the withholding of this in-
formation is contrary to the interest of
the national defense. Information re-
quired to be submitted to HHS in con-
nection with the enforcement or ad-
ministration of the DPA, this part, or
an official action, is deemed to be con-
fidential under DPA section 705(d) and
shall be handled in accordance with ap-
plicable Federal law.

§101.92 Applicability of this part and
official actions.

(a) This part and all official actions,
unless specifically stated otherwise,
apply to transactions in any state, ter-
ritory, or possession of the TUnited
States and the District of Columbia.

(b) This part and all official actions
apply not only to deliveries to other
persons but also include deliveries to
affiliates and subsidiaries of a person
and deliveries from one branch, divi-
sion, or section of a single entity to an-
other branch, division, or section under
common ownership or control.

(c) This part shall not be construed
to affect any administrative actions
taken by HHS, or any outstanding con-
tracts or orders placed pursuant to any
of the regulations, orders, schedules, or
delegations of authority previously
issued by HHS pursuant to authority
granted to HHS, by the President
under the DPA and E.O. 13603. Such ac-
tions, contracts, or orders shall con-
tinue in full force and effect under this
part unless modified or terminated by
proper authority.

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

§101.93 Communications.

All communications concerning this
part, including requests for copies of
the part and explanatory information,
requests for guidance or clarification,
and requests for adjustment or excep-
tion shall be addressed to the Adminis-
tration for Strategic Preparedness and
Response, U.S. Department of Health
and Human Services, Washington, DC
20201. Ref: HRPAS, or email
aspr.dpa@hhs.gov.

APPENDIX 1 TO PART 101

Program

'deggﬂca' Approved program Agency
symbol

ML ... Emergency Support Department of Health

Function 8 Public
Health and Medical
Services.

and Human Services.

M2 ... Strategic National Department of Health
Stockpile. and Human Services.

M3 ... Biodefense and Re- Department of Health
lated Medical Coun- and Human Services.
termeasures.

M4 ... ASPR Critical Infra- Department of Health

structure Protection

and Human Services.

Program.

PART 102—ADJUSTMENT OF CIVIL
MONETARY PENALTIES FOR IN-
FLATION

Sec.

102.1 Applicability.

102.2 Applicability date.

102.3 Penalty adjustment and table.

AUTHORITY: Pub. L. 101410, Sec. 701 of Pub.
L. 114-74, 31 U.S.C. 3801-3812.

SOURCE: 81 FR 61565, Sept. 6, 2016, unless
otherwise noted.

§102.1 Applicability.

This part applies to each statutory
provision under the laws administered
by the Department of Health and
Human Services concerning the civil
monetary penalties which may be as-
sessed or enforced by an agency pursu-
ant to Federal law or is assessed or en-
forced pursuant to civil judicial ac-
tions in the Federal courts or adminis-
trative proceedings. The regulations
cited in this part supersede existing
HHS regulations setting forth civil
monetary penalty amounts. If applica-
ble, the HHS agencies responsible for
specific civil monetary penalties will

784



Dept. of Health and Human Services

amend their regulations to reflect the
adjusted amounts and/or a cross-ref-
erence to 45 CFR part 102 in separate
actions as soon as practicable.

§102.2 Applicability date.

The increased penalty amounts set
forth in the right-most column of the
table in Section 102.3, ‘“Maximum Ad-
justed Penalty ($)”’, apply to all civil
monetary penalties which are assessed
after August 1, 2016, including those

§102.3

penalties whose associated violations
occurred after November 2, 2015.

§102.3 Penalty adjustment and table.

The adjusted statutory penalty pro-
visions and their applicable amounts
are set out in the following table. The
right-most column in the table, ‘“‘Max-
imum Adjusted Penalty ($)”’, provides
the maximum adjusted civil penalty
amounts. The civil monetary penalty
amounts are adjusted annually.
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TABLE 1 TO §102.3—CIvVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS

U.S.C. section(s)

CFR?*

HHS
agency

Description 2

Date of last
penalty
figure or

adjustment 3

2023
Maximum
adjusted
penalty
®)

2024
Maximum
adjusted
penalty
(®*

21 US.C.:
333(B)(2)(A) cerrrrrrrreeereerreeeee

333(0)(2)(B) cvvvvvveereeeeererrreaen,

LRI 1) N

333(M)(L)(A) creerreerrereeerrerrnneee

333(1)(2)(A) crrvvvveereeeeereerreeen,

FDA

FDA

FDA

FDA

FDA

FDA

FDA

FDA

Penalty for violations related to drug
samples resulting in a conviction of
any representative of manufacturer
or distributor in any 10-year period.

Penalty for violation related to drug
samples resulting in a conviction of
any representative of manufacturer
or distributor after the second con-
viction in any 10-yr period.

Penalty for failure to make a report
required by 21 U.S.C. 353(d)(3)(E)
relating to drug samples.

Penalty for any person who violates
a requirement related to devices
for each such violation.

Penalty for aggregate of all violations
related to devices in a single pro-
ceeding.

Penalty for any individual who intro-
duces or delivers for introduction
into interstate commerce food that
is adulterated per 21 U.S.C.
342(a)(2)(B) or any individual who
does not comply with a recall order
under 21 U.S.C. 350l

Penalty in the case of any other per-
son (other than an individual) for
such introduction or delivery of
adulterated food.

Penalty for aggregate of all such vio-
lations related to adulterated food
adjudicated in a single proceeding.

2023

2023

2023

2023

2023

2023

2023

2023

123,965

2,479,282

247,929

33,483

2,232,281

94,128

470,640

941,280

127,983

2,559,636

255,964

34,568

2,304,629

97,179

485,893

971,787
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333(1)(3)(A) crrvvvveereeeeererrreaens

KRI01C) 1) D

EEEIU Q1Y) RS

333(O(@)A)(i) wrrrrerreeerrrerrreee

FDA

FDA

FDA

FDA

FDA

FDA

FDA

Penalty for all violations adjudicated
in a single proceeding for any per-
son who violates 21 U.S.C. 331(jj)
by failing to submit the certification
required by 42 U.S.C. 282(j)(5)(B)
or knowingly submitting a false
certification; by failing to submit
clinical trial information under 42
U.S.C. 282(j); or by submitting clin-
ical trial information under 42
U.S.C. 282(j) that is false or mis-
leading in any particular under 42
U.S.C. 282(j)(5)(D).

Penalty for each day any above vio-
lation is not corrected after a 30-
day period following notification
until the violation is corrected.

Penalty for any responsible person
that violates a requirement of 21
U.S.C. 355(0) (post-marketing
studies, clinical trials, labeling), 21
U.S.C. 355(p) (risk evaluation and
mitigation (REMS)), or 21 U.S.C.
355-1 (REMS).

Penalty for aggregate of all such
above violations in a single pro-
ceeding.

Penalty for REMS violation that con-
tinues after written notice to the re-
sponsible person for the first 30-
day period (or any portion thereof)
the responsible person continues
to be in violation.

Penalty for REMS violation that con-
tinues after written notice to re-
sponsible person doubles for every
30-day period thereafter the viola-
tion continues, but may not exceed
penalty amount for any 30-day pe-
riod.

Penalty for aggregate of all such
above violations adjudicated in a
single proceeding.

2023

2023

2023

2023

2023

2023

2023

14,262

14,262

356,580

1,426,319

356,580

1,426,319

14,263,186

14,724

14,724

368,137

1,472,546

368,137

1,472,546

14,725,456

S92IAI9S UDWINH PUb YyooH jo ‘jdeq
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

U.S.C. section(s)

CFR?*

HHS
agency

Description 2

Date of last
penalty
figure or

adjustment 3

2023
Maximum
adjusted
penalty
®)

2024
Maximum
adjusted
penalty
(®*

333(HO)(A)

333()(Q)B)Q)(I) w.eorrrrrrrrrreeens

ERE1G1CTE101() J—

FDA

FDA

FDA

FDA

FDA

FDA

FDA

Penalty for any person who violates
a requirement which relates to to-
bacco products for each such vio-
lation.

Penalty for aggregate of all such vio-
lations of tobacco product require-
ment adjudicated in a single pro-
ceeding.

Penalty per violation related to viola-
tions of tobacco requirements.

Penalty for aggregate of all such vio-
lations of tobacco product require-
ments adjudicated in a single pro-
ceeding.

Penalty in the case of a violation of
tobacco product requirements that
continues after written notice to
such person, for the first 30-day
period (or any portion thereof) the
person continues to be in violation.

Penalty for violation of tobacco prod-
uct requirements that continues
after written notice to such person
shall double for every 30-day pe-
riod thereafter the violation con-
tinues, but may not exceed penalty
amount for any 30-day period.

Penalty for aggregate of all such vio-
lations related to tobacco product
requirements adjudicated in a sin-
gle proceeding.

2023

2023

2023

2023

2023

2023

2023

20,678

1,378,541

344,636

1,378,541

344,636

1,378,541

13,785,420

21,348

1,423,220

355,806

1,423,220

355,806

1,423,220

14,232,205

€oL§
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333(F)(Q)B)N() ..o,

333(N(Q)B)()(1) crrrrrrrrrrereee.

333(Q)(1) oo,

FDA

FDA

FDA

FDA

FDA

Penalty for any person who either
does not conduct post-market sur-
veillance and studies to determine
impact of a modified risk tobacco
product for which the HHS Sec-
retary has provided them an order
to sell, or who does not submit a
protocol to the HHS Secretary
after being notified of a require-
ment to conduct post-market sur-
veillance of such tobacco products.

Penalty for aggregate of for all such
above violations adjudicated in a
single proceeding.

Penalty for violation of modified risk
tobacco product post-market sur-
veillance that continues after writ-
ten notice to such person for the
first 30-day period (or any portion
thereof) that the person continues
to be in violation.

Penalty for post-notice violation of
modified risk tobacco product post-
market surveillance shall double
for every 30-day period thereafter
that the tobacco product require-
ment violation continues for any
30-day period, but may not exceed
penalty amount for any 30-day pe-
riod.

Penalty for aggregate above tobacco
product requirement violations ad-
judicated in a single proceeding.

Penalty for any person who dissemi-
nates or causes another party to
disseminate a direct-to-consumer
advertisement that is false or mis-
leading for the first such violation
in any 3-year period.

