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(a) If its labeling is false or misleading in any
particular.

(b) If in package form unless it bears a label
containing (1) the name and place of business of
the manufacturer, packer, or distributor; and (2)
an accurate statement of the quantity of the
contents in terms of weight, measure, or numer-
ical count: Provided, That under clause (2) of
this paragraph reasonable variations shall be
permitted, and exemptions as to small packages
shall be established, by regulations prescribed
by the Secretary.

(c) If any word, statement, or other informa-
tion required by or under authority of this chap-
ter to appear on the label or labeling is not
prominently placed thereon with such conspicu-
ousness (as compared with other words, state-
ments, designs, or devices, in the labeling) and
in such terms as to render it likely to be read
and understood by the ordinary individual under
customary conditions of purchase and use.

(d) If its container is so made, formed, or filled
as to be misleading.

(e) If it is a color additive, unless its packag-
ing and labeling are in conformity with such
packaging and labeling requirements, applicable
to such color additive, as may be contained in
regulations issued under section 379e of this
title. This paragraph shall not apply to pack-
ages of color additives which, with respect to
their use for cosmetics, are marketed and in-
tended for use only in or on hair dyes (as defined
in the last sentence of section 361(a) of this
title).

(f) If its packaging or labeling is in violation
of an applicable regulation issued pursuant to
section 1472 or 1473 of title 15.

(June 25, 1938, ch. 675, §602, 52 Stat. 1054; Pub. L.
86-618, title I, §102(c)(2), July 12, 1960, 74 Stat.
398; Pub. L. 91-601, §6(f), formerly §7(f), Dec. 30,
1970, 84 Stat. 1673, renumbered Pub. L. 97-35,
title XII, §1205(c), Aug. 13, 1981, 95 Stat. 716; Pub.
L. 102-571, title I, §107(12), Oct. 29, 1992, 106 Stat.
4499.)

AMENDMENTS

1992—Par. (e). Pub. L. 102-571 substituted ‘‘379e> for
376",

1970—Par. (f). Pub. L. 91-601 added par. (f).

1960—Par. (e). Pub. L. 86-618 added par. (e).

EFFECTIVE DATE OF 1970 AMENDMENT

Amendment by Pub. L. 91-601 effective Dec. 30, 1970,
and regulations establishing special packaging stand-
ards effective no sooner than 180 days or later than one
year from date regulations are final, or an earlier date
published in Federal Register, see section 8 of Pub. L.
91-601, set out as an Effective Date note under section
1471 of Title 15, Commerce and Trade.

EFFECTIVE DATE OF 1960 AMENDMENT

Amendment by Pub. L. 86-618 effective July 12, 1960,
subject to the provisions of section 203 of Pub. L. 86-618,
see section 202 of Pub. L. 86-618, set out as a note under
section 379e of this title.

EFFECTIVE DATE; POSTPONEMENT

Par. (b) effective Jan. 1, 1940, and such subsection ef-
fective July 1, 1940, as provided by regulations for cer-
tain lithographed labeling and containers bearing cer-
tain labeling, see act June 23, 1939, ch. 242, 53 Stat. 853,
set out as an Effective Date; Postponement in Certain
Cases note under section 301 of this title.
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TRANSFER OF FUNCTIONS
For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

§363. Regulations making exemptions

The Secretary shall promulgate regulations
exempting from any labeling requirement of this
chapter cosmetics which are, in accordance with
the practice of the trade, to be processed, la-
beled, or repacked in substantial quantities at
establishments other than those where origi-
nally processed or packed, on condition that
such cosmetics are not adulterated or mis-
branded under the provisions of this chapter
upon removal from such processing, labeling, or
repacking establishment.

(June 25, 1938, ch. 675, §603, 52 Stat. 1054.)
TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture

to Federal Security Agency, see notes set out under
section 321 of this title.

