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FEDERAL FOOD, DRUG, AND COSMETIC ACT

[As Amended Through P.L. 115-176, Enacted May 30, 2018]

[Currency: This publication is a compilation of the text of Chapter 675 of the 75th
Congress. It was last amended by the public law listed in the As Amended
Through note above and below at the bottom of each page of the pdf version and
reflects current law through the date of the enactment of the public law listed at
https://www.govinfo.gov/app/collection/comps/]

[Note: While this publication does not represent an official version of any Federal
statute, substantial efforts have been made to ensure the accuracy of its contents.
The official version of Federal law is found in the United States Statutes at Large
and in the United States Code. The legal effect to be given to the Statutes at
Large and the United States Code is established by statute (1 U.S.C. 112, 204).1

CHAPTER I—SHORT TITLE

SECTION 1. [21 U.S.C. 3011 This Act may be cited as the Fed-
eral Food, Drug, and Cosmetic Act.

CHAPTER II—DEFINITIONS?

SEc. 201. [21 U.S.C. 321] For the purposes of this Act—2

(a)(1) The term “State”, except as used in the last sentence of
section 702(a), means any State or Territory of the United States,
the District of Columbia, and the Commonwealth of Puerto Rico.

(2) The term “Territory” means any Territory or possession of
the United States, including the District of Columbia, and exclud-
ing the Commonwealth of Puerto Rico and the Canal Zone.

(b) The term “interstate commerce” means (1) commerce be-
tween any State or Territory and any place outside thereof, and (2)
commerce within the District of Columbia or within any other Ter-
ritory not organized with a legislative body.

(c) The term “Department” means the Department of Health
and Human Services.

(d) The term “Secretary” means the Secretary of Health and
Human Services.

1The following additional definitions applicable to this Act are provided for in other Acts:

Butter. The Act of March 4, 1923 (21 U.S.C. 321a), defines butter as “the food product usually
known as butter, and which is made exclusively from milk or cream, or both, with or without
common salt, and with or without additional coloring matter, and containing not less than 80
per centum by weight of milk fat, all tolerances having been allowed for.”

Package. The Act of July 24, 1919 (21 U.S.C. 321b), states “The word‘package’shall include
and shall be construed to include wrapped meats inclosed in papers or other materials as pre-
pared by the manufacturers thereof for sale.”

Nonfat Dry Milk, Milk. The Act of July 2, 1956 (21 U.S.C. 321c), defines nonfat dry milk as
“the product resulting from the removal of fat and water from milk, and contains the lactose,
milk proteins, and milk minerals in the same relative proportions as in the fresh milk from
which made. It contains not over 5 per centum by weight of moisture. The fat content is not
mf/er 1%per centum by weight unless otherwise indicated.”, and defines milk to mean sweet milk
of cows.

2 See footnote for section 403(h)(3) regarding the stylistic use of a list consisting of “(a)”, “(b)”,
ete.
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(e) The term “person” includes individual, partnership, corpora-
tion, and association.

(f) The term “food” means (1) articles used for food or drink for
man or other animals, (2) chewing gum, and (3) articles used for
components of any such article.

(g)(1) The term “drug” means (A) articles recognized in the offi-
cial United States Pharmacopeia, official Homeopathic Pharma-
copeia of the United States, or official National Formulary, or any
supplement to any of them; and (B) articles intended for use in the
diagnosis, cure, mitigation, treatment, or prevention of disease in
man or other animals; and (C) articles (other than food) intended
to affect the structure or any function of the body of man or other
animals; and (D) articles intended for use as a component of any
articles specified in clause (A), (B), or (C). A food or dietary supple-
ment for which a claim, subject to sections 403(r)(1)(B) and
403(r)(3) or sections 403(r)(1)(B) and 403(r)(5)(D), is made in ac-
cordance with the requirements of section 403(r) is not a drug sole-
ly because the label or the labeling contains such a claim. A food,
dietary ingredient, or dietary supplement for which a truthful and
not misleading statement is made in accordance with section
403(r)(6) is not a drug under clause (C) solely because the label or
the labeling contains such a statement.

(2) The term “counterfeit drug” means a drug which, or the
container or labeling of which, without authorization, bears the
trademark, trade name, or other identifying mark, imprint, or de-
vice, or any likeness thereof, of a drug manufacturer, processor,
packer, or distributor other than the person or persons who in fact
manufactured, processed, packed, or distributed such drug and
which thereby falsely purports or is represented to be the product
of, or to have been packed or distributed by, such other drug manu-
facturer, processor, packer, or distributor.

(h) The term “device” (except when used in paragraph (n) of
this section and in sections 301(i), 403(f), 502(c), and 602(c)) means
an instrument, apparatus, implement, machine, contrivance, im-
plant, in vitro reagent, or other similar or related article, including
any component, part, or accessory, which is—

(1) recognized in the official National Formulary, or the
United States Pharmacopeia, or any supplement to them,

(2) intended for use in the diagnosis of disease or other
conditions, or in the cure, mitigation, treatment, or prevention
of disease, in man or other animals, or

(3) intended to affect the structure or any function of the
body of man or other animals, and

which does not achieve its primary intended purposes through
chemical action within or on the body of man or other animals and
which is not dependent upon being metabolized for the achieve-
ment of its primary intended purposes. The term “device” does not
include software functions excluded pursuant to section 520(o).

(i) The term “cosmetic” means (1) articles intended to be
rubbed, poured, sprinkled, or sprayed on, introduced into, or other-
wise applied to the human body or any part thereof for cleansing,
beautifying, promoting attractiveness, or altering the appearance,
and (2) articles intended for use as a component of any such arti-
cles; except that such term shall not include soap.
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() The term “official compendium” means the official United
States Pharmacopeia, official Homeopathic Pharmacopeia of the
United States, official National Formulary, or any supplement to
any of them.

(k) The term “label” means a display of written, printed, or
graphic matter upon the immediate container of any article; and a
requirement made by or under authority of this Act that any word,
statement, or other information appear on the label shall not be
considered to be complied with unless such word, statement, or
other information also appears on the outside container or wrapper,
if any there be, of the retail package of such article, or is easily leg-
ible through the outside container or wrapper.

. (1) The term “immediate container” does not include package
iners.

(m) The term “labeling” means all labels and other written,
printed, or graphic matter (1) upon any article or any of its con-
tainers or wrappers, or (2) accompanying such article.

(n) If an article is alleged to be misbranded because the label-
ing or advertising is misleading, then in determining whether the
labeling or advertising is misleading there shall be taken into ac-
count (among other things) not only representations made or sug-
gested by statement, word, design, device, or any combination
thereof, but also the extent to which the labeling or advertising
fails to reveal facts material in the light of such representations or
material with respect to consequences which may result from the
use of the article to which the labeling or advertising relates under
the conditions of use prescribed in the labeling or advertising
thereof or under such conditions of use as are customary or usual.

(o) The representation of a drug, in its labeling, as an anti-
septic shall be considered to be a representation that it is a germi-
cide, except in the case of a drug purporting to be, or represented
as, an antiseptic for inhibitory use as a wet dressing, ointment,
dusting powder, or such other use as involves prolonged contact
with the body.

(p)3 The term “new drug” means—

(1) Any drug (except a new animal drug or an animal feed
bearing or containing a new animal drug) the composition of
which is such that such drug is not generally recognized,
among experts qualified by scientific training and experience to
evaluate the safety and effectiveness of drugs, as safe and ef-
fective for use under the conditions prescribed, recommended,
or suggested in the labeling thereof, except that such a drug
not so recognized shall not be deemed to be a “new drug” if at
any time prior to the enactment of this Act it was subject to
the Food and Drugs Act of June 30, 1906, as amended, and if
at such time its labeling contained the same representations
concerning the conditions of its use; or

(2) Any drug (except a new animal drug or an animal feed
bearing or containing a new animal drug) the composition of
which is such that such drug, as a result of investigations to
determine its safety and effectiveness for use under such condi-

3The amendments made to this Act by the Drug Amendments of 1962 included amendments
establishing the requirement that new drugs be effective. Section 107(c) of such Public Law con-
cerned the applicability of the amendments, and is included in the appendix to this compilation.
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tions, has become so recognized, but which has not, otherwise

than in such investigations, been used to a material extent or

for a material time under such conditions.

(q)(1)(A) Except as provided in clause (B), the term “pesticide
chemical” means any substance that is a pesticide within the
meaning of the Federal Insecticide, Fungicide, and Rodenticide Act,
including all active and inert ingredients of such pesticide. Not-
withstanding any other provision of law, the term “pesticide” with-
in such meaning includes ethylene oxide and propylene oxide when
such substances are applied on food.

(B) In the case of the use, with respect to food, of a substance
described in clause (A) to prevent, destroy, repel, or mitigate micro-
organisms (including bacteria, viruses, fungi, protozoa, algae, and
slime), the following applies for purposes of clause (A):

(i) The definition in such clause for the term “pesticide
chemical” does not include the substance if the substance is ap-
plied for such use on food, or the substance is included for such
use in water that comes into contact with the food, in the pre-
paring, packing, or holding of the food for commercial pur-
poses. The substance is not excluded under this subclause from
such definition if the substance is ethylene oxide or propylene
oxide, and is applied for such use on food. The substance is not
so excluded if the substance is applied for such use on a raw
agricultural commodity, or the substance is included for such
use in water that comes into contact with the commodity, as
follows:

(I) The substance is applied in the field.