Penalty for each subsequent above
violation in any 3-year period.

2023

2023

2023

2023

2023

2023

2023

344,636

1,378,541

344,636

1,378,541

13,785,420

356,580

713,160

355,806

1,423,220

355,806

1,423,220

14,232,205

368,137

736,274

S92IAI9S UDWINH PUb YyooH jo ‘jdeq
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023
Date of last f
penalty Maximum

¢ djusted
figure or a
adjustment 3 pe(n$e;lty

HHS

U.S.C. section(s) CFR1? agency

Description 2

2024
Maximum
adjusted
penalty
($*

B33 NOLE oot | e FDA Penalty to be applied for violations of 2023 345
21 U.S.C. 387f(d)(5) or of viola-
tions of restrictions on the sale or
distribution of tobacco products
promulgated under 21 U.S.C.
387f(d) (e.g., violations of regula-
tions in 21 CFR part 1140) with re-
spect to a retailer with an ap-
proved training program in the
case of a second regulation viola-
tion within a 12-month period.

FDA Penalty in the case of a third viola- 2023 687
tion of 21 U.S.C. 387f(d)(5) or of
the tobacco product regulations
within a 24-month period.

FDA Penalty in the case of a fourth viola- 2023 2,757
tion of 21 U.S.C. 387f(d)(5) or of
the tobacco product regulations
within a 24-month period.

FDA Penalty in the case of a fifth violation 2023 6,892
of 21 U.S.C. 387f(d)(5) or of the
tobacco product regulations within
a 36-month period.

FDA Penalty in the case of a sixth or sub- 2023 13,785
sequent violation of 21 U.S.C.
387f(d)(5) or of the tobacco prod-
uct regulations within a 48-month
period as determined on a case-
by-case basis.

356

709

2,846

7,115

14,232

€oL§

(uolipa ¥Z-1-01) V HuANS y4D Sv



16L

FDA

FDA

FDA

FDA

FDA

FDA

Penalty to be applied for violations of
21 U.S.C. 387f(d)(5) or of viola-
tions of restrictions on the sale or
distribution of tobacco products
promulgated under 21 U.S.C.
387f(d) (e.g., violations of regula-
tions in 21 CFR part 1140) with re-
spect to a retailer that does not
have an approved training program
in the case of the first regulation
violation.

Penalty in the case of a second vio-
lation of 21 U.S.C. 387f(d)(5) or of
the tobacco product regulations
within a 12-month period.

Penalty in the case of a third viola-
tion of 21 U.S.C. 387f(d)(5) or of
the tobacco product regulations
within a 24-month period.

Penalty in the case of a fourth viola-
tion of 21 U.S.C. 387f(d)(5) or of
the tobacco product regulations
within a 24-month period.

Penalty in the case of a fifth violation
of 21 U.S.C. 387f(d)(5) or of the
tobacco product regulations within
a 36-month period.

Penalty in the case of a sixth or sub-
sequent violation of 21 U.S.C.
387f(d)(5) or of the tobacco prod-
uct regulations within a 48-month
period as determined on a case-
by-case basis.

2023

2023

2023

2023

2023

2023

345

687

1,379

2,757

6,892

13,785

356

709

1,424

2,846

7,115

14,232

S92IAI9S UDWINH PUb YyooH jo ‘jdeq
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

U.S.C. section(s)

CFR?*

HHS
agency

Description 2

Date of last
penalty
figure or

adjustment 3

2023
Maximum
adjusted
penalty
®)

2024
Maximum
adjusted
penalty
(®*

) N

101 ()] € R

2630(N)(3) rereeerrrecreeseenee

30082-28(b)(1) ovvoorvrrrnnenn.

FDA

FDA

FDA

FDA

FDA

FDA

FDA

Penalty for each violation for any in-
dividual who made a false state-
ment or misrepresentation of a
material fact, bribed, destroyed, al-
tered, removed, or secreted, or
procured the destruction, alter-
ation, removal, or secretion of, any
material document, failed to dis-
close a material fact, obstructed an
investigation, employed a consult-
ant who was debarred, debarred
individual provided consultant serv-
ices.

Penalty in the case of any other per-
son (other than an individual) per
above violation.

Penalty for any person who violates
any such requirements for elec-
tronic products, with each unlawful
act or omission constituting a sep-
arate violation.

Penalty imposed for any related se-
ries of violations of requirements
relating to electronic products.

Penalty per day for violation of order
of recall of biological product pre-
senting imminent or substantial
hazard.

Penalty for failure to obtain a mam-
mography certificate as required.

Penalty per occurrence for any vac-
cine manufacturer that intentionally
destroys, alters, falsifies, or con-

ceals any record or report required.

2023

2023

2023

2023

2023
2023

2023

2023

525,406

2,101,618

3,446

1,174,680

270,180

21,018

270,180

542,434

2,169,731

3,558

1,212,751

278,937

21,699

278,937

€oL§
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2560(d)(L)B)V) wvvveeerrrrree

299C-3(0) ©.rrrrerrrreeeeeerreneee

(10 ¢

PY72Y0 1) N

1010 3

13208—7a(2) .veerereereenreaieens

45 CFR 303.21(f) ..........

42 CFR 1003.910 ..........

42 CFR 1003.1410 ........

42 CFR 1003.210(a)(1)

42 CFR 1003.210(a)(2)

42 CFR 1003.210(a)(3)

HRSA

AHRQ

ACF

OIG

OIG

OIG

OIG

OIG

OIG

OIG

Penalty for each instance of over-
charging a 340B covered entity.
Penalty for using or disclosing identi-
fiable information obtained in the
course of activities undertaken pur-

suant to Title IX of the Public
Health Service Act, for a purpose
other than that for which the infor-
mation was supplied, without con-
sent to do so.

Penalty for Misuse of Information in
the National Directory of New
Hires.

Penalty for each individual who vio-
lates safety and security proce-
dures related to handling dan-
gerous biological agents and tox-
ins.

Penalty for any other person who
violates safety and security proce-
dures related to handling dan-
gerous biological agents and tox-
ins.

Penalty per violation for committing
information blocking.

Penalty for knowingly presenting or
causing to be presented to an offi-
cer, employee, or agent of the
United States a false claim.

Penalty for knowingly presenting or
causing to be presented a request
for payment which violates the
terms of an assignment, agree-
ment, or PPS agreement.

Penalty for knowingly giving or caus-
ing to be presented to a partici-
pating provider or supplier false or
misleading information that could
reasonably be expected to influ-
ence a discharge decision.

Penalty for an excluded party retain-
ing ownership or control interest in
a participating entity.

2023

2023

2023

2023

2023

2023

2023

2023

2023

2023

6,813

17,717

1,818

410,932

821,868

1,252,992

24,164

24,164

36,246

24,164

7,034

18,291

1,877

424,250

848,505

1,293,601

24,947

24,947

37,421

24,947
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

U.S.C. section(s)

CFR?*

HHS
agency

Description 2

Date of last
penalty
figure or

adjustment 3

2023
Maximum
adjusted
penalty
®)

2024
Maximum
adjusted
penalty
(®*

42 CFR 1003.1010 ........

42 CFR 1003.210(a)(4)

42 CFR 1003.310(a)(3)

42 CFR 1003.210(a)(1)

42 CFR 1003.210(a)(6)

42 CFR 1003.210(a)(8)

42 CFR 1003.210(a)(7)

42 CFR 1003.210(a)(9)

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

Penalty for remuneration offered to
induce program beneficiaries to
use particular providers, practi-
tioners, or suppliers.

Penalty for employing or contracting
with an excluded individual.

Penalty for knowing and willful solici-
tation, receipt, offer, or payment of
remuneration for referring an indi-
vidual for a service or for pur-
chasing, leasing, or ordering an
item to be paid for by a Federal
health care program.

Penalty for ordering or prescribing
medical or other item or service
during a period in which the per-
son was excluded.

Penalty for knowingly making or
causing to be made a false state-
ment, omission or misrepresenta-
tion of a material fact in any appli-
cation, bid, or contract to partici-
pate or enroll as a provider or sup-
plier.

Penalty for knowing of an overpay-
ment and failing to report and re-
turn.

Penalty for making or using a false
record or statement that is material
to a false or fraudulent claim.

Penalty for failure to grant timely ac-
cess to HHS OIG for audits, inves-
tigations, evaluations, and other
statutory functions of HHS OIG.

2023

2023

2023

2023

2023

2023

2023

2023

24,164

24,164

120,816

24,164

120,816

24,164

68,128

36,246

24,947

24,947

124,732

24,947

124,732

24,947

70,336

37,421

€oL§
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1320a—7a(b)

1320a—7a(0)

42 CFR 1003.210(a)(10)

42 CFR 1003.710(a)(1)

42 CFR 1003.710(a)(2)

42 CFR 1003.710(a)(3)

OIG

OIG

OIG

OIG

OIG

OIG

Penalty for payments by a hospital or
critical access hospital to induce a
physician to reduce or limit serv-
ices to individuals under direct
care of physician or who are enti-
tled to certain medical assistance
benefits.

Penalty for physicians who knowingly
receive payments from a hospital
or critical access hospital to induce
such physician to reduce or limit
services to individuals under direct
care of physician or who are enti-
tled to certain medical assistance
benefits.

Penalty for a physician who executes
a document that falsely certifies
home health needs for Medicare
beneficiaries.

Penalty for knowingly presenting or
causing to be presented a false or
fraudulent specified claim under a
grant, contract, or other agreement
for which the Secretary provides
funding.

Penalty for knowingly making, using,
or causing to be made or used any
false statement, omission, or mis-
representation of a material fact in
any application, proposal, bid,
progress report, or other document
required to directly or indirectly re-
ceive or retain funds provided pur-
suant to grant, contract, or other
agreement.

Penalty for Knowingly making, using,
or causing to be made or used, a
false record or statement material
to a false or fraudulent specified
claim under grant, contract, or
other agreement.

