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time of compounding, distribution, and dis-
pensing; or

(B) a drug, a component of which is a bulk
drug substance that is a component of an ap-
proved drug or a marketed drug that is not
subject to section 353(b) of this title and not
subject to approval in an application sub-
mitted under section 355 of this title, unless
there is a change that produces for an indi-
vidual patient a clinical difference, as deter-
mined by the prescribing practitioner, be-
tween the compounded drug and the com-
parable approved drug.

(3) The term ‘‘approved drug’” means a drug
that is approved under section 355 of this title
and does not appear on the list described in
subsection (a)(4) of drugs that have been with-
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.)

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
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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
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.)

CODIFICATION

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

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.
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§ 354. Veterinary feed directive drugs
(a) Lawful veterinary feed directive requirement

(1) A drug intended for use in or on animal
feed which is limited by an approved application
filed pursuant to section 360b(b) of this title, a
conditionally-approved application filed pursu-
ant to section 360ccc of this title, or an index
listing pursuant to section 360ccc-1 of this title
to use under the professional supervision of a li-
censed veterinarian is a veterinary feed direc-
tive drug. Any animal feed bearing or contain-
ing a veterinary feed directive drug shall be fed
to animals only by or upon a lawful veterinary
feed directive issued by a licensed veterinarian
in the course of the veterinarian’s professional
practice. When labeled, distributed, held, and
used in accordance with this section, a veteri-
nary feed directive drug and any animal feed
bearing or containing a veterinary feed directive
drug shall be exempt from section 352(f) of this
title.

(2) A veterinary feed directive is lawful if it—

(A) contains such information as the Sec-
retary may by general regulation or by order
require; and

(B) is in compliance with the conditions and
indications for use of the drug set forth in the
notice published pursuant to section 360b(i) of
this title, or the index listing pursuant to sec-
tion 360ccc-1(e) of this title.

(3)(A) Any persons involved in the distribution
or use of animal feed bearing or containing a
veterinary feed directive drug and the licensed
veterinarian issuing the veterinary feed direc-
tive shall maintain a copy of the veterinary feed
directive applicable to each such feed, except in
the case of a person distributing such feed to an-
other person for further distribution. Such per-
son distributing the feed shall maintain a writ-
ten acknowledgment from the person to whom
the feed is shipped stating that that person shall
not ship or move such feed to an animal produc-
tion facility without a veterinary feed directive
or ship such feed to another person for further
distribution unless that person has provided the
same written acknowledgment to its immediate
supplier.

(B) Every person required under subparagraph
(A) to maintain records, and every person in
charge or custody thereof, shall, upon request of
an officer or employee designated by the Sec-
retary, permit such officer or employee at all
reasonable times to have access to and copy and
verify such records.

(C) Any person who distributes animal feed
bearing or containing a veterinary feed directive
drug shall upon first engaging in such distribu-
tion notify the Secretary of that person’s name
and place of business. The failure to provide
such notification shall be deemed to be an act
which results in the drug being misbranded.

(b) Labeling and advertising

A veterinary feed directive drug and any feed
bearing or containing a veterinary feed directive
drug shall be deemed to be misbranded if their
labeling fails to bear such cautionary statement
and such other information as the Secretary
may by general regulation or by order prescribe,
or their advertising fails to conform to the con-
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ditions and indications for use published pursu-
ant to section 360b(i) of this title, or the index
listing pursuant to section 360ccc-1(e) of this
title or fails to contain the general cautionary
statement prescribed by the Secretary.

(c) Nonprescription status

Neither a drug subject to this section, nor ani-
mal feed bearing or containing such a drug,
shall be deemed to be a prescription article
under any Federal or State law.

(June 25, 1938, ch. 675, §504, as added Pub. L.
104-250, §5(b), Oct. 9, 1996, 110 Stat. 3155; amended
Pub. L. 108-282, title I, §102(b)(5)(G), (H), Aug. 2,
2004, 118 Stat. 903.)

PRIOR PROVISIONS

A prior section 354, act June 25, 1938, ch. 675, §504, 52
Stat. 1052, which directed Secretary to promulgate reg-
ulations for listing of coal-tar colors, was repealed ef-
fective July 12, 1960, subject to provisions of section 203
of Pub. L. 86-618, by Pub. L. 86-618, title I, §103(a)(2),
title II, §202, July 12, 1960, 74 Stat. 398, 404.

AMENDMENTS

2004—Subsec. (a)(1). Pub. L. 108-282, §102(b)(5)(G), sub-
stituted ¢‘360b(b) of this title, a conditionally-approved
application filed pursuant to section 360ccc of this
title, or an index listing pursuant to section 360ccc-1 of
this title” for <“360b(b) of this title’.

Subsecs. (a)(2)(B), (b). Pub. L. 108-282, §102(b)(5)(H),
substituted ‘‘360b(i) of this title, or the index listing
pursuant to section 360ccc-1(e) of this title’’ for ‘360b(i)
of this title”.

§ 355. New drugs

(a) Necessity of effective approval of application

No person shall introduce or deliver for intro-
duction into interstate commerce any new drug,
unless an approval of an application filed pursu-
ant to subsection (b) or (j) is effective with re-
spect to such drug.

(b) Filing application; contents

(1) Any person may file with the Secretary an
application with respect to any drug subject to
the provisions of subsection (a). Such person
shall submit to the Secretary as a part of the
application (A) full reports of investigations
which have been made to show whether or not
such drug is safe for use and whether such drug
is effective in use; (B) a full list of the articles
used as components of such drug; (C) a full
statement of the composition of such drug; (D) a
full description of the methods used in, and the
facilities and controls used for, the manufac-
ture, processing, and packing of such drug; (E)
such samples of such drug and of the articles
used as components thereof as the Secretary
may require; (F) specimens of the labeling pro-
posed to be used for such drug, and (G) any as-
sessments required under section 355¢ of this
title. The applicant shall file with the applica-
tion the patent number and the expiration date
of any patent which claims the drug for which
the applicant submitted the application or
which claims a method of using such drug and
with respect to which a claim of patent infringe-
ment could reasonably be asserted if a person
not licensed by the owner engaged in the manu-
facture, use, or sale of the drug. If an applica-
tion is filed under this subsection for a drug and
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