(I) The substance is applied at a treatment facility
where raw agricultural commodities are the only food
treated, and the treatment is in a manner that does not
change the status of the food as a raw agricultural com-
modity (including treatment through washing, waxing, fu-
migating, and packing such commodities in such manner).

(IIT) The substance is applied during the transpor-
tation of such commodity between the field and such a
treatment facility.

(ii) The definition in such clause for the term “pesticide
chemical” does not include the substance if the substance is a
food contact substance as defined in section 409(h)(6), and any
of the following circumstances exist: The substance is included
for such use in an object that has a food contact surface but
is not intended to have an ongoing effect on any portion of the
object; the substance is included for such use in an object that
has a food contact surface and is intended to have an ongoing
effect on a portion of the object but not on the food contact sur-
face; or the substance is included for such use in or is applied
for such use on food packaging (without regard to whether the
substance is intended to have an ongoing effect on any portion
of the packaging). The food contact substance is not excluded
under this subclause from such definition if any of the fol-
lowing circumstances exist: The substance is applied for such
use on a semipermanent or permanent food contact surface
(other than being applied on food packaging); or the substance
is included for such use in an object that has a semipermanent
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or permanent food contact surface (other than being included

in food packaging) and the substance is intended to have an

ongoing effect on the food contact surface.
With respect to the definition of the term “pesticide” that is appli-
cable to the Federal Insecticide, Fungicide, and Rodenticide Act,
this clause does not exclude any substance from such definition.

(2) The term “pesticide chemical residue” means a residue in
or on raw agricultural commodity or processed food of—

(A) a pesticide chemical; or

(B) any other added substance that is present on or in the
commodity or food primarily as a result of the metabolism or
other degradation of a pesticide chemical.

(3) Notwithstanding subparagraphs (1) and (2), the Adminis-
trator may by regulation except a substance from the definition of
“pesticide chemical” or “pesticide chemical residue” if—

(A) its occurrence as a residue on or in a raw agricultural
commodity or processed food is attributable primarily to nat-
ural causes or to human activities not involving the use of any
substances for a pesticidal purpose in the production, storage,
processing, or transportation of any raw agricultural com-
modity or processed food; and

(B) the Administrator, after consultation with the Sec-
retary, determines that the substance more appropriately
should be regulated under one or more provisions of this Act
other than sections 402(a)(2)(B) and 408.

(r) The term “raw agricultural commodity” means any food in
its raw or natural state, including all fruits that are washed, col-
ored, or otherwise treated in their unpeeled natural form prior to
marketing.

(s) The term “food additive” means any substance the intended
use of which results or may reasonably be expected to result, di-
rectly or indirectly, in its becoming a component or otherwise af-
fecting the characteristics of any food (including any substance in-
tended for use in producing, manufacturing, packing, processing,
preparing, treating, packaging, transporting, or holding food; and
including any source of radiation intended for any such use), if
such substance is not generally recognized, among experts qualified
by scientific training and experience to evaluate its safety, as hav-
ing been adequately shown through scientific procedures (or, in the
case of a substance used in food prior to January 1, 1958, through
either scientific procedures or experience based on common use in
food) to be safe under the conditions of its intended use; except that
such term does not include—

(1) a pesticide chemical residue in or on a raw agricultural
commodity or processed food; or

(2) a pesticide chemical; or

(3) a color additive; or

(4) any substance used in accordance with a sanction or
approval granted prior to the enactment of this paragraph+4
pursuant to this Act, the Poultry Products Inspection Act (21
U.S.C. 451 and the following) or the Meat Inspection Act of

4 Paragraph (s) was added by Public Law 85-929, which was enacted September 6, 1958.
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March 4, 1907 (34 Stat. 1260), as amended and extended (21

U.S.C. 71 and the following);

(5) a new animal drug; or

(6) an ingredient described in paragraph (ff) in, or in-
tended for use in, a dietary supplement.

(t)(1) The term “color additive” means a material which—

(A) is a dye, pigment, or other substance made by a proc-
ess of synthesis or similar artifice, or extracted, isolated, or
otherwise derived, with or without intermediate or final
change of identity, from a vegetable, animal, mineral, or other
source, and

(B) when added or applied to a food, drug, or cosmetic, or
to the human body or any part thereof, is capable (alone or
through reaction with other substance) of imparting color
thereto;

except that such term does not include any material which the Sec-
retary, by regulation, determines is used (or intended to be used)
solely for a purpose or purposes other than coloring.

(2) The term “color” includes black, white, and intermediate
grays.

(3) Nothing in subparagraph (1) of this paragraph shall be con-
strued to apply to any pesticide chemical, soil or plant nutrient, or
other agricultural chemical solely because of its effect in aiding, re-
tarding, or otherwise affecting, directly or indirectly, the growth or
other natural physiological processes of produce of the soil and
thereby affecting its color, whether before or after harvest.

(u) The term “safe,” as used in paragraph (s) of this section
and in sections 409, 512, 571, and 721, has reference to the health
of man or animal.

(v) The term “new animal drug” means any drug intended for
use for animals other than man, including any drug intended for
use in animal feed but not including such animal feed—

(1) the composition of which is such that such drug is not
generally recognized, among experts qualified by scientific
training and experience to evaluate the safety and effective-
ness of animal drugs, as safe and effective for use under the
conditions prescribed, recommended, or suggested in the label-
ing thereof; except that such a drug not so recognized shall not
be deemed to be a “new animal drug” if at any time prior to
June 25, 1938, it was subject to the Food and Drug Act of June
30, 1906, as amended, and if at such time its labeling con-
tained the same representations concerning the conditions of
its use; or

(2) the composition of which is such that such drug, as a
result of investigations to determine its safety and effective-
ness for use under such conditions, has become so recognized
but which has not, otherwise than in such investigations, been
used to a material extent or for a material time under such
conditions.

Provided that5 any drug intended for minor use or use in a minor
species that is not the subject of a final regulation published by the

The proviso appears so as to reflect the probable intent of the Congress. See sectlon
102(b)(5)(B) of Public Law 108-282, which in amending section 201(v) above referred to “para-
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Secretary through notice and comment rulemaking finding that the
criteria of paragraphs (1) and (2) have not been met (or that the
exception to the criterion in paragraph (1) has been met) is a new
animal drug.

(w) The term “animal feed”, as used in paragraph (w)® of this
section, in section 512, and in provisions of this Act referring to
such paragraph or section, means an article which is intended for
use for food for animals other than man and which is intended for
use as a substantial source of nutrients in the diet of the animal,
and is not limited to a mixture intended to be the sole ration of
the animal.

(x) The term “informal hearing” means a hearing which is not
subject to section 554, 556, or 557 of title 5 of the United States
Code and which provides for the following:

(1) The presiding officer in the hearing shall be designated
by the Secretary from officers and employees of the Depart-
ment who have not participated in any action of the Secretary
which is the subject of the hearing and who are not directly re-
sponsible to an officer or employee of the Department who has
participated in any such action.

(2) Each party to the hearing shall have the right at all
times to be advised and accompanied by an attorney.

(3) Before the hearing, each party to the hearing shall be
given reasonable notice of the matters to be considered at the
hearing, including a comprehensive statement of the basis for
the action taken or proposed by the Secretary which is the sub-
ject of the hearing and a general summary of the information
which will be presented by the Secretary at the hearing in sup-
port of such action.

(4) At the hearing the parties to the hearing shall have the
right to hear a full and complete statement of the action of the
Secretary which is the subject of the hearing together with the
information and reasons supporting such action, to conduct
reasonable questioning, and to present any oral or written in-
formation relevant to such action.

(5) The presiding officer in such hearing shall prepare a
written report of the hearing to which shall be attached all
written material presented at the hearing. The participants in
the hearing shall be given the opportunity to review and cor-
rect or supplement the presiding officer’s report of the hearing.

(6) The Secretary may require the hearing to be tran-
scribed. A party to the hearing shall have the right to have the
hearing transcribed at his expense. Any transcription of a
hearing shall be included in the presiding officer’s report of the
hearing.

graph (2)” of the section. The reference probably should have been to “subparagraph (2)”. (See
footnote for section 403(h)(3) regarding the stylistic use of a list consisting of “(a)”, “(b)”, etc.)

With respect to the placement of the proviso, section 102(b)(5)(B) of such Public Law provided
for placement “after” paragraph (2) (not at the end of paragraph (2)), yet did not indicate sepa-
rate indentation. The proviso has been placed after and below subparagraph (2), with separate
indentation, to indicate the probable intent of the Congress, although such placement of matter
that is not a complete sentence calls for striking the period at the end of subparagraph (2) and
inserting a semicolon, which section 102(b)(5)(B) of such Public Law did not do. (Compare with
matter after and below section 201(t)(1)(B), for example.)

6So in law. Probably should be paragraph “(v)”.
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(y) The term “saccharin” includes calcium saccharin, sodium
saccharin, and ammonium saccharin.

(z) The term “infant formula” means a food which purports to
be or is represented for special dietary use solely as a food for in-
fants by reason of its simulation of human milk or its suitability
as a complete or partial substitute for human milk.

(aa) The term “abbreviated drug application” means an appli-
cation submitted under section 505(j) for the approval of a drug
that relies on the approved application of another drug with the
same active ingredient to establish safety and efficacy, and—

(1) in the case of section 306, includes a supplement to
such an application for a different or additional use of the drug
but does not include a supplement to such an application for
other than a different or additional use of the drug, and

(2) in the case of sections 307 and 308, includes any sup-
plement to such an application.