2023

2023

2023

2023

2023

2023

6,040

6,040

12,081

11,784

58,921

58,921

6,236

6,236

12,473

12,166

60,831

60,831
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

96L

2023 2024
HHS Datgnc;fltl)z/’:lst Maximum Maximum
U.S.C. section(s) CFR1 agency Description 2 fi%ure or adjusted adjusted
adjustment 3 penalty penalty
) (®*
42 CFR 1003.710(a)(4) OIG Penalty for knowingly making, using, 2023 61,458 63,450

or causing to be made or used, a
false record or statement material
to an obligation to pay or transmit
funds or property with respect to
grant, contract, or other agree-
ment, or knowingly conceals or im-
properly avoids or decreases any
such obligation, per each false
record or statement.

Penalty for knowingly making, using, 2023 12,308 12,707
or causing to be made or used, a
false record or statement material
to an obligation to pay or transmit
funds or property with respect to
grant, contract, or other agree-
ment, or knowingly conceals or im-
properly avoids or decreases any
such obligation, per day.

42 CFR 1003.710(a)(5) | OIG Penalty for failure to grant timely ac- 2023 17,677 18,250

cess, upon reasonable request, to

the 1.G. for purposes of audits, in-
vestigations, evaluations, or other
statutory functions of I.G. in mat-

ters involving grants, contracts, or
other agreements.

1320a—7e(D)(6)(A) ...cevvvernene 42 CFR 1003.810 .......... OIG Penalty for failure to report any final 2023 46,102 47,596

adverse action taken against a

health care provider, supplier, or

practitioner.

1320b—10(D)(1) -eeerrveerirerienns 42 CFR 1003.610(a) ..... OIG Penalty for the misuse of words, 2023 12,397 12,799

symbols, or emblems in commu-

nications in a manner in which a

person could falsely construe that

such item is approved, endorsed,
or authorized by HHS.

€oL§
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13200-10(b)(2) ....

1395i-3(0)(3)(B)(i)(L) ...r....

1395i-3(b)(3)(B)(i)(2) ..........

1395i-3(g)(2)(A) ...

1395wW—27(g)(2)(A)

42 CFR 1003.610(a) .....

42 CFR 1003.210(a)(11)

42 CFR 1003.210(a)(11)

42 CFR 1003.1310 ........

42 CFR 1003.410 ..........

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

Penalty for the misuse of words,
symbols, or emblems in a broad-
cast or telecast in a manner in
which a person could falsely con-
strue that such item is approved,
endorsed, or authorized by HHS.

Penalty for certification of a false
statement in assessment of func-
tional capacity of a Skilled Nursing
Facility resident assessment.

Penalty for causing another to certify
or make a false statement in as-
sessment of functional capacity of
a Skilled Nursing Facility resident
assessment.

Penalty for any individual who noti-
fies or causes to be notified a
Skilled Nursing Facility of the time
or date on which a survey is to be
conducted.

Penalty for a Medicare Advantage
organization that substantially fails
to provide medically necessary, re-
quired items and services.

Penalty for a Medicare Advantage
organization that charges exces-
sive premiums.

Penalty for a Medicare Advantage
organization that improperly expels
or refuses to reenroll a beneficiary.

Penalty for a Medicare Advantage
organization that engages in prac-
tice that would reasonably be ex-
pected to have the effect of deny-
ing or discouraging enrollment.

Penalty per individual who does not
enroll as a result of a Medicare
Advantage organization’s practice
that would reasonably be expected
to have the effect of denying or
discouraging enrollment.

2023

2023

2023

2023

2023

2023

2023

2023

2023

61,982

2,586

12,924

5,171

47,061

46,102

46,102

184,412

27,661

63,991

2,670

13,343

5,339

48,586

47,596

47,596

190,389

28,557
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

U.S.C. section(s)

CFR?*

HHS
agency

Description 2

Date of last
penalty
figure or

adjustment 3

2023
Maximum
adjusted
penalty
®)

2024
Maximum
adjusted
penalty
(®*

OIG

OIG

OIG

OIG

OIG

(e][¢]

(e][¢]

OIG

Penalty for a Medicare Advantage
organization misrepresenting or
falsifying information to Secretary.

Penalty for a Medicare Advantage
organization misrepresenting or
falsifying information to individual
or other entity.

Penalty for Medicare Advantage or-
ganization interfering with pro-
vider’s advice to enrollee and non-
MCO affiliated providers that bal-
ance bill enrollees.

Penalty for a Medicare Advantage
organization that employs or con-
tracts with excluded individual or
entity.

Penalty for a Medicare Advantage
organization enrolling an individual
in without prior written consent.

Penalty for a Medicare Advantage
organization transferring an en-
rollee to another plan without con-
sent or solely for the purpose of
earning a commission.

Penalty for a Medicare Advantage
organization failing to comply with
marketing restrictions or applicable
implementing regulations or guid-
ance.

Penalty for a Medicare Advantage
organization employing or con-
tracting with an individual or entity
who violates 1395w—27(g)(1)(A)—
).

2023

2023

2023

2023

2023

2023

2023

2023

184,412

46,102

46,102

46,102

46,102

46,102

46,102

46,102

190,389

47,596

47,596

47,596

47,596

47,596

47,596

47,596
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1395w—141(j)(3)

1395CC(Q) -everrreervrrmirienneanieens

1395dd(A)(L) corrrrrrrreerrrerrreee

1395mm(i)(6)(B)(i)

42 CFR 1003.210(a)(5)

42 CFR 1003.510

42 CFR 1003.410

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

Penalty for a prescription drug card
sponsor that falsifies or misrepre-
sents marketing materials, over-
charges program enrollees, or mis-
use transitional assistance funds.

Penalty for improper billing by Hos-
pitals, Critical Access Hospitals, or
Skilled Nursing Facilities.

Penalty for a hospital with 100 beds
or more or responsible physician
dumping patients needing emer-
gency medical care.

Penalty for a hospital with less than
100 beds dumping patients need-
ing emergency medical care.

Penalty for a HMO or competitive
medical plan if such plan substan-
tially fails to provide medically nec-
essary, required items or services.

Penalty for HMOs/competitive med-
ical plans that charge premiums in
excess of permitted amounts.

Penalty for a HMO or competitive
medical plan that expels or refuses
to reenroll an individual per pre-
scribed conditions.

Penalty for a HMO or competitive
medical plan that implements prac-
tices to discourage enrollment of
individuals needing services in fu-
ture.

Penalty per individual not enrolled in
a plan as a result of a HMO or
competitive medical plan that im-
plements practices to discourage
enroliment of individuals needing
services in the future.

Penalty for a HMO or competitive
medical plan that misrepresents or
falsifies information to the Sec-
retary.

2023

2023

2023

2023

2023

2023

2023

2023

2023

2023

16,108

6,266

129,232

64,618

64,618

64,618

64,618

258,464

37,190

258,464

16,630

6,469

133,420

66,712

66,712

66,712

66,712

266,841

38,395

266,841
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023 2024
) HHS o Daggn%fltlist Maximum Maximum
U.S.C. section(s) CFR?® Description 2 ¢ adjusted adjusted
agency df_lgure or 3 penalty penalty
adjustment ®) )
OIG Penalty for a HMO or competitive 2023 64,618 66,712
medical plan that misrepresents or
falsifies information to an individual
or any other entity.
OIG Penalty for failure by HMO or com- 2023 64,618 66,712
petitive medical plan to assure
prompt payment of Medicare risk
sharing contracts or incentive plan
provisions.
OIG Penalty for HMO that employs or 2023 59,316 61,238
contracts with excluded individual
or entity.
1395nn(9)(3) vvvvvrriiiiiiiinns 42 CFR 1003.310 .......... OIG Penalty for submitting or causing to 2023 29,899 30,868
be submitted claims in violation of
the Stark Law’s restrictions on
physician self-referrals.
1395nn(g)(4) 42 CFR 1003.310 .......... OIG Penalty for circumvention schemes in 2023 199,338 205,799
violation of the Stark Law’s restric-
tions on physician self-referrals.
1395ss(d)(1) 42 CFR 1003.1110 ........ OIG Penalty for a material misrepresenta- 2023 12,397 12,799
tion regarding Medigap compliance
policies.
1395ss(d)(2) 42 CFR 1003.1110 ........ OIG Penalty for selling Medigap policy 2023 12,397 12,799
under false pretense.
1395ss(d)(3)(A)(ii) wvvevererreene 42 CFR 1003.1110 ........ OIG Penalty for an issuer that sells health 2023 55,808 57,617
insurance policy that duplicates
benefits.
OIG Penalty for someone other than 2023 33,483 34,568
issuer that sells health insurance
that duplicates benefits.
1395ss(d)(4)(A) eovvvevieinnne 42 CFR 1003.1110 ........ (e][€] Penalty for using mail to sell a non- 2023 12,397 12,799

approved Medigap insurance pol-
icy.
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1396b(M)(BY(B)() wveeerrrre

1396r(b)(3)(B)(ii)(I) .

1396r(b)(3)(B)(i)(I1) ..ovvrrrne

13961(@)2)AY) crrvrrerrrrrrreee

1396—8(B)(3)(B) wvvvvvrrrre

42 CFR 1003.410

42 CFR 1003.210(a)(11)

42 CFR 1003.210(a)(11)

42 CFR 1003.1310

42 CFR 1003.1210

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

OIG

Penalty for a Medicaid MCO that
substantially fails to provide medi-
cally necessary, required items or
services.

Penalty for a Medicaid MCO that
charges excessive premiums.

Penalty for a Medicaid MCO that im-
properly expels or refuses to re-
enroll a beneficiary.

Penalty per individual who does not
enroll as a result of a Medicaid
MCQO'’s practice that would reason-
ably be expected to have the ef-
fect of denying or discouraging en-
roliment.

Penalty for a Medicaid MCO mis-
representing or falsifying informa-
tion to the Secretary.

Penalty for a Medicaid MCO mis-
representing or falsifying informa-
tion to an individual or another en-
tity.

Penalty for a Medicaid MCO that
fails to comply with contract re-
quirements with respect to physi-
cian incentive plans.

Penalty for willfully and knowingly
certifying a material and false
statement in a Skilled Nursing Fa-
cility resident assessment.

Penalty for willfully and knowingly
causing another individual to cer-
tify a material and false statement
in a Skilled Nursing Facility resi-
dent assessment.

Penalty for notifying or causing to be
notified a Skilled Nursing Facility of
the time or date on which a survey
is to be conducted.

Penalty for the knowing provision of
false information or refusing to pro-
vide information about charges or
prices of a covered outpatient drug.