§364. Repealed. Pub. L. 86-618, title I, §103(a)(3),
July 12, 1960, 74 Stat. 398

Section, act June 25, 1938, ch. 675, §604, 52 Stat. 1055,
directed Secretary to promulgate regulations for list-
ing of coal-tar colors for cosmetics. See section 379e of
this title.

EFFECTIVE DATE OF REPEAL

Repeal effective July 12, 1960, subject to the provi-
sions of section 203 of Pub. L. 86-618, see section 202 of
Pub. L. 86-618, set out as an Effective Date of 1960
Amendment note under section 379e of this title.

SUBCHAPTER VII—GENERAL AUTHORITY
PART A—GENERAL ADMINISTRATIVE PROVISIONS

§371. Regulations and hearings
(a) Authority to promulgate regulations

The authority to promulgate regulations for
the efficient enforcement of this chapter, except
as otherwise provided in this section, is vested
in the Secretary.

(b) Regulations for imports and exports

The Secretary of the Treasury and the Sec-
retary of Health and Human Services shall
jointly prescribe regulations for the efficient en-
forcement of the provisions of section 381 of this
title, except as otherwise provided therein. Such
regulations shall be promulgated in such man-
ner and take effect at such time, after due no-
tice, as the Secretary of Health and Human
Services shall determine.

(c) Conduct of hearings

Hearings authorized or required by this chap-
ter shall be conducted by the Secretary or such
officer or employee as he may designate for the
purpose.

(d) Effectiveness of definitions and standards of
identity

The definitions and standards of identity pro-
mulgated in accordance with the provisions of
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this chapter shall be effective for the purposes of
the enforcement of this chapter, notwithstand-
ing such definitions and standards as may be
contained in other laws of the United States and
regulations promulgated thereunder.

(e) Procedure for establishment

(1) Any action for the issuance, amendment, or
repeal of any regulation under section 343(j),
344(a), 346, 351(b), or 352(d) or (h) of this title, and
any action for the amendment or repeal of any
definition and standard of identity under section
341 of this title for any dairy product (including
products regulated under parts 131, 133 and 135 of
title 21, Code of Federal Regulations) shall be
begun by a proposal made (A) by the Secretary
on his own initiative, or (B) by petition of any
interested person, showing reasonable grounds
therefor, filed with the Secretary. The Secretary
shall publish such proposal and shall afford all
interested persons an opportunity to present
their views thereon, orally or in writing. As
soon as practicable thereafter, the Secretary
shall by order act upon such proposal and shall
make such order public. Except as provided in
paragraph (2), the order shall become effective
at such time as may be specified therein, but
not prior to the day following the last day on
which objections may be filed under such para-
graph.

(2) On or before the thirtieth day after the
date on which an order entered under paragraph
(1) is made public, any person who will be ad-
versely affected by such order if placed in effect
may file objections thereto with the Secretary,
specifying with particularity the provisions of
the order deemed objectionable, stating the
grounds therefor, and requesting a public hear-
ing upon such objections. Until final action
upon such objections is taken by the Secretary
under paragraph (3), the filing of such objections
shall operate to stay the effectiveness of those
provisions of the order to which the objections
are made. As soon as practicable after the time
for filing objections has expired the Secretary
shall publish a notice in the Federal Register
specifying those parts of the order which have
been stayed by the filing of objections and, if no
objections have been filed, stating that fact.

(3) As soon as practicable after such request
for a public hearing, the Secretary, after due no-
tice, shall hold such a public hearing for the
purpose of receiving evidence relevant and ma-
terial to the issues raised by such objections. At
the hearing, any interested person may be heard
in person or by representative. As soon as prac-
ticable after completion of the hearing, the Sec-
retary shall by order act upon such objections
and make such order public. Such order shall be
based only on substantial evidence of record at
such hearing and shall set forth, as part of the
order, detailed findings of fact on which the
order is based. The Secretary shall specify in the
order the date on which it shall take effect, ex-
cept that it shall not be made to take effect
prior to the ninetieth day after its publication
unless the Secretary finds that emergency con-
ditions exist necessitating an earlier effective
date, in which event the Secretary shall specify
in the order his findings as to such conditions.
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(f) Review of order