(bb) The term “knowingly” or “knew’
with respect to information—

(1) has actual knowledge of the information, or

(2) acts in deliberate ignorance or reckless disregard of the
truth or falsity of the information.

(cc) For purposes of section 306, the term “high managerial
agent”—

(1) means—

(A) an officer or director of a corporation or an associa-
tion,

(B) a partner of a partnership, or

(C) any employee or other agent of a corporation, asso-
ciation, or partnership,

having duties such that the conduct of such officer, director,

partner, employee, or agent may fairly be assumed to represent

the policy of the corporation, association, or partnership, and

. (2) includes persons having management responsibility

or—

)

means that a person,

(A) submissions to the Food and Drug Administration
regarding the development or approval of any drug prod-
uct,

(B) production, quality assurance, or quality control of
any drug product, or

(C) research and development of any drug product.

(dd) For purposes of sections 306 and 307, the term “drug prod-
uct” means a drug subject to regulation under section 505, 512, or
202 of this Act or under section 351 of the Public Health Service

ct.

(ee) The term “Commissioner” means the Commissioner of
Food and Drugs.

(ff) The term “dietary supplement”—

(1) means a product (other than tobacco) intended to sup-
plement the diet that bears or contains one or more of the fol-
lowing dietary ingredients:

(A) a vitamin;

(B) a mineral;

(C) an herb or other botanical;

(D) an amino acid;
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(E) a dietary substance for use by man to supplement
the diet by increasing the total dietary intake; or
(F) a concentrate, metabolite, constituent, extract, or
combination of any ingredient described in clause (A), (B),
(C), (D), or (E);
(2) means a product that—
(A)(d) is intended for ingestion in a form described in
section 411(c)(1)(B)(1); or
(i1) complies with section 411(c)(1)(B)(ii);
(B) is not represented for use as a conventional food
or as a sole item of a meal or the diet; and
(C) is labeled as a dietary supplement; and
(3) does—
(A) include an article that is approved as a new drug
under section 505 or licensed as a biologic under section
351 of the Public Health Service Act (42 U.S.C. 262) and
was, prior to such approval, certification, or license, mar-
keted as a dietary supplement or as a food unless the Sec-
retary has issued a regulation, after notice and comment,
finding that the article, when used as or in a dietary sup-
plement under the conditions of use and dosages set forth
in the labeling for such dietary supplement, is unlawful
under section 402(f); and
(B) not include—
(i) an article that is approved as a new drug under
section 505, certified as an antibiotic under section
5077, or licensed as a biologic under section 351 of the
Public Health Service Act (42 U.S.C. 262), or
(i1) an article authorized for investigation as a
new drug, antibiotic, or biological for which substan-
tial clinical investigations have been instituted and for
which the existence of such investigations has been
made public,
which was not before such approval, certification, licensing, or
authorization marketed as a dietary supplement or as a food
unless the Secretary, in the Secretary’s discretion, has issued
a regulation, after notice and comment, finding that the article
would be lawful under this Act.
Except for purposes of sections 201(g) and 417, a dietary supple-
ment shall be deemed to be a food within the meaning of this Act.
(gg) The term “processed food” means any food other than a
raw agricultural commodity and includes any raw agricultural com-
modity that has been subject to processing, such as canning, cook-
ing, freezing, dehydration, or milling.
(hh) The term “Administrator” means the Administrator of the
United States Environmental Protection Agency.
4 (ii)) The term “compounded positron emission tomography
rug”_
(1) means a drug that—
(A) exhibits spontaneous disintegration of unstable
nuclei by the emission of positrons and is used for the pur-

7So in law. Section 507 was repealed by section 125(b)(1) of Public Law 105-115 (111 Stat.
2325).
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pose of providing dual photon positron emission tomo-
graphic diagnostic images; and
(B) has been compounded by or on the order of a prac-
titioner who is licensed by a State to compound or order
compounding for a drug described in subparagraph (A),
and is compounded in accordance with that State’s law, for
a patient or for research, teaching, or quality control; and
(2) includes any nonradioactive reagent, reagent kit, ingre-
dient, nuclide generator, accelerator, target material, electronic
synthesizer, or other apparatus or computer program to be
used in the preparation of such a drug.

(Gj) The term “antibiotic drug” means any drug (except drugs
for use in animals other than humans) composed wholly or partly
of any kind of penicillin, streptomycin, chlortetracycline, chlor-
amphenicol, bacitracin, or any other drug intended for human use
containing any quantity of any chemical substance which is pro-
duced by a micro-organism and which has the capacity to inhibit
or destroy micro-organisms in dilute solution (including a chemi-
cally synthesized equivalent of any such substance) or any deriva-
tive thereof.

(kk)8 PRIORITY SUPPLEMENT.—The term “priority supple-
ment” means a drug application referred to in section 101(4) of

the Food and Drug Administration Modernization Act of 1997

(111 Stat. 2298).

(ID)(1) The term “single-use device” means a device that is in-
tended for one use, or on a single patient during a single procedure.

(2)(A) The term “reprocessed”, with respect to a single-use de-
vice, means an original device that has previously been used on a
patient and has been subjected to additional processing and manu-
facturing for the purpose of an additional single use on a patient.
The subsequent processing and manufacture of a reprocessed sin-
gle-use device shall result in a device that is reprocessed within the
meaning of this definition.

(B) A single-use device that meets the definition under clause
(A) shall be considered a reprocessed device without regard to any
description of the device used by the manufacturer of the device or
other persons, including a description that uses the term “recycled”
rather than the term “reprocessed”.

1 (8) The term “original device” means a new, unused single-use
evice.

(mm)(1) The term “critical reprocessed single-use device”
means a reprocessed single-use device that is intended to contact
normally sterile tissue or body spaces during use.

(2) The term “semi-critical reprocessed single-use device”
means a reprocessed single-use device that is intended to contact
intact mucous membranes and not penetrate normally sterile areas
of the body.

(nn) The term “major species” means cattle, horses, swine,
chickens, turkeys, dogs, and cats, except that the Secretary may
add species to this definition by regulation.

(00) The term “minor species” means animals other than hu-
mans that are not major species.

8Indentation is so in law. See section 5(b)(1) of Public Law 107-109 (115 Stat. 1413).
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(pp) The term “minor use” means the intended use of a drug
in a major species for an indication that occurs infrequently and in
only a small number of animals or in limited geographical areas
and in only a small number of animals annually.

(qq) The term “major food allergen” means any of the following:

(1) Milk, egg, fish (e.g., bass, flounder, or cod), Crustacean
shellfish (e.g., crab, lobster, or shrimp), tree nuts (e.g., al-
monds, pecans, or walnuts), wheat, peanuts, and soybeans.

(2) A food ingredient that contains protein derived from a
food specified in paragraph? (1), except the following:

(A) Any highly refined oil derived from a food specified
in paragraph? (1) and any ingredient derived from such
highly refined oil.

(B) A food ingredient that is exempt under paragraph ®
(6) or (7) of section 403(w).

(rr)(1) The term “tobacco product” means any product made or
derived from tobacco that is intended for human consumption, in-
cluding any component, part, or accessory of a tobacco product (ex-
cept for raw materials other than tobacco used in manufacturing
a component, part, or accessory of a tobacco product).

(2) The term “tobacco product” does not mean an article that
is a drug under subsection (g)(1), a device under subsection (h), or
a combination product described in section 503(g).

(3) The products described in paragraph (2) shall be subject to
chapter V of this Act.

(4) A tobacco product shall not be marketed in combination
with any other article or product regulated under this Act (includ-
ing a drug, biologic, food, cosmetic, medical device, or a dietary sup-
plement).

CHAPTER III—PROHIBITED ACTS AND PENALTIES

PROHIBITED ACTS

SEc. 301. [21 U.S.C. 3311 The following acts and the causing
thereof are hereby prohibited: 10

(a) The introduction or delivery for introduction into interstate
commerce of any food, drug, device, tobacco product, or cosmetic
that is adulterated or misbranded.

(b) The adulteration or misbranding of any food, drug, device,
tobacco product, or cosmetic in interstate commerce.

(c) The receipt in interstate commerce of any food, drug, device,
tobacco product, or cosmetic that is adulterated or misbranded, and
the delivery or proffered delivery thereof for pay or otherwise.

(d) The introduction or delivery for introduction into interstate
commerce of any article in violation of section 404, 415, 505, or
564.

(e) The refusal to permit access to or copying of any record as
required by section 412, 414, 417(j), 416, 504, 564, 703, 704(a), 760,
or 761; or the failure to establish or maintain any record, or make
any report, required under section 412, 414(b), 417, 416, 504, 505

980 in law. See section 203(c)(1) of Public Law 108-282. Probably should be “subparagraph”.
See footnote for section 403(h)(3).

10 See footnote for section 403(h)(3) regarding the stylistic use of a list consisting of “(a)”, “(b)”,
etc..
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(i) or (k), 512(a)(4)(C), 512 (G), (D) or (m), 572(), 515(f), 519, 564,
760, 761, 909, or 920 or the refusal to permit access to or
verification or copying of any such required record; or the violation
of any recordkeeping requirement under section 204 of the FDA
Food Safety Modernization Act (except when such violation is com-
mitted by a farm).

(f) The refusal to permit entry or inspection as authorized by
section 704.

(g) The manufacture within any Territory of any food, drug, de-
vice, tobacco product, or cosmetic that is adulterated or mis-
branded.