2023

2023

2023

2023

2023

2023

2023

2023

2023

2023

2023

61,982

61,982

247,929

37,190

247,929

61,982

55,808

2,586

12,924

5171

223,229

63,991

63,991

255,964

38,395

255,964

63,991

57,617

2,670

13,343

5,339

230,464
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023 2024
) HHS o Daggncgltljlst Maximum Maximum
U.S.C. section(s) CFR1 Description 2 ! adjusted adjusted
agency figure or . penalty penalty
adjustment ) )4
1396r-8(b)(B)(C)(I) -veevvverreenne 42 CFR 1003.1210 ........ OIG Penalty per day for failure to timely 2023 22,324 23,048
provide information by drug manu-
facturer with rebate agreement.
1396r-8(b)(B)(C)(ii) +eevvverreeens 42 CFR 1003.1210 ........ OIG Penalty for knowing provision of false 2023 223,229 230,464
information by drug manufacturer
with rebate agreement.
1396t())(3)(A) wveerererrieriieeiens 42 CFR 1003.1310 ........ OIG Penalty for notifying home and com- 2023 4,465 4,610
munity-based providers or settings
of survey.
X K (o) R 42 CFR 1003.810 .......... OIG Penalty for failing to report a medical 2023 27,018 27,894
malpractice claim to National Prac-
titioner Data Bank.
11137(D)(2) weoveeeeeeiieeeeiene 42 CFR 1003.810 .......... OIG Penalty for breaching confidentiality 2023 27,018 27,894
of information reported to National
Practitioner Data Bank.
299b-22(F)(1) .eevorerivieiieeienne 42 CFR 3.404 ................ OCR Penalty for violation of confidentiality 2023 14,960 15,445
provision of the Patient Safety and
Quality Improvement Act.
1320(d)=5(2) .eeerveeerierieeaiens 45 CFR 160.404(b)(1)(i), | OCR Penalty for each pre-February 18, 2023 187 193
(ii). 20009 violation of the HIPAA ad-
ministrative simplification provi-
sions.
OCR Calendar Year Cap .... 2023 47,061 48,586
1320(d)=5(8) .veevvveririeniieiiens 45 CFR OCR Penalty for each February 18, 2009 2023
160.404(b)(2)(i)(A), or later violation of a HIPAA ad-
(B). ministrative simplification provision
in which it is established that the
covered entity or business asso-
ciate did not know and, by exer-
cising reasonable diligence, would
not have known that the covered
entity or business associate vio-
lated such a provision.
Minimum 2023 137 141
Maximum ... 2023 68,928 71,162
Calendar Year Cap .... 2023 2,067,813 2,134,831
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42 U.S.C. 300gg-18, 42 U.S.C. 1302

45 CFR
160.404(b)(2)(ii)(A),
(B).

45 CFR
160.404(b)(2)(iii)(A),
(B).

45 CFR
160.404(b)(2)(iv)(A),
(B).

45 CFR 180.90 ..............

OCR

OCR

OCR

CMS

Penalty for each February 18, 2009
or later violation of a HIPAA ad-
ministrative simplification provision
in which it is established that the
violation was due to reasonable
cause and not to willful neglect.

Minimum

Maximum

Calendar Year Cap ....

Penalty for each February 18, 2009
or later violation of a HIPAA ad-
ministrative simplification provision
in which it is established that the
violation was due to willful neglect
and was corrected during the 30-
day period beginning on the first
date the covered entity or business
associate knew, or, by exercising
reasonable diligence, would have
known that the violation occurred.

Minimum

Maximum ...

Calendar Year Cap ...

Penalty for each February 18, 2009
or later violation of a HIPAA ad-
ministrative simplification provision
in which it is established that the
violation was due to willful neglect
and was not corrected during the
30-day period beginning on the
first date the covered entity or
business associate knew, or, by
exercising reasonable diligence,
would have known that the viola-
tion occurred.

Minimum

Maximum ...

Calendar Year Cap ....ccccceevvevvrrienenns

Penalty for a hospital’s non-compli-
ance with making public standard
charges for hospital items and
services.

Per Day (Maximum) ..........ccccccoveeeenes

2023

2023
2023
2023
2023

2023
2023
2023
2023

2023
2023
2023
2023

2023

1,379
68,928
2,067,813

13,785
68,928
2,067,813

68,928
2,067,813
2,067,813

323

5,926

1,424
71,162
2,134,831

14,232
71,162
2,134,831

71,162
2,134,831
2,134,831

333

6,118
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023 2024
) HHS o D‘ﬁgn‘gn';m Maximum Maximum
U.S.C. section(s) CFR? Description 2 ) adjusted adjusted
agency figure or . penalty penalty
adjustment ) ©)*
45 CFR 180.90(c)(2)(i) .. | CMS Per day penalty for a hospital’'s non- 328 339
compliance with making public
standard charges for hospital items
and services.
45 CFR CMS Per day penalty for hospitals with | .................... 323 333
180.90(c)(2)(ii)(A). equal to or less than 30 beds.
5 CFR CMS Per day, per bed penalty for hos- | ...ccooeiiiens 11 11
180.90(c)(2)(ii)(B). pitals having at least 31 and up to
and including 550 beds.
45 CFR CMS Per day penalty for hospitals having | .......ccccceenee. 2,926 3,021
180.90(c)(2)(ii)(C). greater than 550 beds.
CARES Act, Public Law 45 CFR 182.70 ............ CMS Penalty for a provider’s non-compli- 2023
116-136, section ance with price transparency re-
3202(b)(2). quirements regarding diagnostic
tests for COVID-19.
Per Day (Maximum) .........ccccoevrennene 2023 323 333
263a(h)(2)(B) & 1395w— 42 CFR CMS Penalty for a clinical laboratory’s fail- 2023
2(b)(2)(A)(ii). 493.1834(d)(2)(i). ure to meet participation and cer-
tification requirements and poses
immediate jeopardy.
Minimum 2023 7,562 7,807
Maximum ... 2023 24,793 25,597
42 CFR CMS Penalty for a clinical laboratory’s fail- 2023
493.1834(d)(2)(ii). ure to meet participation and cer-
tification requirements and the fail-
ure does not pose immediate jeop-
ardy.
Minimum 2023 125 129
Maximum ... 2023 7,437 7,678
42 CFR CMS Penalty for a clinical laboratory’s fail- 2023
493.1834(d)(2)(iii). ure to meet SARS-CoV-2 test re-
porting requirements.
First day of noncompliance ............... 2023
Each additional day of noncompli- 2023

ance.
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30099—15() ..ooveeeiiiieee

3000018 oo

42 U.S.C. 300gg-118 note,
3009g-134.

13208-7h(b)(1) wvvvveeerrerreneee

13208=7h(B)(2) wrvvvvvvrvverrreee

1320a-7j(h)(3)(A) ...

45 CFR 147.200(€) .......

45 CFR 158.606 ............

45 CFR 180.90 ..............

42 CFR 402.105(d)(5),
42 CFR 403.912(a) &
(©).

42 CFR 402.105(h), 42
CFR 403.912(b) & (c).

42 CFR 488.446(a)(1),
(2), & (3).

CMS

CMS

CMS

CMS

CMS

CMS

CMS

CMS

Failure to provide the Summary of
Benefits and Coverage.

Penalty for violations of regulations
related to the medical loss ratio re-
porting and rebating.

Price against hospital identified by
CMS as noncompliant according to
§182.50 with respect to price
transparency requirements regard-
ing diagnostic tests for COVID-19.

Penalties for failure to comply with
No Surprises Act requirements on
providers, facilities, providers of air
ambulance services.

Penalty for manufacturer or group
purchasing organization failing to
report information required under
42 U.S.C. 1320a-7h(a), relating to
physician ownership or investment
interests.

Minimum

Maximum ...

Calendar Year Cap .....ccocecvvevvvnineenns

Penalty for manufacturer or group
purchasing organization knowingly
failing to report information re-
quired under 42 U.S.C. 1320a—
7h(a), relating to physician owner-
ship or investment interests.

Minimum

Maximum ...

Calendar Year Cap .......cccceceeeernnen.

Penalty for an administrator of a fa-
cility that fails to comply with no-
tice requirements for the closure of
a facility.

Minimum penalty for the first offense
of an administrator who fails to
provide notice of facility closure.

Minimum penalty for the second of-
fense of an administrator who fails
to provide notice of facility closure.

2023

2023

2023

2023

2023

2023
2023
2023
2023

2023
2023
2023
2023

2023

2023

1,362

136

11,445

1,362
13,625
204,384

13,625
136,258
1,362,567
136,258

681

2,045

1,406

140

11,816

1,406
14,067
211,008

14,067
140,674
1,406,728
140,674

703

2,111
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

Date of last 2023

Maximum
U.S.C. section(s) CFR? agg:\Scy Description 2 f%%nrzltc))/r adjusted
adjustment 3 penalty

®)

2024
Maximum
adjusted
penalty
(®*

Minimum penalty for the third and 2023 4,087
subsequent offenses of an admin-
istrator who fails to provide notice
of facility closure.

13202-8(a)(1) .eeoveeveerireeienns CMS Penalty for an entity knowingly mak- 2023 9,966
ing a false statement or represen-
tation of material fact in the deter-
mination of the amount of benefits
or payments related to old-age,
survivors, and disability insurance
benefits, special benefits for cer-
tain World War |l veterans, or sup-
plemental security income for the
aged, blind, and disabled.

Penalty for violation of 42 U.S.C. 2023 9,399
1320a-8(a)(1) if the violator is a
person who receives a fee or other
income for services performed in
connection with determination of
the benefit amount or the person is
a physician or other health care
provider who submits evidence in
connection with such a determina-
tion.

1320a-8(a)(3) ..covvrreviiiiiins CMS Penalty for a representative payee 2023 7,805

(under 42 U.S.C. 405(j), 1007, or

1383(a)(2)) converting any part of

a received payment from the ben-

efit programs described in the pre-

vious civil monetary penalty to a

use other than for the benefit of

the beneficiary.

4,219

10,289

9,704

8,058
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1320b-25(c)(1)(A)

1320b-25(c)(2)(A)

1320b-25(d)(2) ...

1395b-7(b)(2)(B) -

................. 42 CFR 402.105(g) ......