(1) In a case of actual controversy as to the va-
lidity of any order under subsection (e), any per-
son who will be adversely affected by such order
if placed in effect may at any time prior to the
ninetieth day after such order is issued file a pe-
tition with the United States court of appeals
for the circuit wherein such person resides or
has his principal place of business, for a judicial
review of such order. A copy of the petition shall
be forthwith transmitted by the clerk of the
court to the Secretary or other officer des-
ignated by him for that purpose. The Secretary
thereupon shall file in the court the record of
the proceedings on which the Secretary based
his order, as provided in section 2112 of title 28.

(2) If the petitioner applies to the court for
leave to adduce additional evidence, and shows
to the satisfaction of the court that such addi-
tional evidence is material and that there were
reasonable grounds for the failure to adduce
such evidence in the proceeding before the Sec-
retary, the court may order such additional evi-
dence (and evidence in rebuttal thereof) to be
taken before the Secretary, and to be adduced
upon the hearing, in such manner and upon such
terms and conditions as to the court may seem
proper. The Secretary may modify his findings
as to the facts, or make new findings, by reason
of the additional evidence so taken, and he shall
file such modified or new findings, and his rec-
ommendation, if any, for the modification or
setting aside of his original order, with the re-
turn of such additional evidence.

(3) Upon the filing of the petition referred to
in paragraph (1) of this subsection, the court
shall have jurisdiction to affirm the order, or to
set it aside in whole or in part, temporarily or
permanently. If the order of the Secretary re-
fuses to issue, amend, or repeal a regulation and
such order is not in accordance with law the
court shall by its judgment order the Secretary
to take action, with respect to such regulation,
in accordance with law. The findings of the Sec-
retary as to the facts, if supported by substan-
tial evidence, shall be conclusive.

(4) The judgment of the court affirming or set-
ting aside, in whole or in part, any such order of
the Secretary shall be final, subject to review by
the Supreme Court of the United States upon
certiorari or certification as provided in section
1254 of title 28.

(5) Any action instituted under this subsection
shall survive notwithstanding any change in the
person occupying the office of Secretary or any
vacancy in such office.

(6) The remedies provided for in this sub-
section shall be in addition to and not in substi-
tution for any other remedies provided by law.

(g) Copies of records of hearings

A certified copy of the transcript of the record
and proceedings under subsection (e) shall be
furnished by the Secretary to any interested
party at his request, and payment of the costs
thereof, and shall be admissible in any criminal,
libel for condemnation, exclusion of imports, or
other proceeding arising under or in respect to
this chapter, irrespective of whether proceedings
with respect to the order have previously been
instituted or become final under subsection (f).
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(h) Guidance documents

(1)(A) The Secretary shall develop guidance
documents with public participation and ensure
that information identifying the existence of
such documents and the documents themselves
are made available to the public both in written
form and, as feasible, through electronic means.
Such documents shall not create or confer any
rights for or on any person, although they
present the views of the Secretary on matters
under the jurisdiction of the Food and Drug Ad-
ministration.

(B) Although guidance documents shall not be
binding on the Secretary, the Secretary shall
ensure that employees of the Food and Drug Ad-
ministration do not deviate from such guidances
without appropriate justification and super-
visory concurrence. The Secretary shall provide
training to employees in how to develop and use
guidance documents and shall monitor the de-
velopment and issuance of such documents.

(C)(i) For guidance documents that set forth
initial interpretations of a statute or regula-
tion, changes in interpretation or policy that
are of more than a minor nature, complex sci-
entific issues, or highly controversial issues, the
Secretary shall ensure public participation prior
to implementation of guidance documents, un-
less the Secretary determines that such prior
public participation is not feasible or appro-
priate. In such cases, the Secretary shall provide
for public comment upon implementation and
take such comment into account.