(h) The giving of a guaranty or undertaking referred to in sec-
tion 303(c)(2), which guaranty or undertaking is false, except by a
person who relied upon a guaranty or undertaking to the same ef-
fect signed by, and containing the name and address of, the person
residing in the United States from whom he received in good faith
the food, drug, device, tobacco product, or cosmetic; or the giving
of a guaranty or undertaking referred to in section 303(c)(3), which
guaranty or undertaking is false.

(1)(1) Forging, counterfeiting, simulating, or falsely rep-
resenting, or without proper authority using any mark, stamp, tag,
label, or other identification device authorized or required by regu-
lations promulgated under the provisions of section 404 or 721.

(2) Making, selling, disposing of, or keeping in possession, con-
trol, or custody, or concealing any punch, die, plate, stone, or other
thing designed to print, imprint, or reproduce the trademark, trade
name, or other identifying mark, imprint, or device of another or
any likeness of any of the foregoing upon any drug or container or
labeling thereof so as to render such drugs a counterfeit drug.

(3) The doing of any act which causes a drug to be a counter-
feit drug, or the sale or dispensing, or the holding for sale or dis-
pensing, of a counterfeit drug.

() The using by any person to his own advantage, or revealing,
other than to the Secretary or officers or employees of the Depart-
ment, or to the courts when relevant in any judicial proceeding
under this Act, any information acquired under authority of section
404, 409, 412, 414, 505, 510, 512, 513, 514, 515, 516, 518, 519, 520,
571, 572, 573, 704, 708, 721, 904, 905, 906, 907, 908, 909, or 920(b)
concerning any method or process which as a trade secret is enti-
tled to protection; or the violating of section 408(i)(2) or any regula-
tion issued under that section..1! This paragraph does not author-
ize the withholding of information from either House of Congress
or from, to the extent of matter within its jurisdiction, any com-
mittee or subcommittee of such committee or any joint committee
of Congress or any subcommittee of such joint committee.

(k) The alteration, mutilation, destruction, obliteration, or re-
moval of the whole or any part of the labeling of, or the doing of
any other act with respect to, a food, drug, device, tobacco product,
or cosmetic, if such act is done while such article is held for sale
(whether or not the first sale) after shipment in interstate com-
merce and results in such article being adulterated or misbranded.

11S0 in law. See the amendment made by section 403 of Public Law 104-170 (110 Stat. 1514).
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(m)12 The sale or offering for sale of colored oleomargarine or
colored margarine, or the possession or serving of colored oleo-
margarine or colored margarine in violation of section 407(b) or
407(c).

(n) The using, in labeling, advertising or other sales promotion
of any reference to any report or analysis furnished in compliance
with section 704.

(o) In the case of a prescription drug distributed or offered for
sale in interstate commerce, the failure of the manufacturer, pack-
er, or distributor thereof to maintain for transmittal, or to trans-
mit, to any practitioner licensed by applicable State law to admin-
ister such drug who makes written request for information as to
such drug, true and correct copies of all printed matter which is re-
quired to be included in any package in which that drug is distrib-
uted or sold, or such other printed matter as is approved by the
Secretary. Nothing in this paragraph shall be construed to exempt
any person from any labeling requirement imposed by or under
other provisions of this Act.

(p) The failure to register in accordance with section 510 or
905, the failure to provide any information required by section
510(), 510(k), 905(i), or 905(j), or the failure to provide a notice re-
quired by section 510(G)(2) or 905(i)(3).

(@)(1) The failure or refusal—

(A) to comply with any requirement prescribed under sec-
tion 518, 520(g), 903(b), 907, 908, or 915;

(B) to furnish any notification or other material or infor-
mation required by or under section 519, 520(g), 904, 909, or
920; or

(C) to comply with a requirement under section 522 or 913.
(2) With respect to any device or tobacco product, the submis-

sion of any report that is required by or under this Act that is false
or misleading in any material respect.

(r) The movement of a device, drug, or tobacco product in viola-
tion of an order under section 304(g) or the removal or alteration
of any mark or label required by the order to identify the device,
drug, or tobacco product as detained.

(s) The failure to provide the notice required by section 412(c)
or 412(e), the failure to make the reports required by section
412(f)(1)(B), the failure to retain the records required by section
412(b)(4), or the failure to meet the requirements prescribed under
section 412(f)(3).

(t) The importation of a drug in violation of section 801(d)(1),
the sale, purchase, or trade of a drug or drug sample or the offer
to sell, purchase, or trade a drug or drug sample in violation of sec-
tion 503(c), the sale, purchase, or trade of a coupon, the offer to
sell, purchase, or trade such a coupon, or the counterfeiting of such
a coupon in violation of section 503(c)(2), the distribution of a drug
sample in violation of section 503(d) or the failure to otherwise
comply with the requirements of section 503(d), the distribution of
drugs in violation of section 503(e), failure to comply with the re-
quirements under section 582, the failure to comply with the re-

12 Paragraph (1) was struck by section 421 of Public Law 105-115 (111 Stat. 2380).
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quirements under section 584, as applicable, or the failure to other-
wise comply with the requirements of section 503(e).

(u) The failure to comply with any requirements of the provi-
sions of, or any regulations or orders of the Secretary, under sec-
tion 512(a)(4)(A), 512(a)(4)(D), or 512(a)(5).

(v) The introduction or delivery for introduction into interstate
commerce of a dietary supplement that is unsafe under section 413.

(w) The making of a knowingly false statement in any state-
ment, certificate of analysis, record, or report required or requested
under section 801(d)(3); the failure to submit a certificate of anal-
ysis as required under such section; the failure to maintain records
or to submit records or reports as required by such section; the re-
lease into interstate commerce of any article or portion thereof im-
ported into the United States under such section or any finished
product made from such article or portion, except for export in ac-
cordance with section 801(e) or 802, or with section 351(h) of the
Public Health Service Act; or the failure to so export or to destroy
such an article or portions thereof, or such a finished product.

(x) The falsification of a declaration of conformity submitted
under section 514(c) or the failure or refusal to provide data or in-
formation requested by the Secretary under paragraph (3) of such
section.

(y) In the case of a drug, device, or food—

(1) the submission of a report or recommendation by a per-
son accredited under section 523 that is false or misleading in
any material respect;

(2) the disclosure by a person accredited under section 523
of confidential commercial information or any trade secret
without the express written consent of the person who sub-
mitted such information or secret to such person; or

(3) the receipt by a person accredited under section 523 of
a bribe in any form or the doing of any corrupt act by such per-
son associated with a responsibility delegated to such person
under this Act.

(z)13 The dissemination of information in violation of section
551.

(aa) The importation of a prescription drug in violation of sec-
tion 804, the falsification of any record required to be maintained
or provided to the Secretary under such section, or any other viola-
tion of regulations under such section.

(bb) The transfer of an article of food in violation of an order
under section 304(h), or the removal or alteration of any mark or
label required by the order to identify the article as detained.

(cc) The importing or offering for import into the United States
of an article of food by, with the assistance of, or at the direction
of, a person debarred under section 306(b)(3).

(dd) The failure to register in accordance with section 415.

13 Paragraph (z) was added by subsection (b) of section 401(b) of Public Law 105-115 (111
Stat. 2364). Subsection (e) of such section provides as follows:

(e) SUNSET.—The amendments made by this section cease to be effective September 30, 2006,
or 7 years after the date on which the Secretary promulgates the regulations described in sub-
section (c), whichever is later.

August 6, 2018 As Amended Through P.L. 115-176, Enacted May 30, 2018



G:\COMP\FDA\FEDERAL FOOD, DRUG, AND COSMETIC ACT.XML

15 FEDERAL FOOD, DRUG, AND COSMETIC ACT Sec. 301

(ee) The importing or offering for import into the United States
of an article of food in violation of the requirements under section
801(m).

(ff) The importing or offering for import into the United States
of a drug or device with respect to which there is a failure to com-
ply with a request of the Secretary to submit to the Secretary a
statement under section 801(o).

(gg) The knowing failure to comply with paragraph (7)(E) of
section 704(g); the knowing inclusion by a person accredited under
paragraph (2) of such section of false information in an inspection
report under paragraph (7)(A) of such section; or the knowing fail-
ure of such a person to include material facts in such a report.

(hh) The failure by a shipper, carrier by motor vehicle or rail
vehicle, receiver, or any other person engaged in the transportation
of food to comply with the sanitary transportation practices pre-
scribed by the Secretary under section 416.

(i1) 14 The falsification of a report of a serious adverse event
submitted to a responsible person (as defined under section 760 or
761) or the falsification of a serious adverse event report (as de-
fined under section 760 or 761) submitted to the Secretary.

(3))(1) The failure to submit the certification required by section
4023G)(5)(B) of the Public Health Service Act, or knowingly submit-
ting a false certification under such section.

(2) The failure to submit clinical trial information required
under subsection (j) of section 402 of the Public Health Service Act.

(3) The submission of clinical trial information under sub-
section (j) of section 402 of the Public Health Service Act that is
false or misleading in any particular under paragraph (5)(D) of
such subsection (j).

(kk) 15 The dissemination of a television advertisement without
complying with section 503B.