1395i-3(h)(2)B)(ii)(1) ....o...... 42 CFR

488.408(d)(1)(iii).

42 CFR
488.408(d)(L)(iv).

CMS

CMS

CMS

CMS

CMS

CMS

Penalty for failure of covered individ-
uals to report to the Secretary and
1 or more law enforcement officials
any reasonable suspicion of a
crime against a resident, or indi-
vidual receiving care, from a long-
term care facility.

Penalty for failure of covered individ-
uals to report to the Secretary and
1 or more law enforcement officials
any reasonable suspicion of a
crime against a resident, or indi-
vidual receiving care, from a long-
term care facility if such failure ex-
acerbates the harm to the victim of
the crime or results in the harm to
another individual.

Penalty for a long-term care facility
that retaliates against any em-
ployee because of lawful acts
done by the employee, or files a
complaint or report with the State
professional disciplinary agency
against an employee or nurse for
lawful acts done by the employee
or nurse.

Penalty for any person who know-
ingly and willfully fails to furnish a
beneficiary with an itemized state-
ment of items or services within 30
days of the beneficiary’s request.

Penalty per day for a Skilled Nursing
Facility that has a Category 2 vio-
lation of certification requirements.

Minimum

Maximum ....

Penalty per instance of Category 2
noncompliance by a Skilled Nurs-
ing Facility.

Minimum

Maximum ...

2023

2023

2023

2023

2023

2023
2023
2023

2023
2023

272,514

408,769

272,514

184

129
7,752

2,586
25,847

281,346

422,017

281,346

190

133
8,003

2,670
26,685
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023 2024
) HHS o Daggncgltljlst Maximum Maximum
U.S.C. section(s) CFR1 agenc Description 2 figure or adjusted adjusted
geney ad'gstmentf“ penalty penalty
! ® ®)*
42 CFR CMS Penalty per day for a Skilled Nursing 2023
488.408(e)(1)(iii). Facility that has a Category 3 vio-
lation of certification requirements.
Minimum 2023 7,884 8,140
Maximum . 2023 25,847 26,685
42 CFR CMS Penalty per instance of Category 2023
488.408(e)(1)(iv). noncompliance by a Skilled Nurs-
ing Facility.
Minimum 2023 2,586 2,670
Maximum ... 2023 25,847 26,685
42 CFR 488.408(e)(2)(ii)) | CMS Penalty per day and per instance for 2023
a Skilled Nursing Facility that has
Category 3 noncompliance with
Immediate Jeopardy.
Per Day (Minimum) ........cccccecvvninennns 2023 7,884 8,140
Per Day (Maximum) 2023 25,847 26,685
Per Instance (Minimum) . 2023 2,586 2,670
Per Instance (Maximum) 2023 25,847 26,685
42 CFR 488.438(a)(1)(i) | CMS Penalty per day of a Skilled Nursing 2023
Facility that fails to meet certifi-
cation requirements. These
amounts represent the upper
range per day.
Minimum 2023 7,884 8,140
Maximum ... 2023 25,847 26,685
42 CFR 488.438(a)(1)(i)) | CMS Penalty per day of a Skilled Nursing 2023
Facility that fails to meet certifi-
cation requirements. These
amounts represent the lower range
per day.
Minimum 2023 129 133
Maximum ... 2023 7,752 8,003
42 CFR 488.438(a)(2) ... | CMS Penalty per instance of a Skilled 2023
Nursing Facility that fails to meet
certification requirements.
MinNIMUumM .o 2023 2,586 2,670
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1395i-6(c)(5)(B)(i)

42 CFR 488.447 ............

42 CFR 488.1245 ..........

42 CFR
488.1245(b)(2)(Gii).

42 CFR 488.1245(b)(3)

42 CFR

488.1245(b)(3)(i).

42 CFR
488.1245(b)(3)(ii).

42 CFR
488.1245(b)(3)(iii).

CMS

CMS

CMS

CMS

CMS

CMS

CMS

Maximum ...

Penalty imposed for failure to comply
with infection control weekly re-
porting requirements at 42 CFR
483.80(g)(1) and (2).

First occurrence ..........cccoceevvviniinens

Incremental increases for each sub-
sequent occurrences.

Penalty for noncompliance by hos-
pice program with requirements
specified in section 1395x(dd) of
42 U.S.C.

Adjustment to penalties. Maximum
penalty assessment for each day a
hospice is not in substantial com-
pliance with one or more condi-
tions of participation.

Penalty imposed for hospice condi-
tion-level deficiency that is imme-
diate jeopardy. These amounts
represent the upper range of pen-
alty.

Minimum

Maximum ...

Penalty imposed for hospice condi-
tion-level deficiency that is imme-
diate jeopardy. These amounts
represent the upper range of pen-
alty.

Penalty imposed for hospice condi-
tion-level deficiency that is imme-
diate jeopardy. These amounts
represent the upper range of pen-
alty.

Penalty imposed for hospice condi-
tion-level deficiency that is imme-
diate jeopardy. These amounts
represent the upper range of pen-
alty.

2023
2023

2023
2023

2023

2023

2023
2023
2023

2023

2023

25,847

1,158
579

10,775

10,775

9,158
10,775
10,775

9,697

9,158

26,685

1,196
598

11,124

11,124

9,455
11,124
11,124

10,011

9,455
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023
Date of last -
penalty Maximum

¢ djusted
figure or a
adjustment 3 pe&a)\lty

HHS

U.S.C. section(s) CFR? agency

Description 2

2024
Maximum
adjusted
penalty
(®*

42 CFR 488.1245(b)(4) | CMS Penalty imposed for hospice repeat
or condition-level deficiency or
both that does not constitute im-
mediate jeopardy but is directly re-
lated to poor quality patient care
outcomes. These amounts rep-
resent the middle range of penalty.

Minimum 2023 1,616

Maximum .... 2023 9,158

42 CFR 488.1245(b)(5) CMS Penalty imposed for hospice repeat | .......cccccueenee.
or condition-level deficiency or
both that does not constitute im-
mediate jeopardy and are related
predominantly to structure or proc-
ess-oriented conditions rather than
directly related to patient out-
comes. These amounts represent
the lower range of penalty.

Minimum 2023 539

Maximum ... 2023 4,310

42 CFR 488.1245(b)(6) | CMS Penalty range imposed for perin- | ...
stance of hospice noncompliance.

Minimum .. 2023 1,077

Maximum ... . 2023 10,775

42 CFR CMS Penalty for each per instance of hos- 2023 10,775
488.1245(d)(1)(ii). pice noncompliance, maximum per

day per hospice program.

13951(h)(5)(D) ..evvvvvviiiiiinnne 42 CFR 402.105(d)(2)()) | CMS Penalty for knowingly, willfully, and 2023 18,825

repeatedly billing for a clinical di-

agnostic laboratory test other than

on an assignment-related basis.

(Penalties are assessed in the

same manner as 42 U.S.C.

1395u(j)(2)(B), which is assessed

according to 1320a-7a(a)).

1,668
9,455

556
4,450

1,112
11,124
11,124

19,435

€oL§
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1395(I)(6) ..roeervereeeereerreneee

13951(0)(2)(B)(i) wvvvvvveererrnneee

1395M(@)(11)(A) wvvveverre

1395M(a)(18)(B) vvvvvvvvvrre

1395MB)(B)(C) wovvveerrerre

42 CFR 402.105(a) .......

42 CFR 402.1(c)(4),
402.105(d)(2)(ii).

42 CFR 402.1(c)(5),
402.105(d)(2)(iii).

42 CFR 402.1(c)(6),
402.105(d)(2)(iv).

CMS

CMS

CMS

CMS

CMS

Penalty for knowingly and willfully
presenting or causing to be pre-
sented a bill or request for pay-
ment for an intraocular lens in-
serted during or after cataract sur-
gery for which the Medicare pay-
ment rate includes the cost of ac-
quiring the class of lens involved.

Penalty for knowingly and willfully
failing to provide information about
a referring physician when seeking
payment on an unassigned basis.

Penalty for any durable medical
equipment supplier that knowingly
and willfully charges for a covered
service that is furnished on a rent-
al basis after the rental payments
may no longer be made. (Penalties
are assessed in the same manner
as 42 U.S.C. 1395u(j)(2)(B), which
is assessed according to 1320a—
7a(a)).

Penalty for any nonparticipating du-
rable medical equipment supplier
that knowingly and willfully fails to
make a refund to Medicare bene-
ficiaries for a covered service for
which payment is precluded due to
an unsolicited telephone contact
from the supplier. (Penalties are
assessed in the same manner as
42 U.S.C. 1395u(j)(2)(B), which is
assessed according to 1320a—
7a(a)).

Penalty for any nonparticipating phy-
sician or supplier that knowingly
and willfully charges a Medicare
beneficiary more than the limiting
charge for radiologist services.
(Penalties are assessed in the
same manner as 42 U.S.C.
1395u(j)(2)(B), which is assessed
according to 1320a—7a(a)).

2023

2023

2023

2023

2023

4,960

4,745

18,825

18,825

18,825

5,121

4,899

19,435

19,435

19,435
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023 2024
) HHS o nggnt;fltl;ist Maximum Maximum
U.S.C. section(s) CFR1? Description 2 ¢ adjusted adjusted
agency figure or s penalty penalty
adjustment ) ©)*
1395m(h)(3) vvevverrieiieeiene 42 CFR 402.1(c)(8), CMS Penalty for any supplier of prosthetic 2023 18,825 19,435
402.105(d)(2)(vi). devices, orthotics, and prosthetics
that knowing and willfully charges
for a covered prosthetic device,
orthotic, or prosthetic that is fur-
nished on a rental basis after the
rental payment may no longer be
made. (Penalties are assessed in
the same manner as 42 U.S.C.
1395m(a)(11)(A), that is in the
same manner as 1395u(j)(2)(B),
which is assessed according to
1320a-7a(a)).
1395M(G)(2)(A)I) wovveeveeririen | e CMS Penalty for any supplier of durable 2023 1,993 2,058

medical equipment including a
supplier of prosthetic devices,
prosthetics, orthotics, or supplies
that knowingly and willfully distrib-
utes a certificate of medical neces-
sity in violation of Section
1834(j)(2)(A)(i) of the Act or fails to
provide the information required
under Section 1834(j)(2)(A)(ii) of
the Act.
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1395m(j)(4)

1395m-1(a)

1395m(l)(6)

42 CFR 402.1(c)(10),
402.105(d)(2)(vii).

42 CFR 414.504(€) .......

42 CFR 402.1(c)(31),
402.105(d)(3).

42 CFR 402.1(c)(32),
402.105(d)(4).

CMS

CMS

CMS

CMS

Penalty for any supplier of durable
medical equipment, including a
supplier of prosthetic devices,
prosthetics, orthotics, or supplies
that knowingly and willfully fails to
make refunds in a timely manner

to Medicare beneficiaries for series

billed other than on as assign-
ment-related basis under certain
conditions. (Penalties are as-
sessed in the same manner as 42
U.S.C. 1395m(j)(4) and
1395u(j)(2)(B), which is assessed
according to 1320a—7a(a)).
Penalty for an applicable entity that

has failed to report or made a mis-

representation or omission in re-
porting applicable information with
respect to a clinical diagnostic lab-
oratory test.

