§353c

drawn or removed from the market because
such drugs or components of such drugs have
been found to be unsafe or not effective.

(4)(A) The term ‘‘outsourcing facility”
means a facility at one geographic location or
address that—

(i) is engaged in the compounding of ster-
ile drugs;

(ii) has elected to
outsourcing facility; and

(iii) complies with all of the requirements
of this section.

register as an

(B) An outsourcing facility is not required to
be a licensed pharmacy.

(C) An outsourcing facility may or may not
obtain prescriptions for identified individual
patients.

(6) The term ‘‘sterile drug’” means a drug
that is intended for parenteral administration,
an ophthalmic or oral inhalation drug in aque-
ous format, or a drug that is required to be
sterile under Federal or State law.

(d) 2 Obligation to pay fees

Payment of the fee under section 379j-62 of
this title, as described in subsection (a)(9), shall
not relieve an outsourcing facility that is li-
censed as a pharmacy in any State that requires
pharmacy licensing fees of its obligation to pay
such State fees.

(June 25, 1938, ch. 675, §503B, as added Pub. L.
113-54, title I, §102(a)(2), Nov. 27, 2013, 127 Stat.
588.)

Editorial Notes
PRIOR PROVISIONS

A prior section 503B of act June 25, 1938, ch. 675, was
renumbered section 503C by Pub. L. 113-54, §102(a)(1),
Nov. 27, 2013, 127 Stat. 587, and transferred to section
353c of this title.

§353c. Prereview of television advertisements
(a) In general

The Secretary may require the submission of
any television advertisement for a drug (includ-
ing any script, story board, rough, or a com-
pleted video production of the television adver-
tisement) to the Secretary for review under this
section not later than 45 days before dissemina-
tion of the television advertisement.

(b) Review

In conducting a review of a television adver-
tisement under this section, the Secretary may
make recommendations with respect to informa-
tion included in the label of the drug—

(1) on changes that are—

(A) necessary to protect the consumer
good and well-being; or

(B) consistent with prescribing informa-
tion for the product under review; and

(2) if appropriate and if information exists,
on statements for inclusion in the advertise-
ment to address the specific efficacy of the
drug as it relates to specific population
groups, including elderly populations, chil-
dren, and racial and ethnic minorities.

(c) No authority to require changes

Except as provided by subsection (e), this sec-
tion does not authorize the Secretary to make

TITLE 21—FOOD AND DRUGS

Page 174

or direct changes in any material submitted

pursuant to subsection (a).

(d) Elderly populations, children, racially and
ethnically diverse communities

In formulating recommendations under sub-
section (b), the Secretary shall take into consid-
eration the impact of the advertised drug on el-
derly populations, children, and racially and
ethnically diverse communities.

(e) Specific disclosures
(1) Serious risk; safety protocol

In conducting a review of a television adver-
tisement under this section, if the Secretary
determines that the advertisement would be
false or misleading without a specific disclo-
sure about a serious risk listed in the labeling
of the drug involved, the Secretary may re-
quire inclusion of such disclosure in the adver-
tisement.

(2) Date of approval

In conducting a review of a television adver-
tisement under this section, the Secretary
may require the advertisement to include, for
a period not to exceed 2 years from the date of
the approval of the drug under section 355 of
this title or section 262 of title 42, a specific
disclosure of such date of approval if the Sec-
retary determines that the advertisement
would otherwise be false or misleading.

(f) Rule of construction

Nothing in this section may be construed as
having any effect on requirements under section
352(n) of this title or on the authority of the
Secretary under section 314.550, 314.640, 601.45, or
601.94 of title 21, Code of Federal Regulations (or
successor regulations).

(June 25, 1938, ch. 675, §503C, formerly §503B, as
added Pub. L. 110-85, title IX, §901(d)(2), Sept. 27,
2007, 121 Stat. 939, renumbered §503C, Pub. L.
113-54, title I, §102(a)(1), Nov. 27, 2013, 127 Stat.
587.)

Editorial Notes
CODIFICATION

Section was formerly classified to section 353b of this
title prior to renumbering by Pub. L. 113-54.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE

Section effective 180 days after Sept. 27, 2007, see sec-
tion 909 of Pub. L. 110-85, set out as an Effective Date
of 2007 Amendment note under section 331 of this title.

§353d. Process to update labeling for certain ge-
neric drugs

(a) Definitions

For purposes of this section:
(1) The term ‘‘covered drug’” means a drug
approved under section 355(c) of this title—

(A) for which there are no unexpired pat-
ents included in the list under section
355(j)(7) of this title and no unexpired period
of exclusivity;

(B) for which the approval of the applica-
tion has been withdrawn for reasons other
than safety or effectiveness; and
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