(1I) The introduction or delivery for introduction into interstate
commerce of any food to which has been added a drug approved
under section 505, a biological product licensed under section 351
of the Public Health Service Act, or a drug or a biological product
for which substantial clinical investigations have been instituted
and for which the existence of such investigations has been made
public, unless—

(1) such drug or such biological product was marketed in
food before any approval of the drug under section 505, before
licensure of the biological product under such section 351, and
before any substantial clinical investigations involving the
drug or the biological product have been instituted,;

(2) the Secretary, in the Secretary’s discretion, has issued
a regulation, after notice and comment, approving the use of
such drug or such biological product in the food;

(3) the use of the drug or the biological product in the food
is to enhance the safety of the food to which the drug or the

14 Subsection (ii) was added by section 4(a) of Public Law 109-462 (enacted December 22,
2006; 120 Stat. 3475). Subsection (b) provides that “[t]lhe amendment made by this section shall
take effect 1 year after the date of enactment of this Act”.

15 Subsection (kk) was added by section 901(d)(1) of Public Law 110-85 (enacted September
27, 2007; 121 Stat. 939). Section 909(a) provides that “[t]his subtitle takes effect 180 days after
the date of the enactment of this Act”.
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biological product is added or applied and not to have inde-

pendent biological or therapeutic effects on humans, and the

use is in conformity with—

(A) a regulation issued under section 409 prescribing
conditions of safe use in food,;

(B) a regulation listing or affirming conditions under
which the use of the drug or the biological product in food
is generally recognized as safe;

(C) the conditions of use identified in a notification to
the Secretary of a claim of exemption from the premarket
approval requirements for food additives based on the noti-
fier’s determination that the use of the drug or the biologi-
cal product in food is generally recognized as safe, pro-
vided that the Secretary has not questioned the general
recognition of safety determination in a letter to the noti-
fier;

(D) a food contact substance notification that is effec-
tive under section 409(h); or

(E) such drug or biological product had been marketed
for smoking cessation prior to the date of the enactment of
the Food and Drug Administration Amendments Act of
2007; or
(4) the drug is a new animal drug whose use is not unsafe

under section 512.

(mm) The failure to submit a report or provide a notification
required under section 417(d).

(nn) The falsification of a report or notification required under
section 417(d).

(00) The sale of tobacco products in violation of a no-tobacco-
sale order issued under section 303(f).

(pp) The introduction or delivery for introduction into inter-
state commerce of a tobacco product in violation of section 911.

(qq)(1) Forging, counterfeiting, simulating, or falsely rep-
resenting, or without proper authority using any mark, stamp (in-
cluding tax stamp), tag, label, or other identification device upon
any tobacco product or container or labeling thereof so as to render
such tobacco product a counterfeit tobacco product.

(2) Making, selling, disposing of, or keeping in possession, con-
trol, or custody, or concealing any punch, die, plate, stone, or other
item that is designed to print, imprint, or reproduce the trademark,
trade name, or other identifying mark, imprint, or device of an-
other or any likeness of any of the foregoing upon any tobacco prod-
uct or container or labeling thereof so as to render such tobacco
product a counterfeit tobacco product.

(8) The doing of any act that causes a tobacco product to be a
counterfeit tobacco product, or the sale or dispensing, or the hold-
ing for sale or dispensing, of a counterfeit tobacco product.

(rr) The charitable distribution of tobacco products.

(ss) The failure of a manufacturer or distributor to notify the
Attorney General and the Secretary of the Treasury of their knowl-
edge of tobacco products used in illicit trade.

(tt) Making any express or implied statement or representation
directed to consumers with respect to a tobacco product, in a label
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or labeling or through the media or advertising, that either con-
veys, or misleads or would mislead consumers into believing, that—
(1) the product is approved by the Food and Drug Adminis-
tration;
(2) the Food and Drug Administration deems the product
to be safe for use by consumers;
(3) the product is endorsed by the Food and Drug Adminis-
tration for use by consumers; or
(4) the product is safe or less harmful by virtue of—
(A) its regulation or inspection by the Food and Drug
Administration; or
(B) its compliance with regulatory requirements set by
the Food and Drug Administration;
including any such statement or representation rendering the
product misbranded under section 903.

(uu) The operation of a facility that manufactures, processes,
packs, or holds food for sale in the United States if the owner, oper-
ator, or agent in charge of such facility is not in compliance with
section 418.

(vv) The failure to comply with the requirements under section
419.

(ww) The failure to comply with section 420.

(xx) The refusal or failure to follow an order under section 423.

(yy) The knowing and willful failure to comply with the notifi-
cation requirement under section 417(h).

(zz) The importation or offering for importation of a food if the
importer (as defined in section 805) does not have in place a foreign
supplier verification program in compliance with such section 805.

(aaa) The failure to register in accordance with section 801(s).

(bbb) The failure to notify the Secretary in violation of section
568.

(cce)(1) The resale of a compounded drug that is labeled “not
for resale” in accordance with section 503B.

(2) With respect to a drug to be compounded pursuant to sec-
tion 503A or 503B, the intentional falsification of a prescription, as
applicable.

(3) The failure to report drugs or adverse events by an entity
that is registered in accordance with subsection (b) of section 503B.

(ddd)(1) The manufacture or the introduction or delivery for in-
troduction into interstate commerce of a rinse-off cosmetic that con-
tains intentionally-added plastic microbeads.

(2) In this paragraph—

(A) the term “plastic microbead” means any solid plastic
particle that is less than five millimeters in size and is in-
tended to be used to exfoliate or cleanse the human body or
any part thereof; and

(B) the term “rinse-off cosmetic” includes toothpaste.

INJUNCTION PROCEEDINGS

SEc. 302. [21 U.S.C. 332] (a) The district courts of the United
States and the United States courts of the Territories shall have
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jurisdiction, for cause shown 16 to restrain violations of section 301,
except paragraphs (h), (i), and ().

(b) In case of violation of an injunction or restraining order
issued under this section, which also constitutes a violation of this
Act, trial shall be by the court, or, upon demand of the accused, by
a jury.

PENALTIES

SEc. 303. [21 U.S.C. 333] (a)(1) Any person who violates a pro-
vision of section 301 shall be imprisoned for not more than one
year or fined not more than $1,000, or both.

(2) Notwithstanding the provisions of paragraph (1) of this sec-
tion, if any person commits such a violation after a conviction of
him under this section has become final, or commits such a viola-
tion with the intent to defraud or mislead, such person shall be im-

risoned for not more than three years or fined not more than
10,000 or both.

(b)(1) Notwithstanding subsection (a), any person who violates
section 301(t) by—

(A) knowingly importing a drug in violation of section
801(d)(1),

(B) knowingly selling, purchasing, or trading a drug or
drug sample or knowingly offering to sell, purchase, or trade
a drug or drug sample, in violation of section 503(c)(1),

(C) knowingly selling, purchasing, or trading a coupon,
knowingly offering to sell, purchase, or trade such a coupon, or
knowingly counterfeiting such a coupon, in violation of section
503(c)(2), or

(D) knowingly distributing drugs in violation of section
503(e)(1),

shall be 1mprlsoned for not more than 10 years or fined not more
than $250,000, or both.

(2) Any manufacturer or distributor who distributes drug sam-
ples by means other than the mail or common carrier whose rep-
resentative, during the course of the representative’s employment
or association with that manufacturer or distributor, violated sec-
tion 301(t) because of a violation of section 503(c)(1) or violated any
State law prohibiting the sale, purchase, or trade of a drug sample
subject to section 503(b) or the offer to sell, purchase, or trade such
a drug sample shall, upon conviction of the representative for such
violation, be subject to the following civil penalties:

(A) A civil penalty of not more than $50,000 for each of the
first two such violations resulting in a conviction of any rep-
resen(’jclatlve of the manufacturer or distributor in any 10-year
perio

(B) A civil penalty of not more than $1,000,000 for each
violation resulting in a conviction of any representatlve after
the second conviction in any 10-year period.

For the purposes of this paragraph, multiple convictions of one or
more persons arising out of the same event or transaction, or a re-
lated series of events or transactions, shall be considered as one
violation.

16 So in law. Probably should be followed by a comma.
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(8) Any manufacturer or distributor who violates section 301(t)
because of a failure to make a report required by section
503(d)(3)(E) shall be subject to a civil penalty of not more than
$100,000.

(4)(A) If a manufacturer or distributor or any representative of
such manufacturer or distributor provides information leading to
the institution of a criminal proceeding against, and conviction of,
any representative of that manufacturer or distributor for a viola-
tion of section 301(t) because of a sale, purchase, or trade or offer
to purchase, sell, or trade a drug sample in violation of section
503(c)(1) or for a violation of State law prohibiting the sale, pur-
chase, or trade or offer to sell, purchase, or trade a drug sample,
the conviction of such representative shall not be considered as a
violation for purposes of paragraph (2).

(B) If, in an action brought under paragraph (2) against a man-
ufacturer or distributor relating to the conviction of a representa-
tive of such manufacturer or distributor for the sale, purchase, or
trade of a drug or the offer to sell, purchase, or trade a drug, it
is shown, by clear and convincing evidence—

(i) that the manufacturer or distributor conducted, before
the institution of a criminal proceeding against such represent-
ative for the violation which resulted in such conviction, an in-
vestigation of events or transactions which would have led to
the reporting of information leading to the institution of a
criminal proceeding against, and conviction of, such represent-
ative for such purchase, sale, or trade or offer to purchase, sell,
or trade, or

(i1) that, except in the case of the conviction of a represent-
ative employed in a supervisory function, despite diligent im-
plementation by the manufacturer or distributor of an inde-
pendent audit and security system designed to detect such a
violation, the manufacturer or distributor could not reasonably
have been expected to have detected such violation,

the conviction of such representative shall not be considered as a
conviction for purposes of paragraph (2).