Penalty for any person or entity who
knowingly and willfully bills or col-
lects for any outpatient therapy
services or comprehensive out-
patient rehabilitation services on
other than an assignment-related
basis. (Penalties are assessed in
the same manner as 42 U.S.C.
1395m(k)(6) and 1395u(j)(2)(B),
which is assessed according to
1320a-7a(a)).

Penalty for any supplier of ambu-
lance services who knowingly and
willfully fills or collects for any
services on other than an assign-
ment-related basis. (Penalties are
assessed in the same manner as
42 U.S.C. 1395u(b)(18)(B), which
is assessed according to 1320a—
7a(a)).

2023

2023

2023

2023

18,825

12,551

18,825

18,825

19,435

12,958

19,435

19,435
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

P18

2023 2024
) HHS o nggnt;fltl;ist Maximum Maximum
U.S.C. section(s) CFR1? agency Description 2 figure or adjusted adjusted
adjustment 3 penalty penalty
%) ($*
1395u(b)(18)(B) -.vevveevvernnene 42 CFR 402.1(c)(11), CMS Penalty for any practitioner specified 2023 18,825 19,435
402.105(d)(2)(viii). in Section 1842(b)(18)(C) of the

Act or other person that knowingly
and willfully bills or collects for any
services by the practitioners on
other than an assignment-related
basis. (Penalties are assessed in
the same manner as 42 U.S.C.
1395u(j)(2)(B), which is assessed
according to 1320a-7a(a)).
1395U()(2)(B) weevvervieniieaienns 42 CFR 402.1(C) ...eeevee.. CMS Penalty for any physician who 2023 18,825 19,435
charges more than 125% for a
non-participating referral. (Pen-
alties are assessed in the same
manner as 42 U.S.C. 1320a—

7a(a)).
1395U(K) oveeeeieieiieeieee e 42 CFR 402.1(c)(12), CMS Penalty for any physician who know- 2023 18,825 19,435
402.105(d)(2)(ix) ingly and willfully presents or
1834A(a)(9) and 42 causes to be presented a claim for
CFR 414.504(e). bill for an assistant at a cataract

surgery performed on or after

March 1, 1987, for which payment
may not be made because of sec-
tion 1862(a)(15). (Penalties are as-
sessed in the same manner as 42
U.S.C. 1395u(j)(2)(B), which is as-
sessed according to 1320a—7a(a)).
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1395u(l)(3) .

1395u(m)(3)

1395u(n)(3)

42 CFR 402.1(c)(13),
402.105(d)(2)(x).

42 CFR 402.1(c)(14),
402.105(d)(2)(xi).

42 CFR 402.1(c)(15),
402.105(d)(2)(xii).

CMS

CMS

CMS

Penalty for any nonparticipating phy-
sician who does not accept pay-
ment on an assignment-related
basis and who knowingly and will-
fully fails to refund on a timely
basis any amounts collected for
services that are not reasonable or
medically necessary or are of poor
quality under 1842(1)(1)(A). (Pen-
alties are assessed in the same
manner as 42 U.S.C.
1395u(j)(2)(B), which is assessed
according to 1320a-7a(a)).

Penalty for any nonparticipating phy-
sician charging more than $500
who does not accept payment for
an elective surgical procedure on
an assignment related basis and
who knowingly and willfully fails to
disclose the required information
regarding charges and coinsur-
ance amounts and fails to refund
on a timely basis any amount col-
lected for the procedure in excess
of the charges recognized and ap-
proved by the Medicare program.
(Penalties are assessed in the
same manner as 42 U.S.C.
1395u(j)(2)(B), which is assessed
according to 1320a—7a(a)).

Penalty for any physician who know-
ingly, willfully, and repeatedly bills
one or more beneficiaries for pur-
chased diagnostic tests any
amount other than the payment
amount specified by the Act. (Pen-
alties are assessed in the same
manner as 42 U.S.C.
1395u(j)(2)(B), which is assessed
according to 1320a-7a(a)).

2023

2023

2023

18,825

18,825

18,825

19,435

19,435

19,435
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

Date of last 2023

Maximum
U.S.C. section(s) CFR1 agg:f:y Description 2 f%eiﬂgltgr adjusted
adjustment 3 penalty

®)

2024
Maximum
adjusted
penalty
(®*

1395u(0)(3)(B) «cvveereeiieenienne 42 CFR 414.707(b) ....... CMS Penalty for any practitioner specified 2023 18,825
in Section 1842(b)(18)(C) of the
Act or other person that knowingly
and willfully bills or collects for any
services pertaining to drugs or bio-
logics by the practitioners on other
than an assignment-related basis.
(Penalties are assessed in the
same manner as 42 U.S.C.
1395u(b)(18)(B) and
1395u(j)(2)(B), which is assessed
according to 1320a-7a(a)).
1395U(P)(B)(A) wvveeriieiieriien | e CMS Penalty for any physician or practi- 2023 4,960
tioner who knowingly and willfully
fails promptly to provide the appro-
priate diagnosis codes upon CMS
or Medicare administrative con-
tractor request for payment or bill
not submitted on an assignment-
related basis.

1395w-3a(d)(4)(A) ..eevoverneene 42 CFR 414.806 ............ CMS Penalty for a pharmaceutical manu- 2023 16,108
facturer's misrepresentation of av-
erage sales price of a drug, or bio-
logic.

1395Ww—4(9)(1)(B) oveeveveenienne 42 CFR 402.1(c)(17), CMS Penalty for any nonparticipating phy- 2023 18,825
402.105(d)(2)(xiii). sician, supplier, or other person
that furnishes physician services
not on an assignment-related basis
who either knowingly and willfully
bills or collects in excess of the
statutorily-defined limiting charge
or fails to make a timely refund or
adjustment. (Penalties are as-
sessed in the same manner as 42
U.S.C. 1395u(j)(2)(B), which is as-
sessed according to 1320a-7a(a)).

19,435

5,121

16,630

19,435

€oL§

(uolipa ¥Z-1-01) V HuANS y4D Sv



L18

1395W—4(Q)(3)(B) rvvverererrrrrererrrrnnes

1395w—27(g)(3)(A);
1857(g)(3); 1860D—
12(b)(3)(E)-

1395w—27(g)(3)(B):
1857(g)(3); 1860D—
12(b)(3)(E).

1395w—27(g)(3)(D);
1857(g)(3): 1860D—
12(b)(3)(E).

1395y(B)(3)(C) wrvvvvveeerrerrrnee

42 CFR 402.1(c)(18),
402.105(d)(2)(xiv).

42 CFR 422.760(b); 42
CFR 423.760(b).

CMS

CMS

CMS

CMS

CMS

Penalty for any person that know-
ingly and willfully bills for statutorily
defined State-plan approved physi-
cians’ services on any other basis
than an assignment-related basis
for a Medicare/Medicaid dual eligi-
ble beneficiary. (Penalties are as-
sessed in the same manner as 42
U.S.C. 1395u(j)(2)(B), which is as-
sessed according to 1320a—7a(a)).

Penalty for each termination deter-
mination the Secretary makes that
is the result of actions by a Medi-
care Advantage organization or
Part D sponsor that has adversely
affected (or has the substantial
likelihood of adversely affecting)
an individual covered under the or-
ganization’s contract.

Penalty for each week beginning
after the initiation of civil money
penalty procedures by the Sec-
retary because a Medicare Advan-
tage organization or Part D spon-
sor has failed to carry out a con-
tract, or has carried out a contract
inconsistently with regulations.

Penalty for a Medicare Advantage
organizations or Part D sponsor’s
early termination of its contract.

Penalty for an employer or other en-
tity to offer any financial or other
incentive for an individual entitled
to benefits not to enroll under a
group health plan or large group
health plan which would be a pri-
mary plan.

2023

2023

2023

2023

2023

18,825

46,102

18,442

171,257

11,162

19,435

47,596

19,040

176,807

11,524
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

U.S.C. section(s)

CFR?*

HHS
agency

Description 2

Date of last
penalty
figure or

adjustment 3

2023
Maximum
adjusted
penalty
®)

2024
Maximum
adjusted
penalty
(®*

1395y(b)(5)(C)(ii)

1395y(B)(B)(B) vvvvveeererrrnnee

1395y(B)(7)B)(I) wvvvveerrrrrrenee

1395y(B)(8)(E) rvvvvvveerrrrrrnee

1395NN(G)(5) -veeverrrvierieenieans

42 CFR 402.1(c)(20), 42
CFR 402.105(b)(2).

42 CFR 402.1(c)(20),
402.105(a).

42 CFR 402.1(c)(21),
402.105(a).

42 CFR 411.361 ............

CMS

CMS

CMS

CMS

CMS

Penalty for any non-governmental
employer that, before October 1,
1998, willfully or repeatedly failed
to provide timely and accurate in-
formation requested relating to an
employee’s group health insurance
coverage.

Penalty for any entity that knowingly,
willfully, and repeatedly fails to
complete a claim form relating to
the availability of other health ben-
efits in accordance with statute or
provides inaccurate information re-
lating to such on the claim form.

Penalty for any entity serving as in-
surer, third party administrator, or
fiduciary for a group health plan
that fails to provide information
that identifies situations where the
group health plan is or was a pri-
mary plan to Medicare to the HHS
Secretary.