(ii) With respect to devices, if a notice to in-
dustry guidance letter, a notice to industry ad-
visory letter, or any similar notice sets forth
initial interpretations of a regulation or policy
or sets forth changes in interpretation or policy,
such notice shall be treated as a guidance docu-
ment for purposes of this subparagraph.

(D) For guidance documents that set forth ex-
isting practices or minor changes in policy, the
Secretary shall provide for public comment
upon implementation.

(2) In developing guidance documents, the Sec-
retary shall ensure uniform nomenclature for
such documents and uniform internal proce-
dures for approval of such documents. The Sec-
retary shall ensure that guidance documents
and revisions of such documents are properly
dated and indicate the nonbinding nature of the
documents. The Secretary shall periodically re-
view all guidance documents and, where appro-
priate, revise such documents.

(3) The Secretary, acting through the Commis-
sioner, shall maintain electronically and update
and publish periodically in the Federal Register
a list of guidance documents. All such docu-
ments shall be made available to the public.

(4) The Secretary shall ensure that an effec-
tive appeals mechanism is in place to address
complaints that the Food and Drug Administra-
tion is not developing and using guidance docu-
ments in accordance with this subsection.

(5) Not later than July 1, 2000, the Secretary
after evaluating the effectiveness of the Good
Guidance Practices document, published in the
Federal Register at 62 Fed. Reg. 8961, shall pro-
mulgate a regulation consistent with this sub-
section specifying the policies and procedures of
the Food and Drug Administration for the devel-

TITLE 21—FOOD AND DRUGS

Page 428

opment, issuance, and use of guidance docu-
ments.

(June 25, 1938, ch. 675, §701, 52 Stat. 1055; June 25,
1948, ch. 646, §32, 62 Stat. 991; Apr. 15, 1954, ch.
143, §2, 68 Stat. 55; Aug. 1, 1956, ch. 861, §2, 70
Stat. 919; Pub. L. 85-791, §21, Aug. 28, 1958, 72
Stat. 948; Pub. L. 86-618, title I, §103(a)(4), July
12, 1960, 74 Stat. 398; Pub. L. 101-535, §8, Nov. 8,
1990, 104 Stat. 2365; Pub. L. 102-300, §6(b)(1), June
16, 1992, 106 Stat. 240; Pub. L. 103-80, §§3(y),
(dd)(1), 4(c), Aug. 13, 1993, 107 Stat. 778, 779; Pub.
L. 103-396, §3(b), Oct. 22, 1994, 108 Stat. 4155; Pub.
L. 105-115, title IV, §405, Nov. 21, 1997, 111 Stat.
2368; Pub. L. 112-144, title VI, §619, July 9, 2012,
126 Stat. 1063.)

AMENDMENTS

2012—Subsec. (h)(1)(C). Pub. L. 112-144 designated ex-
isting provisions as cl. (i) and added cl. (ii).

1997—Subsec. (h). Pub. L. 105-115 added subsec. (h).

1994—Subsec. (e)(1). Pub. L. 103-396 which directed the
amendment of par. (1) by striking out ‘‘or maple syrup
(regulated under section 168.140 of title 21, Code of Fed-
eral Regulations).”’, was executed by striking out ‘‘or
maple sirup (regulated under section 168.140 of title 21,
Code of Federal Regulations)’”’ before ‘‘shall be begun
by a proposal’’, to reflect the probable intent of Con-
gress.

1993—Subsec. (b). Pub. L. 103-80, §3(dd)(1), substituted
‘‘Health and Human Services’ for ‘‘Agriculture’ in two
places.

Subsec. (e)(1). Pub. L. 103-80, §4(c), made technical
correction to directory language of Pub. L. 101-535, §8.
See 1990 Amendment note below.

Pub. L. 103-80, §3(y)(1), struck out period after second
reference to ‘‘Regulations)’.

Subsec. (f)(4). Pub. L. 103-80, §3(y)(2), substituted ref-
erence to section 1254 of title 28 for ‘‘sections 239 and
240 of the Judicial Code, as amended’’.