(5) If a person provides information leading to the institution
of a criminal proceeding against, and conviction of, a person for a
violation of section 301(t) because of the sale, purchase, or trade of
a drug sample or the offer to sell, purchase, or trade a drug sample
in violation of section 503(c)(1), such person shall be entitled to
one-half of the criminal fine imposed and collected for such viola-
tion but not more than $125,000.

(6) Notwithstanding subsection (a), any person who is a manu-
facturer or importer of a prescription drug under section 804(b) and
knowingly fails to comply with a requirement of section 804(e) that
is applicable to such manufacturer or importer, respectively, shall
be imprisoned for not more than 10 years or fined not more than
$250,000, or both.

(7) Notwithstanding subsection (a)(2), any person that know-
ingly and intentionally adulterates a drug such that the drug is
adulterated under subsection (a)(1), (b), (¢), or (d) of section 501
and has a reasonable probability of causing serious adverse health
consequences or death to humans or animals shall be imprisoned
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{)or ﬁlot more than 20 years or fined not more than $1,000,000, or
oth.

(8) Notwithstanding subsection (a), any person who violates
section 301(i)(3) by knowingly making, selling or dispensing, or
holding for sale or dispensing, a counterfeit drug shall be impris-
oned for not more than 10 years or fined in accordance with title
18, United States Code, or both.

(c) No person shall be subject to the penalties of subsection
(a)(1) of this section, (1) for having received in interstate commerce
any article and delivered it or proffered delivery of it, if such deliv-
ery or proffer was made in good faith, unless he refuses to furnish
on request of an officer or employee duly designated by the Sec-
retary the name and address of the person from whom he pur-
chased or received such article and copies of all documents, if any
there be, pertaining to the delivery of the article to him; or (2) for
having violated section 301(a) or (d), if he establishes a guaranty
or undertaking signed by, and containing the name and address of,
the person residing in the United States from whom he received in
good faith the article, to the effect, in case of an alleged violation
of section 301(a), that such article is not adulterated or mis-
branded, within the meaning of this Act, designating this Act, or
to the effect, in case of an alleged violation of section 301(d), that
such article is not an article which may not, under the provisions
of section 404 or 505, be introduced into interstate commerce; or (3)
for having violated section 301(a), where the violation exists be-
cause the article is adulterated by reason of containing a color ad-
ditive not from a batch certified in accordance with regulations pro-
mulgated by the Secretary under this Act, if such person estab-
lishes a guaranty or undertaking signed by, and containing the
name and address of, the manufacturer of the color additive, to the
effect that such color additive was from a batch certified in accord-
ance with the applicable regulations promulgated by the Secretary
under this Act; or (4) for having violated section 301 (b), (¢), or (k)
by failure to comply with section 502(f) in respect to an article re-
ceived in interstate commerce to which neither section 503(a) nor
section 503(b)(1) is applicable, if the delivery or proffered delivery
was made in good faith and the labeling at the time thereof con-
tained the same directions for use and warning statements as were
contained in the labeling at the time of such receipt of such article;
or (5) for having violated section 301(i)(2) if such person acted in
good faith and had no reason to believe that use of the punch, die,
plate, stone, or other thing involved would result in a drug being
a counterfeit drug, or for having violated section 301(i)(3) if the
person doing the act or causing it to be done acted in good faith
and had no reason to believe that the drug was a counterfeit drug.

(d) No person shall be subject to the penalties of subsection
(a)(1) of this section for a violation of section 301 involving mis-
branded food if the violation exists solely because the food is mis-
branded under section 403(a)(2) because of its advertising.

(e)(1) Except as provided in paragraph (2), whoever knowingly
distributes, or possesses with intent to distribute, human growth
hormone for any use in humans other than the treatment of a dis-
ease or other recognized medical condition, where such use has
been authorized by the Secretary of Health and Human Services
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under section 505 and pursuant to the order of a physician, is
guilty of an offense punishable by not more than 5 years in prison,
]souc}}: fines as are authorized by title 18, United States Code, or
oth.

(2) Whoever commits any offense set forth in paragraph (1) and
such offense involves an individual under 18 years of age is punish-
able by not more than 10 years imprisonment, such fines as are au-
thorized by title 18, United States Code, or both.

(3) Any conviction for a violation of paragraphs (1) and (2) of
this subsection shall be considered a felony violation of the Con-
trolled Substances Act for the purposes of forfeiture under section
413 of such Act.

(4) As used in this subsection the term “human growth hor-
nﬁone” means somatrem, somatropin, or an analogue of either of
them.

(5) The Drug Enforcement Administration is authorized to in-
vestigate offenses punishable by this subsection.

(H)(1)(A) Except as provided in subparagraph (B), any person
who violates a requirement of this Act which relates to devices
shall be liable to the United States for a civil penalty in an amount
not to exceed $15,000 for each such violation, and not to exceed
$1,000,000 for all such violations adjudicated in a single pro-
ceeding. For purposes of the preceding sentence, a person accred-
ited under paragraph (2) of section 704(g) who is substantially not
in compliance with the standards of accreditation under such sec-
tion, or who poses a threat to public health or fails to act in a man-
ner that is consistent with the purposes of such section, shall be
considered to have violated a requirement of this Act that relates
to devices.

(B) Subparagraph (A) shall not apply—

(i) to any person who violates the requirements of section

519(a) or 520(f) unless such violation constitutes (I) a signifi-

cant or knowing departure from such requirements, or (II) a

risk to public health,

(i) to any person who commits minor violations of section

519(e) or 519(g) (only with respect to correction reports) if such

person demonstrates substantial compliance with such section,

or
(iii) to violations of section 501(a)(2)(A) which involve one
or more devices which are not defective.

(2)(A) Any person who introduces into interstate commerce or
delivers for introduction into interstate commerce an article of food
that is adulterated within the meaning of section 402(a)(2)(B) or
any person who does not comply with a recall order under section
423 shall be subject to a civil money penalty of not more than
$50,000 in the case of an individual and $250,000 in the case of
any other person for such introduction or delivery, not to exceed
$500,000 for all such violations adjudicated in a single proceeding.

(B) This paragraph shall not apply to any person who grew the
article of food that is adulterated. If the Secretary assesses a civil
penalty against any person under this paragraph, the Secretary
may not use the criminal authorities under this section to sanction
such person for the introduction or delivery for introduction into
interstate commerce of the article of food that is adulterated. If the
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Secretary assesses a civil penalty against any person under this
paragraph, the Secretary may not use the seizure authorities of
section 304 or the injunction authorities of section 302 with respect
to the article of food that is adulterated.

(C) In a hearing to assess a civil penalty under this paragraph,
the presiding officer shall have the same authority with regard to
compelling testimony or production of documents as a presiding of-
ficer has under section 408(g)(2)(B). The third sentence of para-
grapﬁ (5)(A) shall not apply to any investigation under this para-
graph.

(3)(A) Any person who violates section 301(jj) shall be subject
to a civil monetary penalty of not more than $10,000 for all viola-
tions adjudicated in a single proceeding.

(B) If a violation of section 301(jj) is not corrected within the
30-day period following notification under section 402(j)(5)(C)(ii),
the person shall, in addition to any penalty under subparagraph
(A), be subject to a civil monetary penalty of not more than $10,000
for each day of the violation after such period until the violation
is corrected.

(4)(A) Any responsible person (as such term is used in section
505-1) that violates a requirement of section 505(0), 505(p), or 505—
1 shall be subject to a civil monetary penalty of—

(i) not more than $250,000 per violation, and not to exceed
$1,000,000 for all such violations adjudicated in a single pro-
ceeding; or

(ii) in the case of a violation that continues after the Sec-
retary provides written notice to the responsible person, the re-
sponsible person shall be subject to a civil monetary penalty of
$250,000 for the first 30-day period (or any portion thereof)
that the responsible person continues to be in violation, and
such amount shall double for every 30-day period thereafter
that the violation continues, not to exceed $1,000,000 for any
30-day period, and not to exceed $10,000,000 for all such viola-
tions adjudicated in a single proceeding.

(B) In determining the amount of a civil penalty under sub-
paragraph (A)(ii), the Secretary shall take into consideration
whether the responsible person is making efforts toward correcting
the violation of the requirement of section 505(0), 505(p), or 505—
1 for which the responsible person is subject to such civil penalty.

(5)(A) A civil penalty under paragraph (1), (2), (3), (4), or (9)
shall be assessed, or a no-tobacco-sale order may be imposed, by
the Secretary by an order made on the record after opportunity for
a hearing provided in accordance with this subparagraph and sec-
tion 554 of title 5, United States Code. Before issuing such an
order, the Secretary shall give written notice to the person to be
assessed a civil penalty, or upon whom a no-tobacco-sale order is
to be imposed, under such order of the Secretary’s proposal to issue
such order and provide such person an opportunity for a hearing
on the order. In the course of any investigation, the Secretary may
issue subpoenas requiring the attendance and testimony of wit-
nesses and the production of evidence that relates to the matter
under investigation.

(B) In determining the amount of a civil penalty, or the period
to be covered by a no-tobacco-sale order, the Secretary shall take
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into account the nature, circumstances, extent, and gravity of the
violation or violations and, with respect to the violator, ability to
pay, effect on ability to continue to do business, any history of prior
such violations, the degree of culpability, and such other matters
as justice may require. A no-tobacco-sale order permanently prohib-
iting an individual retail outlet from selling tobacco products shall
include provisions that allow the outlet, after a specified period of
time, to request that the Secretary compromise, modify, or termi-
nate the order.

