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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 

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-
tised 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) Excepted 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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Federal Food, Drug, and Cosmetic Act 
(FDCA) section 503(b)(1). 

(b) Prescription drug. Prescription 
drug means any drug, as defined in the 
FDCA section 201(g), that has been ap-
proved by the Food and Drug Adminis-
tration pursuant to FDCA section 505 
and is subject to the requirements of 
FDCA section 503(b)(1). 

(c) List price. List price means the 
wholesale acquisition cost, as defined 
in paragraph (d) of this section. 

(d) Wholesale acquisition cost. Whole-
sale acquisition cost means, with re-
spect to a prescription drug or biologi-
cal product, the manufacturer’s list 
price for the prescription drug or bio-
logical product to wholesalers or direct 
purchasers in the United States, not 
including prompt pay or other dis-
counts, rebates or reductions in price, 
for the most recent month for which 
the information is available, as re-
ported in wholesale price guides or 
other publications of drug or biological 
product pricing data. 

§ 403.1202 Pricing information. 

Any advertisement for any prescrip-
tion drug or biological product on tele-
vision (including broadcast, cable, 
streaming, or satellite) must contain a 
textual statement indicating the cur-
rent list price for a typical 30-day regi-
men or for a typical course of treat-
ment, whichever is most appropriate, 
as determined on the first day of the 
quarter during which the advertise-
ment is being aired or otherwise broad-
cast, as follows: ‘‘The list price for a 
[30-day supply of ] [typical course of 
treatment with] [name of prescription 

drug or biological product] is [insert 
list price]. If you have health insurance 
that covers drugs, your cost may be 
different.’’ Where the price is related 
to the typical course of treatment and 
that typical course of treatment varies 
depending on the indication for which a 
prescription drug or biological product 
is prescribed, the list price to be used is 
the one for the typical course of treat-
ment associated with the primary indi-
cation addressed in the advertisement. 

§ 403.1203 Specific presentation re-
quirements. 

The textual statement described in 
§ 403.1202 shall be presented at the end 
of an advertisement in a legible man-
ner, meaning that it is placed appro-
priately and is presented against a con-
trasting background for sufficient du-
ration and in a size and style of font 
that allows the information to be read 
easily. 

§ 403.1204 Compliance. 

(a) Identification of non-compliant 
products. The Secretary will maintain a 
public list that will include the pre-
scription drugs and biological products 
identified by the Secretary to be adver-
tised in violation of this subpart. 

(b) State or local requirements. No 
State or political subdivision of any 
State may establish or continue in ef-
fect any requirement concerning the 
disclosure in a television advertise-
ment of the pricing of a prescription 
drug or biological product which is dif-
ferent from, or in addition to, any re-
quirement imposed by this subpart. 
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