1992—Subsec. (b). Pub. L. 102-300, which directed the
substitution of ‘“Health and Human Services’” for
‘“‘Health, Education, and Welfare’’, could not be exe-
cuted because such words did not appear in the original
statutory text. See 1993 Amendment note above and
Transfer of Functions note below.

1990—Subsec. (e)(1). Pub. L. 101-535, §8, as amended by
Pub. L. 103-80, §4(c), substituted ‘‘Any action for the is-
suance, amendment, or repeal of any regulation under
section 343(j), 344(a), 346, 351(b), or 352(d) or (h) of this
title, and any action for the amendment or repeal of
any definition and standard of identity under section
341 of this title for any dairy product (including prod-
ucts regulated under parts 131, 133 and 135 of title 21,
Code of Federal Regulations) or maple sirup (regulated
under section 168.140 of title 21, Code of Federal Regula-
tions)” for ‘‘Any action for the issuance, amendment,
or repeal of any regulation under section 341, 343()),
344(a), 346, 351(b), or 352(d) or (h) of this title’.

1960—Subsec. (e). Pub. L. 86-618 substituted ‘‘section
341, 343(j), 344(a), 346, 351(b), or 352(d) or (h), of this
title” for ‘‘section 341, 343(j), 344(a), 346(a) or (b), 351(b),
352(d) or (h), 354 or 364 of this title’’.

1958—Subsec. (f)(1). Pub. L. 85-791, §21(a), substituted
provisions requiring transmission of a copy of the peti-
tion by clerk to Secretary, and filing of the record by
Secretary, for provisions which permitted service of
summons and petition any place in United States and
required Secretary to certify and file transcript of the
proceedings and record upon service.

Subsec. (f)(3). Pub. L. 85-791, §21(b), inserted ‘‘Upon
the filing of the petition referred to in paragraph (1) of
this subsection’.

1956—Subsec. (e). Act Aug. 1, 1956, simplified proce-
dures governing prescribing of regulations under cer-
tain provisions of this chapter.

1954—Subsec. (e). Act Apr. 15, 1954, struck out ref-
erence to section 341 of this title, before ¢‘343(j)’’, such
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section 341 now containing its own provisions with re-
spect to hearings regarding the establishment of food
standards.

CHANGE OF NAME

Circuit Court of Appeals of the United States changed
to United States court of appeals by act June 25, 1948,
eff. Sept. 1, 1948.

EFFECTIVE DATE OF 1997 AMENDMENT

Amendment by Pub. L. 105-115 effective 90 days after
Nov. 21, 1997, except as otherwise provided, see section
501 of Pub. L. 105-115, set out as a note under section 321
of this title.

EFFECTIVE DATE OF 1960 AMENDMENT

Amendment by Pub. L. 86-618 effective July 12, 1960,
subject to the provisions of section 203 of Pub. L. 86-618,
see section 202 of Pub. L. 86-618, set out as a note under
section 379e of this title.

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101-535

Amendments by Pub. L. 101-535 not to be construed to
alter the authority of the Secretary of Health and
Human Services and the Secretary of Agriculture under
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301
et seq.), the Federal Meat Inspection Act (21 U.S.C. 601
et seq.), the Poultry Products Inspection Act (21 U.S.C.
451 et seq.), and the Egg Products Inspection Act (21
U.S.C. 1031 et seq.), see section 9 of Pub. L. 101-535, set
out as a note under section 343 of this title.

SAVINGS PROVISION

Savings clause of act Aug. 1, 1956, see note set out
under section 341 of this title.

TRANSFER OF FUNCTIONS

Secretary and Department of Health, Education, and
Welfare redesignated Secretary and Department of
Health and Human Services by Pub. L. 96-88, title V,
§509(b), Oct. 17, 1979, 93 Stat. 695, which is classified to
section 3508(b) of Title 20, Education.