Penalty for any non-group health
plan that fails to identify claimants
who are Medicare beneficiaries
and provide information to the
HHS Secretary to coordinate bene-
fits and pursue any applicable re-
covery claim.

Penalty for any person that fails to
report information required by HHS
under Section 1877(f) concerning
ownership, investment, and com-
pensation arrangements.

2023

2023

2023

2023

2023

1,818

3,988

1,428

1,428

23,727

1,877

4,117

1,474

1,474

24,496
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1395pp(h) ...

1395ss(a)(2)

1395ss(d)(3)(A) Vi) (Il) ..o,

139555(d)(3)(B)(V) rvvvvvveveee.

1395ss(p)(8)

42 CFR 402.1(c)(23),
402.105(d)(2)(xv).

402.102(f)(1) wovveerrnenn.

42 CFR 402.1(c)(25),
402.105(¢),
402.105(f)(2).

42 CFR 402.1(c)(25),
402.105(e).

CMS

CMS

CMS

CMS

CMS

CMS

CMS

Penalty for any durable medical
equipment supplier, including a
supplier of prosthetic devices,
prosthetics, orthotics, or supplies,
that knowingly and willfully fails to
make refunds in a timely manner
to Medicare beneficiaries under
certain conditions. (42 U.S.C.
1395(m)(18) sanctions apply here
in the same manner, which is
under 1395u(j)(2) and 1320a—
7a(a)).

Penalty for any person that issues a
Medicare supplemental policy that
has not been approved by the
State regulatory program or does
not meet Federal standards after a
statutorily defined effective date.

Penalty for someone other than
issuer that sells or issues a Medi-
care supplemental policy to bene-
ficiary without a disclosure state-
ment.

Penalty for an issuer that sells or
issues a Medicare supplemental

policy without disclosure statement.

Penalty for someone other than
issuer that sells or issues a Medi-
care supplemental policy without
acknowledgement form.

Penalty for issuer that sells or issues
a Medicare supplemental policy
without an acknowledgement form.

Penalty for someone other than
issuer that sells or issues Medi-
care supplemental polices after a
given date that fail to conform to
the NAIC or Federal standards es-
tablished by statute.

2023

2023

2023

2023

2023

2023

2023

18,825

64,617

33,483

55,808

33,483

55,808

33,483

19,435

66,711

34,568

57,617

34,568

57,617

34,568
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

U.S.C. section(s)

CFR1?

HHS
agency

Description 2

Date of last
penalty
figure or

adjustment 3

2023
Maximum
adjusted
penalty
)

2024
Maximum
adjusted
penalty
(®*

13955S(D)(9)(C) wvvvvvvrrrrrrrnee

139585(G)(5)(C) -.ooevveeerrrenens

1395SS(N(B)(A) vverveerereaienns

42 CFR 402.1(c)(25),
405402.105(f)(2).

42 CFR 402.1(c)(26),
402.105(e),
402.105(f)(3), (4).

402.105(f)(3),(4) ..ovvv.....

402.105(f)(5) ...eorrrreeerene.

402.105(f)(6) ...ovvverreeennn.

CMS

CMS

CMS

CMS

CMS

Penalty for an issuer that sells or
issues Medicare supplemental po-
lices after a given date that fail to
conform to the NAIC or Federal
standards established by statute.

Penalty for someone other than
issuer that sells a Medicare sup-
plemental policy and fails to make
available for sale the core group of
basic benefits when selling other
Medicare supplemental policies
with additional benefits or fails to
provide the individual, before sell-
ing the policy, an outline of cov-
erage describing benefits.

Penalty for an issuer that sells a
Medicare supplemental policy and
fails to make available for sale the
core group of basic benefits when
selling other Medicare supple-
mental policies with additional ben-
efits or fails to provide the indi-
vidual, before selling the policy, an
outline of coverage describing ben-
efits.

Penalty for any person that fails to
suspend the policy of a policy-
holder made eligible for medical
assistance or automatically rein-
states the policy of a policyholder
who has lost eligibility for medical
assistance, under certain cir-
cumstances.

Penalty for any person that fails to
provide refunds or credits as re-
quired by section 1882(r)(1)(B).

2023

2023

2023

2023

2023

55,808

33,483

55,808

55,808

55,808

57,617

34,568

57,617

57,617

57,617
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1395ss(s)(4) .........

139585(t)(2) ...,

1395ss(V)(4)(A) ...

1395bbb(C)(1) .......

1395bbb(f)(2)(A)(i)

42 CFR 402.1(c)(29),
402.105(c).

42 CFR 402.1(c)(30),
402.105(7)(7).

42 CFR 488.725(C) .......

42 CFR
488.845(b)(2)(iii) 42
CFR 488.845(b)(3)—
(6); and 42 CFR
488.845(d)(L)(ii).

42 CFR 488.845(b)(3) ...

42 CFR 488.845(b)(3)(i)

CMS

CMS

CMS

CMS

CMS

CMS

CMS

CMS

Penalty for any issuer of a Medicare
supplemental policy that does not
waive listed time periods if they
were already satisfied under a pro-
ceeding Medicare supplemental
policy, or denies a policy, or condi-
tions the issuances or effective-
ness of the policy, or discriminates
in the pricing of the policy base on
health status or other specified cri-
teria.

Penalty for any issuer of a Medicare
supplemental policy that fails to
fulfill listed responsibilities.

Penalty someone other than issuer
who sells, issues, or renews a
medigap Rx policy to an individual
who is a Part D enrollee.

Penalty for an issuer who sells,
issues, or renews a Medigap Rx
policy who is a Part D enrollee.

Penalty for any individual who noti-
fies or causes to be notified a
home health agency of the time or
date on which a survey of such
agency is to be conducted.

Maximum daily penalty amount for
each day a home health agency is
not in compliance with statutory re-
quirements.

Penalty per day for home health
agency’s noncompliance (Upper
Range).

Minimum

Maximum ...

Penalty for a home health agency’s
deficiency or deficiencies that
cause immediate jeopardy and re-
sult in actual harm.

2023

2023

2023

2023

2023

2023

2023

2023
2023
2023

23,692

55,808

24,163

40,272

5,171

24,793

21,074
24,793
24,793

24,460

57,617

24,946

41,577

5,339

25,597

21,757
25,597
25,597
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023 2024
) HHS o Daggncgltljlst Maximum Maximum
U.S.C. section(s) CFR1 agency Description 2 figure or adjusted adjusted
adjustment 3 penalty penalty
) (®*
42 CFR 488.845(b)(3)(ii)) | CMS Penalty for a home health agency’s 2023 22,313 23,036
deficiency or deficiencies that
cause immediate jeopardy and re-
sult in potential for harm.
42 CFR CMS Penalty for an isolated incident of 2023 21,074 21,757
488.845(b)(3)(iii). noncompliance in violation of es-
tablished HHA policy.
42 CFR 488.845(b)(4) ... | CMS Penalty for a repeat and/or condition- 2023
level deficiency that does not con-
stitute immediate jeopardy, but is
directly related to poor quality pa-
tient care outcomes (Lower
Range).
Minimum 2023 3,720 3,841
Maximum .... 2023 21,074 21,757
42 CFR 488.845(b)(5) ... | CMS Penalty for a repeat and/or condition- 2023
level deficiency that does not con-
stitute immediate jeopardy and that
is related predominately to struc-
ture or process-oriented conditions
(Lower Range).
Minimum 2023 1,240 1,280
Maximum .......ccoceeeviireeiiieeeenns 2023 2,479 2,559
42 CFR 488.845(b)(6) ... | CMS Penalty imposed for instance of non- 2023
compliance that may be assessed
for one or more singular events of
condition-level noncompliance that
are identified and where the non-
compliance was corrected during
the onsite survey.
Penalty for each day of noncompli- 2023 2,479 2,559
ance (Minimum).
Penalty for each day of noncompli- 2023 24,793 25,597
ance (Maximum).
42 CFR 488.845(d)(1)(i)) | CMS Penalty for each day of noncompli- 2023 24,793 25,597

ance (Maximum).
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1395eee(e)(6)(B); 1396u—
4(e)(6)(B).

1396r(h)(3)(C)(ii)(1) ..

42 CFR 460.46 ..............

42 CFR
488.408(d)(L)iii).

42 CFR
488.408(d)(1)(iv).

42 CFR
488.408(e)(L)iii).

42 CFR
488.408(e)(1)(iv).

CMS

CMS

CMS

CMS

CMS

CMS

CMS

CMS

CMS

Penalty for PACE organization that
discriminates in enroliment or
disenrollment, or engages in any
practice that would reasonably be
expected to have the effect of de-
nying or discouraging enroliment,
on the basis of health status or the
need for services.

For each individual not enrolled as a
result of the PACE organization’s
discrimination in enrollment or
disenrollment or practice that
would deny or discourage enroll-
ment.

Minimum

Maximum ....

Penalty for a PACE organization that
charges excessive premiums.

Penalty for a PACE organization mis-
representing or falsifying informa-
tion to CMS or the State.

Penalty for any other violation speci-
fied in 42 CFR 460.40.

Penalty per day for a nursing facili-
ty’'s failure to meet a Category 2
Certification.

MinimMum ..o

MaXimuM .ooveeieeieeie s

Penalty per instance for a nursing fa-
cility’s failure to meet Category 2
certification.

Minimum

Maximum ....

Penalty per day for a nursing facili-
ty’s failure to meet Category 3 cer-
tification.

Minimum

Maximum ....

Penalty per instance for a nursing fa-
cility’s failure to meet Category 3
certification.

Minimum

Maximum ...

