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transfer of value or ownership or in-
vestment interest not reported timely,
accurately, or completely.

(2) The total amount of civil mone-
tary penalties imposed on each applica-
ble manufacturer or group purchasing
organization (regardless of whether the
applicable manufacturer was a part of
a consolidated report) with respect to
knowing failures to report in an annual
submission of information will not ex-
ceed $1,000,000 as adjusted annually
under 45 CFR part 102.

(c) Total annual civil monetary pen-
alties. The amount of civil monetary
penalties imposed on each applicable
manufacturer or applicable group pur-
chasing organization under paragraphs
(a)(1) and (b)(1) of this section are—

(1) Aggregated separately;

(2) Subject to separate aggregate to-
tals under paragraphs (a)(2) and (b)(2)
of this section, with a maximum com-
bined annual total of $1,150,000 as ad-
justed annually under 45 CFR part 102.

(d) Determinations regarding the
amount of civil monetary penalties. In de-
termining the amount of the civil mon-
etary penalty, factors to be considered
include, but are not limited to, the fol-
lowing:

(1) The length of time the applicable
manufacturer or applicable group pur-
chasing organization failed to report,
including the length of time the appli-
cable manufacturer or applicable group
purchasing organization knew of the
payment or other transfer of value, or
ownership or investment interest.

(2) Amount of the payment the appli-
cable manufacturer or applicable group
purchasing organization failed to re-
port.

(3) Level of culpability.

(4) Nature and amount of information
reported in error.

(5) Degree of diligence exercised in
correcting information reported in
error.

(e) Record retention and audits. (1)
Maintenance of records. (i) Applicable
manufacturers and applicable group
purchasing organizations must main-
tain all books, contracts, records, doc-
uments, and other evidence sufficient
to enable the audit, evaluation, and in-
spection of the applicable manufactur-
er’s or applicable group purchasing or-
ganization’s compliance with the re-
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quirement to timely, accurately or
completely submit information in ac-
cordance with the rules established
under this subpart.

(ii) The items described in paragraph
(e)(1)(i) of this section must be main-
tained for a period of at least 5 years
from the date the payment or other
transfer of value, or ownership or in-
vestment interest is published publicly
on the Web site.

(2) Audit. HHS, CMS, OIG or their
designees may audit, inspect, inves-
tigate and evaluate any books, con-
tracts, records, documents, and other
evidence of applicable manufacturers
and applicable group purchasing orga-
nizations that pertain to their compli-
ance with the requirement to timely,
accurately or completely submit infor-
mation in accordance with the rules es-
tablished under this subpart.

(3) The requirements in this subpart
are in addition to, and do not limit,
any other applicable requirements that
may obligate applicable manufacturers
or applicable group purchasing organi-
zations to retain and allow access to
records.

(f) Use of funds. Funds collected by
the Secretary as a result of the imposi-
tion of a civil monetary penalty under
this section must be used to carry out
the operation of this subpart.

(g) Notice, hearings, appeals, and col-
lection. Civil monetary penalties im-
posed under this section are subject to
the provisions set forth in subparts A
and B of part 402 of this chapter, in-
cluding those pertaining to notice, op-
portunity for a hearing, appeals proce-
dures, and collection of penalties.

[78 FR 9521, Feb. 8, 2013, as amended at 81 FR
61561, Sept. 6, 2016; 82 FR 42749, Sept. 12, 2017]

§403.914 Preemption of State laws.

(a) General rule. In the case of a pay-
ment or other transfer of value pro-
vided by an applicable manufacturer to
a covered recipient, this subpart pre-
empts any statute or regulation of a
State or political subdivision of a State
that requires an applicable manufac-
turer to disclose or report, in any for-
mat, the type of information regarding
the payment or other transfer of value
required to be reported under this sub-
part.
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(b) Information collected for public
health purposes. (1) Information re-
quired to be reported to a Federal,
State, or local governmental agency
for public health surveillance, inves-
tigation, or other public health pur-
poses or health oversight purposes
must still be reported to appropriate
Federal, State, or local governmental
agencies, regardless of whether the
same information is required to be re-
ported under this subpart.

(2) Governmental agencies include,
but are not limited to, the following:

(i) Agencies that are charged with
preventing or controlling disease, in-
jury, disability.

(ii) Agencies that conduct oversight
activities authorized by law, including
audits, investigations, inspections, li-
censure or disciplinary actions, or
other activities necessary for oversight
of the health care system.

Subpart K—Access to Identifiable
Data for the Center for Medi-
care and Medicaid Models

SOURCE: 79 FR 68001, Nov. 13, 2014, unless
otherwise noted.

§403.1100 Purpose and scope.

The regulations in this subpart im-
plement section 1115A of the Act. The
intent of that section is to enable CMS
to test innovative payment and service
delivery models to reduce program ex-
penditures while preserving and/or en-
hancing the quality of care furnished
to individuals under titles XVIII, XIX,
and XXI of the Act. The Secretary is
also required to conduct an evaluation
of each model tested.

§403.1105 Definitions.

For purposes of this subpart—
Applicable titles means Titles XVIII,
XIX, or XXI of the Act.

§403.1110 Evaluation of models.

(a) Evaluation. The Secretary con-
ducts an evaluation of each model test-
ed under section 1115A of the Act. Such
evaluation must include an analysis of
the following:

(1) The quality of care furnished
under the model, including the meas-
urement of patient-level outcomes and
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patient-centeredness criteria deter-
mined appropriate by the Secretary.

(2) The changes in spending under the
applicable titles by reason of the
model.

(b) Information. Any State or other
entity participating in the testing of a
model under section 1115A of the Act
must collect and report such informa-
tion, including ‘‘protected health infor-
mation” as that term is defined at 45
CFR 160.103, as the Secretary deter-
mines is necessary to monitor and
evaluate such model. Such data must
be produced to the Secretary at the
time and in the form and manner speci-
fied by the Secretary.

Subpart L—Requirements for Di-
rect-to-Consumer Television
Advertisements of Drugs and
Biological Products To Include
the List Price of That Adver-
fised Product

SOURCE: 84 FR 20757, May 10, 2019, unless
otherwise noted.

§403.1200 Scope.

(a) Covered pharmaceuticals. Except as
specified in paragraph (b) of this sec-
tion, this subpart applies to advertise-
ments for a prescription drug or bio-
logical product distributed in the
United States for which payment is
available, directly or indirectly, under
titles XVIII or XIX of the Social Secu-
rity Act.

(b) Ezxcepted pharmaceuticals. An ad-
vertisement for any prescription drug
or biological product that has a list
price, as defined in §403.1201, less than
$35 per month for a 30-day supply or
typical course of treatment shall be ex-
empt from the requirements of this
subpart.

§403.1201 Definitions.

For the purposes of this subpart, the
following definitions apply:

(a) Biological product. Biological prod-
uct means any biological product, as
that term is defined in Public Health
Service Act (““PHS Act”) section 351(i),
that is licensed by the Food and Drug
Administration pursuant to section 351
and is subject to the requirements of
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