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

NOTIFICATION OF FDA INTENT TO REGULATE
LABORATORY-DEVELOPED TESTS

Pub. L. 112-144, title XI, §1143, July 9, 2012, 126 Stat.
1130, provided that the Food and Drug Administration
could not issue any draft or final guidance on the regu-
lation of laboratory-developed tests under the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.)
without, at least 60 days prior to such issuance, notify-
ing the Committee on Energy and Commerce of the
House of Representatives and the Committee on
Health, Education, Labor, and Pensions of the Senate
of the Administration’s intent to take such action and
including in such notification the anticipated details of
such action, and that such provision ceased to have
force or effect on the date that was 5 years after the
date of enactment of Pub. L. 112-144, which was ap-
proved July 9, 2012.

APPROVAL OF SUPPLEMENTAL APPLICATIONS FOR
APPROVED PRODUCTS

Pub. L. 105-115, title IV, §403, Nov. 21, 1997, 111 Stat.
2367, provided that:

‘‘(a) STANDARDS.—Not later than 180 days after the
date of enactment of this Act [Nov. 21, 1997], the Sec-
retary of Health and Human Services shall publish in
the Federal Register standards for the prompt review of
supplemental applications submitted for approved arti-
cles under the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 301 et seq.) or section 351 of the Public Health
Service Act (42 U.S.C. 262).
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‘“(b) GUIDANCE TO INDUSTRY.—Not later than 180 days
after the date of enactment of this Act [Nov. 21, 1997],
the Secretary shall issue final guidances to clarify the
requirements for, and facilitate the submission of data
to support, the approval of supplemental applications
for the approved articles described in subsection (a).
The guidances shall—

‘(1) clarify circumstances in which published mat-
ter may be the basis for approval of a supplemental
application;

‘(2) specify data requirements that will avoid du-
plication of previously submitted data by recognizing
the availability of data previously submitted in sup-
port of an original application; and

““(3) define supplemental applications that are eligi-
ble for priority review.

“(c) RESPONSIBILITIES OF CENTERS.—The Secretary
shall designate an individual in each center within the
Food and Drug Administration (except the Center for
Food Safety and Applied Nutrition) to be responsible
for—

‘(1) encouraging the prompt review of supple-
mental applications for approved articles; and

“(2) working with sponsors to facilitate the devel-
opment and submission of data to support supple-
mental applications.

““(d) COLLABORATION.—The Secretary shall implement
programs and policies that will foster collaboration be-
tween the Food and Drug Administration, the National
Institutes of Health, professional medical and scientific
societies, and other persons, to identify published and
unpublished studies that may support a supplemental
application, and to encourage sponsors to make supple-
mental applications or conduct further research in sup-
port of a supplemental application based, in whole or in
part, on such studies.”

HEARINGS PENDING ON APRIL 15, 1954, WITH RESPECT
TO FOOD STANDARDS

Provisions of this chapter in effect prior to Apr. 15,
1954, as applicable with respect to hearings begun prior
to such date under subsection (e) of this section, re-
garding food standards, see Savings Provisions note set
out under section 341 of this title.

§372. Examinations and investigations
(a) Authority to conduct

(1)(A) The Secretary is authorized to conduct
examinations and investigations for the pur-
poses of this chapter through officers and em-
ployees of the Department or through any
health, food, or drug officer or employee of any
State, Territory, or political subdivision there-
of, duly commissioned by the Secretary as an of-
ficer of the Department.

(B)(i) For a tobacco product, to the extent fea-
sible, the Secretary shall contract with the
States in accordance with this paragraph to
carry out inspections of retailers within that
State in connection with the enforcement of
this chapter.

(ii) The Secretary shall not enter into any
contract under clause (i) with the government of
any of the several States to exercise enforce-
ment authority under this chapter on Indian
country without the express written consent of
the Indian tribe involved.

(2)(A) In addition to the authority established
in paragraph (1), the Secretary, pursuant to a
memorandum of understanding between the Sec-
retary and the head of another Federal depart-
ment or agency, is authorized to conduct exami-
nations and investigations for the purposes of
this chapter through the officers and employees
of such other department or agency, subject to
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