2023

2023

2023
2023
2023

2023

2023

2023

2023
2023
2023

2023
2023
2023

2023
2023
2023

2023
2023

46,102

17,370
115,802
46,102

184,412

46,102

129
7,752

2,586
25,847

7,884
25,847

2,586
25,847

47,596

17,933
119,555
47,596

190,389

47,596

133
8,003

2,670
26,685

8,140
26,685

2,670
26,685
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023 2024
) HHS o Daggncgltljlst Maximum Maximum
U.S.C. section(s) CFR1 Description 2 ! adjusted adjusted
agency figure or . penalty penalty
adjustment ) )4
42 CFR 488.408(e)(2)(ii)) | CMS Penalty per instance for a nursing fa- 2023
cility’s failure to meet Category 3
certification, which results in imme-
diate jeopardy.
Minimum 2023 2,586 2,670
Maximum .... 2023 25,847 26,685
42 CFR 488.438(a)(1)(i) | CMS Penalty per day for nursing facility’s 2023
failure to meet certification (Upper
Range).
Minimum 2023 7,884 8,140
Maximum ... 2023 25,847 26,685
42 CFR 488.438(a)(1)(ii)) | CMS Penalty per day for nursing facility’s 2023
failure to meet certification (Lower
Range).
MiNimMum ..o 2023 129 133
MaXimUM ..o 2023 7,752 8,003
42 CFR 488.438(a)(2) ... | CMS Penalty per instance for nursing fa- 2023
cility’s failure to meet certification.
MiINIMUM e 2023 2,586 2,670
MaximUM ...oeeeivieeeicee e 2023 25,847 26,685
42 CFR 488.447 ............ CMS Penalty imposed for failure to comply 2023
with infection control weekly re-
porting requirements at 42 CFR
483.80(g)(1) and (2).
First occurrence (Minimum) ............... 2023 1,158 1,196
Incremental increases for each sub- 2023 579 598
sequent occurrence.
1396r(f)(2)(B) (i) (1)(C) -eveeneeene 42 CFR CMS Grounds to prohibit approval of 2023 12,924 13,343
483.151(b)(2)(iv) and Nurse Aide Training Program—if
(b)(3)(iii). assessed a penalty in
1819(h)(2)(B)(i) or 1919(h)(2)(A)(ii)
of “not less than $5,000” [Not
CMP authority, but a specific CMP
amount (CMP at this level) that is
the triggering condition for dis-
approval].
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1396r(h)(3)(C)(ii)1) oo

1396L)(2)(C) crrrrrrrrrrerrrerrrree

1396U—2(€)(2)(A)()) ..o

1396U—2(€)(2)(A)(i) ...

42 CFR 483.151(c)(2) ...

42 CFR 438.704 ............

42 CFR 438.704 ............

CMS

CMS

CMS

CMS

CMS

CMS

CMS

CMS

Grounds to waive disapproval of
nurse aide training program—ref-
erence to disapproval based on
imposition of CMP “not less than
$5,000” [Not CMP authority but
CMP imposition at this level deter-
mines eligibility to seek waiver of
disapproval of nurse aide training
program].

Penalty for each day of noncompli-
ance for a home or community
care provider that no longer meets
the minimum requirements for
home and community care.

Minimum

Maximum ...

Penalty for a Medicaid managed
care organization that fails sub-
stantially to provide medically nec-
essary items and services.

Penalty for Medicaid managed care
organization that imposes pre-
miums or charges on enrollees in
excess of the premiums or
charges permitted.

Penalty for a Medicaid managed
care organization that misrepre-
sents or falsifies information to an-
other individual or entity.

Penalty for a Medicaid managed
care organization that fails to com-
ply with the applicable statutory re-
quirements for such organizations.

Penalty for a Medicaid managed
care organization that misrepre-
sents or falsifies information to the
HHS Secretary.

Penalty for Medicaid managed care
organization that acts to discrimi-
nate among enrollees on the basis
of their health status.

2023

2023

2023
2023
2023

2023

2023

2023

2023

2023

12,924

22,324
46,102

46,102

46,102

46,102

184,412

184,412

13,343

23,048
47,596

47,596

47,596

47,596

190,389

190,389
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

U.S.C. section(s)

CFR?*

HHS
agency

Description 2

Date of last
penalty
figure or

adjustment 3

2023
Maximum
adjusted
penalty
®)

2024
Maximum
adjusted
penalty
(®*

1396u-2(€)(2)(A)(V) ...

1396U(N)(2) e

1396W=2(C)(1) w.oorvrerrrrernnes

18041(c)(2)

42 CFR 438.704 ...

42 CFR part 441, sub-
part I.

42 U.S.C. 300gg—
22(b)(2)(C)(i), 45 CFR
150.315.

45 CFR 156.805(C) ........

CMS

CMS

CMS

CMS

Penalty for each individual that does
not enroll as a result of a Medicaid
managed care organization that
acts to discriminate among enroll-
ees on the basis of their health
status.

Penalty for a provider not meeting
one of the requirements relating to
the protection of the health, safety,
and welfare of individuals receiving
community supported living ar-
rangements services.

Penalty for each day, for each indi-
vidual affected by the failure of a
health insurance issuer or non-
Federal governmental group health
plan to comply with federal market
reform provisions in part A or D of
title XXVII of the PHS Actv
2022|174] 177.

Failure to comply with ACA require-
ments related to risk adjustment,
reinsurance, risk corridors, Ex-
changes (including QHP stand-
ards) and other ACA Subtitle D
standards; Penalty for violations of
rules or standards of behavior as-
sociated with issuer compliance
with risk adjustment, reinsurance,
risk corridors, Exchanges (includ-
ing QHP standards) and other
ACA Subtitle D standards.

2023

2023

2023

2023

27,661

25,847

13,785

187

28,557

26,685

14,232

193
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42 U.S.C. 300gg—
22(b)(2)(C)().

18081(h)WY(A)A)(I1) weovrrrree.

18081(N)(L)(B) vvvvvvveerrre

18081(N)(2) orvveeeereeeerennes

45 CFR 150.315 ..

45 CFR 155.285 ..

45 CFR 155.285 ..

45 CFR 155.260 ..

45 CFR 155.206()

CMS

CMS

CMS

CMS

CMS
CMS
CMS

HHS

HHS

Penalty for each day, for each indi-
vidual affected by the failure of a
health insurance issuer or non-
Federal governmental group health
plan to comply with federal market
reform provisions in part A or D of
title XXVII of the PHS Act.

Penalty for providing false informa-
tion on Exchange application.

Penalty for knowingly or willfully pro-
viding false information on Ex-
change application.

Penalty for knowingly or willfully dis-
closing protected information from
Exchange.

Maximum ..o

MiNiMumM ..o

Penalties for violation of applicable
Exchange standards by consumer
assistance entities in Federally-fa-
cilitated Exchanges.

Maximum (Per Day) ...

Penalty for the first time an individual
makes an expenditure prohibited
by regulations regarding lobbying
disclosure, absent aggravating cir-
cumstances.

Penalty for second and subsequent
offenses by individuals who make
an expenditure prohibited by regu-
lations regarding lobbying disclo-
sure.

MiNimMumM ..o

Maximum ...

Penalty for the first time an individual
fails to file or amend a lobbying
disclosure form, absent aggra-
vating circumstances.

2023

2023

2023

2023

2023
2023
2023

2023
2023
2023

2023

2023
2023
2023

177

34,065

340,641

34,065
348
41,774

115
348
23,727

23,727
237,268
23,727

183

35,169

351,681

35,169
359
43,128

119
359
24,496

24,496
244,958
24,496
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TABLE 1 TO §102.3—CIVIL MONETARY PENALTY AUTHORITIES ADMINISTERED BY HHS—Continued

2023 2024
) HHS o Daggn%fltlist Maximum Maximum
U.S.C. section(s) CFR?® Description 2 ¢ adjusted adjusted
agency df_lgure or 3 penalty penalty
adjustment ®) )
Penalty for second and subsequent 2023
offenses by individuals who fail to
file or amend a lobbying disclosure
form, absent aggravating cir-
cumstances.
Minimum 2023 23,727 24,496
Maximum ... 2023 237,268 244,958
45 CFR part 93, Appen- | HHS Penalty for failure to provide certifi- 2023
dix A. cation regarding lobbying in the
award documents for all sub-
awards of all tiers.
Minimum 2023 23,727 24,496
Maximum ... 2023 237,268 244,958
HHS Penalty for failure to provide state- 2023
ment regarding lobbying for loan
guarantee and loan insurance
transactions.
MiNIMUM s 2023 23,727 24,496
MaXimum .....ooveeeieeeeeee s 2023 237,268 244,958
3801-3812 ...cceeiiiiiieieee, 45 CFR 79.3(a)(1)(iv) .... | HHS Penalty against any individual who— 2023 12,398 12,800
with knowledge or reason to
know—makes, presents or submits
a false, fictitious or fraudulent
claim to the Department.
45 CFR 79.3(b)(1)(ii) ..... HHS Penalty against any individual who— 2023 12,398 12,800

with knowledge or reason to
know—makes, presents or submits
a false, fictitious or fraudulent
claim to the Department.

1Some HHS components have not promulgated regulations regarding their civil monetary penalty-specific statutory authorities.
2The description is not intended to be a comprehensive explanation of the underlying violation; the statute and corresponding regulation, if applicable, should

be consulted.
3 Statutory or Inflation Act Adjustment.
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4OMB Memorandum M-16-06, Implementation of the Federal Civil Penalties Inflation Adjustment Act Improvements Act of 2015, published February 24, 2016,
guided agencies on initial “catch-up” adjustment requirements, and M-17-11, Implementation of the 2017 annual adjustment pursuant to the Federal Civil Pen-
alties Inflation Adjustment Act Improvements Act of 2015, published December 16, 2016; followed by M-18-03, M-19-04, M—-20-05, M-21-10, M-22-07, M-23—
05, and M—24-07 guided agencies on annual adjustment requirements.

50OMB Circular A-136, Financial Reporting Requirements, Section 11.4.9, directs that agencies must make annual inflation adjustments to civil monetary pen-
alties and report on the adjustments in the Agency Financial Report (AFR) or Performance and Accountability Report (PAR).

6 Federal Civil Penalties Inflation Adjustment Act Improvements Act of 2015, § 701(b)(1)(A) (codified as amended at 28 U.S.C. 2461 note).

7 Annual inflation adjustments are based on the percent change between each published October’s CPI-U. In this case, October 2023 CPI-U (307.671)/October
2022 CPI-U (298.012) = 1.03241.

[81 FR 61565, Sept. 6, 2016, as amended at 87 FR 15101, Mar. 17, 2022; 88 FR 69532, Oct. 6, 2023; 88 FR 70373, Oct. 11, 2023; 88 FR 82787, Nov.
27, 2023; 89 FR 64816, Aug. 8, 2024]
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