(C) The Secretary may compromise, modify, or remit, with or
without conditions, any civil penalty which may be assessed under
paragraph (1), (2), (3), (4), or (9). The amount of such penalty,
when finally determined, or the amount agreed upon in com-
promise, may be deducted from any sums owing by the United
States to the person charged.

(D) The Secretary may compromise, modify, or terminate, with
or without conditions, any no-tobacco-sale order.

(6) Any person who requested, in accordance with paragraph
(5)(A), a hearing respecting the assessment of a civil penalty or the
imposition of a no-tobacco-sale order 17 and who is aggrieved by an

17 Section 103(c)(2) of Public Law 111-31 provides as follows:
(2) in paragraph (6)—
(A) by inserting “or the imposition of a no-tobacco-sale order” after the term “penalty”
each place such term appears; and
(B) by striking “issued.” and inserting “issued, or on which the no-tobacco-sale order
was imposed, as the case may be.”; an

Such amendments have been carried out to paragraph (6). Subsections (q)(1) and (q)(3) of sec-
tion 103 of such Public Law provides as follows:

(q) GUIDANCE AND EFFECTIVE DATES.—
(1) IN GENERAL.—The Secretary of Health and Human Services shall issue guidance—

(A) defining the term “repeated violation”, as used in section 303(f)(8) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 333(f)(8)) as amended by subsection (c¢), as in-
cluding at least 5 violations of particular requirements over a 36-month period at a par-
ticular retail outlet that constitute a repeated violation and providing for civil penalties
in accordance with paragraph (2);

(B) providing for timely and effective notice by certified or registered mail or personal
delivery to the retailer of each alleged violation at a particular retail outlet prior to con-
ducting a followup compliance check, such notice to be sent to the location specified on
the retailer’s registration or to the retailer’s registered agent if the retailer has provider
such agent information to the Food and Drug Administration prior to the violation;

(C) providing for a hearing pursuant to the procedures established through regula-
tions of the Food and Drug Administration for assessing civil money penalties, including
at a retailer’s request a hearing by telephone or at the nearest regional or field office
of the Food and Drug Administration, and providing for an expedited procedure for the
administrative appeal of an alleged violation;

(D) providing that a person may not be charged with a violation at a particular retail
outlet unless the Secretary has provided notice to the retailer of all previous violations
at that outlet;

(E) establishing that civil money penalties for multiple violations shall increase from
one violation to the next violation pursuant to paragraph (2) within the time periods
provided for in such paragraph;

(F) providing that good faith reliance on the presentation of a false government-issued
photographic identification that contains a date of birth does not constitute a violation
of any minimum age requirement for the sale of tobacco products if the retailer has
taken effective steps to prevent such violations, including—

(i) adopting and enforcing a written policy against sales to minors;

(ii) informing its employees of all applicable laws;

(iii) establishing disciplinary sanctions for employee noncompliance; and

(iv) requiring its employees to verify age by way of photographic identification
or electronic scanning device; and

(G) providing for the Secretary, in determining whether to impose a no-tobacco-sale
order and in determining whether to compromise, modify, or terminate such an order,
to consider whether the retailer has taken effective steps to prevent violations of the
minimum age requirements for the sale of tobacco products, including the steps listed
in subparagraph (F).

Continued
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order assessing a civil penalty or the imposition of a no-tobacco-sale
order 17 may file a petition for judicial review of such order with
the United States Court of Appeals for the District of Columbia
Circuit or for any other circuit in which such person resides or
transacts business. Such a petition may only be filed within the 60-
day period beginning on the date the order making such assess-
ment was issued, or on which the no-tobacco-sale order was im-
posed, as the case may be. 17

(7) If any person fails to pay an assessment of a civil penalty—

(A) after the order making the assessment becomes final,
and if such person does not file a petition for judicial review
of the order in accordance with paragraph (6), or

(B) after a court in an action brought under paragraph (6)
has entered a final judgment in favor of the Secretary,

the Attorney General shall recover the amount assessed (plus in-
terest at currently prevailing rates from the date of the expiration
of the 60-day period referred to in paragraph (6) or the date of such
final judgment, as the case may be) in an action brought in any ap-
propriate district court of the United States. In such an action, the
validity, amount, and appropriateness of such penalty shall not be
subject to review.

(8)18 If the Secretary finds that a person has committed re-
peated violations of restrictions promulgated under section 906(d)
at a particular retail outlet then the Secretary may impose a no-
tobacco-sale order on that person prohibiting the sale of tobacco
products in that outlet. A no-tobacco-sale order may be imposed
with a civil penalty under paragraph (1). Prior to the entry of a no-
sale order under this paragraph, a person shall be entitled to a
hearing pursuant to the procedures established through regulations
of the Food and Drug Administration for assessing civil money pen-
alties, including at a retailer’s request a hearing by telephone, or
at the nearest regional or field office of the Food and Drug Admin-
istration, or at a Federal, State, or county facility within 100 miles
from the location of the retail outlet, if such a facility is available.

(9) 18 CrviL MONETARY PENALTIES FOR VIOLATION OF TOBACCO
PrODUCT REQUIREMENTS.—

(A) IN GENERAL.—Subject to subparagraph (B), any person
who violates a requirement of this Act which relates to tobacco
products shall be liable to the United States for a civil penalty
in an amount not to exceed $15,000 for each such violation,
and not to exceed $1,000,000 for all such violations adjudicated
in a single proceeding.

(B) ENHANCED PENALTIES.—

(i) Any person who intentionally violates a require-
ment of section 902(5), 902(6), 904, 908(c), or 911(a), shall
be subject to a civil monetary penalty of—

(3) GENERAL EFFECTIVE DATE.—The amendments made by paragraphs (2), (3), and (4) of
subsection (c) shall take effect upon the issuance of guidance described in paragraph (1) of
this subsection.

18 Paragraphs (8) and (9) were added by section 103(c)(3) of Public Law 111-31. For the effec-
tive date for this amendment, see footnote set to paragraph (6).
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(I) not to exceed $250,000 per violation, and not to
exceed $1,000,000 for all such violations adjudicated in

a single proceeding; or

(II) in the case of a violation that continues after
the Secretary provides written notice to such person,
$250,000 for the first 30-day period (or any portion
thereof) that the person continues to be in violation,
and such amount shall double for every 30-day period
thereafter that the violation continues, not to exceed
$1,000,000 for any 30-day period, and not to exceed

$10,000,000 for all such violations adjudicated in a

single proceeding.

(ii)) Any person who violates a requirement of section
911(g)(2)(C)(i1) or 911(3i)(1), shall be subject to a civil mone-
tary penalty of—

(I) not to exceed $250,000 per violation, and not to
exceed $1,000,000 for all such violations adjudicated in

a single proceeding; or

(II) in the case of a violation that continues after
the Secretary provides written notice to such person,
$250,000 for the first 30-day period (or any portion
thereof) that the person continues to be in violation,
and such amount shall double for every 30-day period
thereafter that the violation continues, not to exceed
$1,000,000 for any 30-day period, and not to exceed

$10,000,000 for all such violations adjudicated in a

single proceeding.

(iii) In determining the amount of a civil penalty
under clause (i)(IT) or (i1)(II), the Secretary shall take into
consideration whether the person is making efforts toward
correcting the violation of the requirements of the section
for which such person is subject to such civil penalty.

(g)(1)19 With respect to a person who is a holder of an ap-
proved application under section 505 for a drug subject to section
503(b) or under section 351 of the Public Health Service Act, any
such person who disseminates or causes another party to dissemi-
nate a direct-to-consumer advertisement that is false or misleading
shall be liable to the United States for a civil penalty in an amount
not to exceed $250,000 for the first such violation in any 3-year pe-
riod, and not to exceed $500,000 for each subsequent violation in
any 3-year period. No other civil monetary penalties in this Act (in-
cluding the civil penalty in section 303(f)(4)) shall apply to a viola-
tion regarding direct-to-consumer advertising. For purposes of this
paragraph: (A) Repeated dissemination of the same or similar ad-
vertisement prior to the receipt of the written notice referred to in
paragraph (2) for such advertisements shall be considered one vio-
lation. (B) On and after the date of the receipt of such a notice, all
violations under this paragraph occurring in a single day shall be
considered one violation. With respect to advertisements that ap-
pear in magazines or other publications that are published less fre-
quently than daily, each issue date (whether weekly or monthly)

19 Subsection (g) was added by section 901(d)(4) of Public Law 110-85 (enacted September 27,
2007; 121 Stat. 940). Section 909(a) provides that “[t]his subtitle takes effect 180 days after the
date of the enactment of this Act”.
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shall be treated as a single day for the purpose of calculating the
number of violations under this paragraph.

(2) A civil penalty under paragraph (1) shall be assessed by the
Secretary by an order made on the record after providing written
notice to the person to be assessed a civil penalty and an oppor-
tunity for a hearing in accordance with this paragraph and section
554 of title 5, United States Code. If upon receipt of the written
notice, the person to be assessed a civil penalty objects and re-
quests a hearing, then in the course of any investigation related to
such hearing, the Secretary may issue subpoenas requiring the at-
tendance and testimony of witnesses and the production of evi-
dence that relates to the matter under investigation, including in-
formation pertaining to the factors described in paragraph (3).

(8) The Secretary, in determining the amount of the civil pen-
alty under paragraph (1), shall take into account the nature, cir-
cumstances, extent, and gravity of the violation or violations, in-
cluding the following factors:

(A) Whether the person submitted the advertisement or a
similar advertisement for review under section 736A.

