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(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.)

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 

(C) for which—
(i)(I) there is new scientific evidence 

available pertaining to new or existing 
conditions of use that is not reflected in 
the approved labeling; 

(II) the approved labeling does not re-
flect current legal and regulatory require-
ments for content or format; or 

(III) there is a relevant accepted use in 
clinical practice that is not reflected in 
the approved labeling; and 

(ii) updating the approved labeling would 
benefit the public health.

(2) The term ‘‘period of exclusivity’’, with 
respect to a drug approved under section 355(c) 
of this title, means any period of exclusivity 
under clause (ii), (iii), or (iv) of section 
355(c)(3)(E) of this title, clause (ii), (iii), or (iv) 
of section 355(j)(5)(F) of this title, or section 
355a, 355f, or 360cc of this title. 

(3) The term ‘‘generic version’’ means a drug 
approved under section 355(j) of this title 
whose reference listed drug is a covered drug. 

(4) The term ‘‘relevant accepted use’’ means 
a use for a drug in clinical practice that is 
supported by scientific evidence that appears 
to the Secretary to meet the standards for ap-
proval under section 355 of this title. 

(5) The term ‘‘selected drug’’ means a cov-
ered drug for which the Secretary has deter-
mined through the process under subsection 
(c) that the labeling should be changed. 

(b) Identification of covered drugs 

The Secretary may identify covered drugs for 
which labeling updates would provide a public 
health benefit. To assist in identifying covered 
drugs, the Secretary may do one or both of the 
following: 

(1) Enter into cooperative agreements or 
contracts with public or private entities to re-
view the available scientific evidence con-
cerning such drugs. 

(2) Seek public input concerning such drugs, 
including input on whether there is a relevant 
accepted use in clinical practice that is not re-
flected in the approved labeling of such drugs 
or whether new scientific evidence is available 
regarding the conditions of use for such drug, 
by—

(A) holding one or more public meetings; 
(B) opening a public docket for the submis-

sion of public comments; or 
(C) other means, as the Secretary deter-

mines appropriate. 

(c) Selection of drugs for updating 

If the Secretary determines, with respect to a 
covered drug, that the available scientific evi-
dence meets the standards under section 355 of 
this title for adding or modifying information to 
the labeling or providing supplemental informa-
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tion to the labeling regarding the use of the cov-
ered drug, the Secretary may initiate the proc-
ess under subsection (d). 

(d) Initiation of the process of updating 

If the Secretary determines that labeling 
changes are appropriate for a selected drug pur-
suant to subsection (c), the Secretary shall pro-
vide notice to the holders of approved applica-
tions for a generic version of such drug that—

(1) summarizes the findings supporting the 
determination of the Secretary that the avail-
able scientific evidence meets the standards 
under section 355 of this title for adding or 
modifying information or providing supple-
mental information to the labeling of the cov-
ered drug pursuant to subsection (c); 

(2) provides a clear statement regarding the 
additional, modified, or supplemental informa-
tion for such labeling, according to the deter-
mination by the Secretary (including, as ap-
plicable, modifications to add the relevant ac-
cepted use to the labeling of the drug as an ad-
ditional indication for the drug); and 

(3) states whether the statement under para-
graph (2) applies to the selected drug as a class 
of covered drugs or only to a specific drug 
product. 

(e) Response to notification 

Within 30 days of receipt of notification pro-
vided by the Secretary pursuant to subsection 
(d), the holder of an approved application for a 
generic version of the selected drug shall—

(1) agree to change the approved labeling to 
reflect the additional, modified, or supple-
mental information the Secretary has deter-
mined to be appropriate; or 

(2) notify the Secretary that the holder of 
the approved application does not believe that 
the requested labeling changes are warranted 
and submit a statement detailing the reasons 
why such changes are not warranted. 

(f) Review of application holder’s response 

(1) In general 

Upon receipt of the application holder’s re-
sponse, the Secretary shall promptly review 
each statement received under subsection 
(e)(2) and determine which labeling changes 
pursuant to the Secretary’s notice under sub-
section (d) are appropriate, if any. If the Sec-
retary disagrees with the reasons why such la-
beling changes are not warranted, the Sec-
retary shall provide opportunity for discus-
sions with the application holders to reach 
agreement on whether the labeling for the 
covered drug should be updated to reflect 
available scientific evidence, and if so, the 
content of such labeling changes. 

