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§ 353b

TITLE 21—FOOD AND DRUGS

(ii) that has not entered into the memorandum of understanding described in
clause (i) and the licensed pharmacist, licensed pharmacy, or licensed physician
distributes (or causes to be distributed)
compounded drug products out of the
State in which they are compounded in
quantities that do not exceed 5 percent of
the total prescription orders dispensed or
distributed by such pharmacy or physician.
The Secretary shall, in consultation with the
National Association of Boards of Pharmacy,
develop a standard memorandum of understanding for use by the States in complying
with subparagraph (B)(i).
(c) Advertising and promotion
A drug may be compounded under subsection
(a) of this section only if the pharmacy, licensed
pharmacist, or licensed physician does not advertise or promote the compounding of any particular drug, class of drug, or type of drug. The
pharmacy, licensed pharmacist, or licensed physician may advertise and promote the compounding service provided by the licensed pharmacist or licensed physician.
(d) Regulations
(1) In general
The Secretary shall issue regulations to implement this section. Before issuing regulations
to
implement
subsections
(b)(1)(A)(i)(III), (b)(1)(C), or (b)(3)(A) of this
section, the Secretary shall convene and consult an advisory committee on compounding
unless the Secretary determines that the issuance of such regulations before consultation is
necessary to protect the public health. The advisory committee shall include representatives from the National Association of Boards
of Pharmacy, the United States Pharmacopoeia, pharmacy, physician, and consumer
organizations, and other experts selected by
the Secretary.
(2) Limiting compounding
The Secretary, in consultation with the
United States Pharmacopoeia Convention, Incorporated, shall promulgate regulations identifying drug substances that may be used in
compounding under subsection (b)(1)(A)(i)(III)
of this section for which a monograph does not
exist or which are not components of drug
products approved by the Secretary. The Secretary shall include in the regulation the criteria for such substances, which shall include
historical use, reports in peer reviewed medical literature, or other criteria the Secretary
may identify.
(e) Application
This section shall not apply to—
(1) compounded positron emission tomography drugs as defined in section 321(ii) of this
title; or
(2) radiopharmaceuticals.
(f) ‘‘Compounding’’ defined
As used in this section, the term ‘‘compounding’’ does not include mixing, reconstituting, or
other such acts that are performed in accord-

ance with directions contained in approved labeling provided by the product’s manufacturer
and other manufacturer directions consistent
with that labeling.
(June 25, 1938, ch. 675, § 503A, as added Pub. L.
105–115, title I, § 127(a), Nov. 21, 1997, 111 Stat.
2328.)
EFFECTIVE DATE
Section 127(b) of Pub. L. 105–115 provided that: ‘‘Section 503A of the Federal Food, Drug, and Cosmetic Act
[21 U.S.C. 353a], added by subsection (a), shall take effect upon the expiration of the 1-year period beginning
on the date of the enactment of this Act [Nov. 21,
1997].’’

§ 353b. Prereview of television advertisements
(a) In general
The Secretary may require the submission of
any television advertisement for a drug (including any script, story board, rough, or a completed video production of the television advertisement) to the Secretary for review under this
section not later than 45 days before dissemination of the television advertisement.
(b) Review
In conducting a review of a television advertisement under this section, the Secretary may
make recommendations with respect to information 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 information for the product under review; and
(2) if appropriate and if information exists,
on statements for inclusion in the advertisement to address the specific efficacy of the
drug as it relates to specific population
groups, including elderly populations, children, and racial and ethnic minorities.
(c) No authority to require changes
Except as provided by subsection (e), this section 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 subsection (b), the Secretary shall take into consideration the impact of the advertised drug on elderly populations, children, and racially and
ethnically diverse communities.
(e) Specific disclosures
(1) Serious risk; safety protocol
In conducting a review of a television advertisement under this section, if the Secretary
determines that the advertisement would be
false or misleading without a specific disclosure about a serious risk listed in the labeling
of the drug involved, the Secretary may require inclusion of such disclosure in the advertisement.
(2) Date of approval
In conducting a review of a television advertisement under this section, the Secretary
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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 Secretary 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, § 503B, as added Pub. L.
110–85, title IX, § 901(d)(2), Sept. 27, 2007, 121 Stat.
939.)
EFFECTIVE DATE
Section effective 180 days after Sept. 27, 2007, see section 909 of Pub. L. 110–85, set out as an Effective Date
of 2007 Amendment note under section 331 of this title.

§ 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 pursuant 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 licensed veterinarian is a veterinary feed directive drug. Any animal feed bearing or containing 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 veterinary 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 Secretary 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 section 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 directive 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 another person for further distribution. Such person distributing the feed shall maintain a written acknowledgment from the person to whom
the feed is shipped stating that that person shall
not ship or move such feed to an animal production 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.
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(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 Secretary, 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 distribution 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 conditions and indications for use published pursuant 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 animal 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 regulations for listing of coal-tar colors, was repealed effective 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), substituted ‘‘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 introduction into interstate commerce any new drug,
unless an approval of an application filed pursuant to subsection (b) or (j) of this section is effective with respect 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) of this section.
Such person shall submit to the Secretary as a
part of the application (A) full reports of investigations which have been made to show wheth-