(2) Changes to labeling 

After considering all responses from the 
holder of an approved application under para-
graph (1) or (2) of subsection (e), and any dis-
cussion under paragraph (1), the Secretary 
may order such holder to make the labeling 
changes the Secretary determines are appro-
priate. Such holder of an approved application 
shall—

(A) update its paper labeling for the drug 
at the next printing of that labeling; 

(B) update any electronic labeling for the 
drug within 30 days of such order; and 

(C) submit the revised labeling through 
the form, ‘‘Supplement—Changes Being Ef-
fected’’. 

(g) Violation 

If the holder of an approved application for the 
generic version of the selected drug does not 
comply with the requirements of subsection 
(f)(2), such generic version of the selected drug 
shall be deemed to be misbranded under section 
352 of this title. 

(h) Limitations; generic drugs 

(1) In general 

With respect to any labeling change required 
under this section, the generic version shall be 
deemed to have the same conditions of use and 
the same labeling as its reference listed drug 
for purposes of clauses (i) and (v) of section 
355(j)(2)(A) of this title. Any labeling change 
so required shall not have any legal effect for 
the applicant that is different than the legal 
effect that would have resulted if a supple-
mental application had been submitted and 
approved to conform the labeling of the ge-
neric version to a change in the labeling of the 
reference drug. 

(2) Supplemental applications 

Changes to labeling made in accordance with 
this section shall not be eligible for an exclu-
sivity period under this chapter. 

(3) Selection of drugs 

The Secretary shall not identify a drug as a 
covered drug or select a drug label for updat-
ing under subsection (b) or (c) solely based on 
the availability of new safety information. 
Upon identification of a drug as a covered drug 
under subsection (b), the Secretary may then 
consider the availability of new safety infor-
mation (as defined in section 355–1(b) of this 
title) in determining whether the drug is a se-
lected drug and in determining what labeling 
changes are appropriate. 

(i) Rules of construction 

(1) Approval standards 

This section shall not be construed as alter-
ing the applicability of the standards for ap-
proval of an application under section 355 of 
this title. No order shall be issued under this 
subsection unless the scientific evidence sup-
porting the changed labeling meets the stand-
ards for approval applicable to any change to 
labeling under section 355 of this title. 

(2) Removal of information 

Nothing in this section shall be construed to 
give the Secretary additional authority to re-
move approved indications for drugs, other 
than the authority described in this section. 

(3) Secretary authority 

Nothing in this section shall be construed to 
limit the authority of the Secretary to require 
labeling changes under section 355(o) of this 
title. 

(4) Maintenance of labeling 

Nothing in this section shall be construed to 
affect the responsibility of the holder of an ap-
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proved application under section 355(j) of this 
title to maintain its labeling in accordance 
with existing requirements, including subpart 
B of part 201 and sections 314.70 and 314.97 of 
title 21, Code of Federal Regulations (or any 
successor regulations). 

(j) Reports 

Not later than 4 years after December 27, 2020, 
and every 4 years thereafter, the Secretary shall 
prepare and submit to the Committee on Energy 
and Commerce of the House of Representatives 
and the Committee on Health, Education, 
Labor, and Pensions of the Senate, a report 
that—

(1) describes the actions of the Secretary 
under this section, including—

(A) the number of covered drugs and de-
scription of the types of drugs the Secretary 
has selected for labeling changes and the ra-
tionale for such recommended changes; and 

(B) the number of times the Secretary en-
tered into discussions concerning a disagree-
ment with an application holder or holders 
and a summary of the decision regarding a 
labeling change, if any; and

(2) includes any recommendations of the 
Secretary for modifying the program under 
this section. 

(June 25, 1938, ch. 675, § 503D, as added Pub. L. 
116–260, div. BB, title III, § 324, Dec. 27, 2020, 134 
Stat. 2933.) 

§ 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 con-
taining a veterinary feed directive drug shall be 
fed to animals only by or upon a lawful veteri-
nary feed directive issued by a licensed veteri-
narian in the course of the veterinarian’s profes-
sional practice. When labeled, distributed, held, 
and used in accordance with this section, a vet-
erinary 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-
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.)

Editorial Notes 

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’’. 
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