(B) Whether the person submitted the advertisement for
review if required under section 503B.

(C) Whether, after submission of the advertisement as de-
scribed in subparagraph (A) or (B), the person disseminated or
caused another party to disseminate the advertisement before
the end of the 45-day comment period.

(D) Whether the person incorporated any comments made
by the Secretary with regard to the advertisement into the ad-
vertisement prior to its dissemination.

(E) Whether the person ceased distribution of the adver-
tisement upon receipt of the written notice referred to in para-
graph (2) for such advertisement.

(F) Whether the person had the advertisement reviewed by
qualified medical, regulatory, and legal reviewers prior to its
dissemination.

(G) Whether the violations were material.

(H) Whether the person who created the advertisement or
caused the advertisement to be created acted in good faith.

(I) Whether the person who created the advertisement or
caused the advertisement to be created has been assessed a
civil (Ii)enalty under this provision within the previous 1-year
period.

(J) The scope and extent of any voluntary, subsequent re-
medial action by the person.

(K) Such other matters, as justice may require.

(4)(A) Subject to subparagraph (B), no person shall be required
to pay a civil penalty under paragraph (1) if the person submitted
the advertisement to the Secretary and disseminated or caused an-
other party to disseminate such advertisement after incorporating
each comment received from the Secretary.

(B) The Secretary may retract or modify any prior comments
the Secretary has provided to an advertisement submitted to the
Secretary based on new information or changed circumstances, so
long as the Secretary provides written notice to the person of the
new views of the Secretary on the advertisement and provides a
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reasonable time for modification or correction of the advertisement
prior to seeking any civil penalty under paragraph (1).

(5) The Secretary may compromise, modify, or remit, with or
without conditions, any civil penalty which may be assessed under
paragraph (1). The amount of such penalty, when finally deter-
mined, or the amount charged upon in compromise, may be de-
ducted from any sums owed by the United States to the person
charged.

(6) Any person who requested, in accordance with paragraph
(2), a hearing with respect to the assessment of a civil penalty and
who is aggrieved by an order assessing a civil penalty, may file a
petition for de novo judicial review of such order with the United
States Court of Appeals for the District of Columbia Circuit or for
any other circuit in which such person resides or transacts busi-
ness. Such a petition may only be filed within the 60-day period be-
ginning on the date the order making such assessments was
issued.

(7) If any person fails to pay an assessment of a civil penalty
under paragraph (1)—

(A) after the order making the assessment becomes final,
and if such person does not file a petition for judicial review
of the order in accordance with paragraph (6), or

(B) after a court in an action brought under paragraph (6)
has entered a final judgment in favor of the Secretary,

the Attorney General of the United States shall recover the amount
assessed (plus interest at currently prevailing rates from the date
of the expiration of the 60-day period referred to in paragraph (6)
or the date of such final judgment, as the case may be) in an action
brought in any appropriate district court of the United States. In
such an action, the validity, amount, and appropriateness of such
penalty shall not be subject to review.

SEIZURE

SEC. 304. [21 U.S.C. 334] (a)(1) Any article of food, drug, or
cosmetic that is adulterated or misbranded when introduced into or
while in interstate commerce or while held for sale (whether or not
the first sale) after shipment in interstate commerce, or which may
not, under the provisions of section section 301(11), 404, or 505, be
introduced into interstate commerce, shall be liable to be proceeded
against while in interstate commerce, or at any time thereafter, on
libel of information and condemned in any district court of the
United States or United States court of a Territory within the ju-
risdiction of which the article is found. No libel for condemnation
shall be instituted under this Act, for any alleged misbranding if
there is pending in any court a libel for condemnation proceeding
under this Act based upon the same alleged misbranding, and not
more than one such proceeding shall be instituted if no such pro-
ceeding is so pending, except that such limitations shall not apply
(A) when such misbranding has been the basis of a prior judgment
in favor of the United States, in a criminal, injunction, or libel for
condemnation proceeding under this Act, or (B) when the Secretary
has probable cause to believe from facts found, without hearing, by
him or any officer or employee of the Department that the mis-
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branded article is dangerous to health, or that the labeling of the
misbranded article is fraudulent, or would be in a material respect
misleading to the injury or damage of the purchaser or consumer.
In any case where the number of libel for condemnation pro-
ceedings is limited as above provided the proceeding pending or in-
stituted shall, on application of the claimant, seasonably made, be
removed for trial to any district agreed upon by stipulation be-
tween the parties, or, in case of failure to so stipulate within a rea-
sonable time, the claimant may apply to the court of the district
in which the seizure has been made, and such court (after giving
the United States attorney for such district reasonable notice and
opportunity to be heard) shall by order, unless good cause to the
contrary is shown, specify a district of reasonable proximity to the
claimant’s principal place of business to which the case shall be re-
moved for trial.

(2) The following shall be liable to be proceeded against at any
time on libel of information and condemned in any district court of
the United States or United States court of a Territory within the
jurisdiction of which they are found: (A) Any drug that is a coun-
terfeit drug, (B) Any container of a counterfeit drug, (C) Any
punch, die, plate, stone, labeling, container, or other thing used or
designed for use in making a counterfeit drug or drugs, (D) Any
adulterated or misbranded device, and (E) Any adulterated or mis-
branded tobacco product.

(3)(A) Except as provided in subparagraph (B), no libel for con-
demnation may be instituted under paragraph (1) or (2) against
any food which—

(i) is misbranded under section 403(a)(2) because of its ad-
vertising, and

(i1) is being held for sale to the ultimate consumer in an
establishment other than an establishment owned or operated
by a manufacturer, packer, or distributor of the food.

(B) A libel for condemnation may be instituted under para-
graph (1) or (2) against a food described in subparagraph (A) if—

(i)(I) the food’s advertising which resulted in the food being
misbranded under section 403(a)(2) was disseminated in the
establishment in which the food is being held for sale to the
ultimate consumer,

(IT) such advertising was disseminated by, or under the di-
rection of, the owner or operator of such establishment, or

(IIT) all or part of the cost of such advertising was paid by
such owner or operator; and

(ii) the owner or operator of such establishment used such
advertising in the establishment to promote the sale of the
food.

(b) The article, equipment, or other thing proceeded against
shall be liable to seizure by process pursuant to the libel, and the
procedure in cases under this section shall conform, as nearly as
may be, to the procedure in admiralty; except that on demand of
either party any issue of fact joined in any such case shall be tried
by jury. When libel for condemnation proceedings under this sec-
tion, involving the same claimant and the same issues of adultera-
tion or misbranding, are pending in two or more jurisdictions, such
pending proceedings, upon application of the claimant seasonably
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made to the court of one such jurisdiction, shall be consolidated for
trial by order of such court, and tried in (1) any district selected
by the claimant where one of such proceedings is pending; or (2)
a district agreed upon by stipulation between the parties. If no
order for consolidation is so made within a reasonable time, the
claimant may apply to the court of one such jurisdiction, and such
court (after giving the United States attorney for such district rea-
sonable notice and opportunity to be heard) shall by order, unless
good cause to the contrary is shown, specify a district of reasonable
proximity to the claimant’s principal place of business, in which all
such pending proceedings shall be consolidated for trial and tried.
Such order of consolidation shall not apply so as to require the re-
moval of any case the date for trial of which has been fixed. The
court granting such order shall give prompt notification thereof to
the other courts having jurisdiction of the cases covered thereby.

(c) The court at any time after seizure up to a reasonable time
before trial shall by order allow any party to a condemnation pro-
ceeding, his attorney or agent, to obtain a representative sample of
the article seized and a true copy of the analysis, if any, on which
the proceeding is based and the identifying marks or numbers, if
any, ((i)f the packages from which the samples analyzed were ob-
tained.

(d)(1) Any food, drug, device, tobacco product, or cosmetic con-
demned under this section shall, after entry of the decree, be dis-
posed of by destruction or sale as the court may, in accordance with
the provisions of this section, direct and the proceeds thereof, if
sold, less the legal costs and charges, shall be paid into the Treas-
ury of the United States; but such article shall not be sold under
such decree contrary to the provisions of this Act or the laws of the
jurisdiction in which sold. After entry of the decree and upon the
payment of the costs of such proceedings and the execution of a
good and sufficient bond conditioned that such article shall not be
sold or disposed of contrary to the provisions of this Act or the laws
of any State or Territory in which sold, the court may by order di-
rect that such article be delivered to the owner thereof to be de-
stroyed or brought into compliance with the provisions of this Act
under the supervision of an officer or employee duly designated by
the Secretary, and the expenses of such supervision shall be paid
by the person obtaining release of the article under bond. If the ar-
ticle was imported into the United States and the person seeking
its release establishes (A) that the adulteration, misbranding, or
violation did not occur after the article was imported, and (B) that
he had no cause for believing that it was adulterated, misbranded,
or in violation before it was released from customs custody, the
court may permit the article to be delivered to the owner for expor-
tation in lieu of destruction upon a showing by the owner that all
of the conditions of section 801(e) can and will be met. The provi-
sions of this sentence shall not apply where condemnation is based
upon violation of section 402(a) (1), (2), or (6), section 501(a)(3), sec-
tion 502(j), or section 601 (a) or (d). Where such exportation is
made to the original foreign supplier, then subparagraphs (A) and
(B) of section 801(e)(1) and the preceding sentence shall not be ap-
plicable; and in all cases of exportation the bond shall be condi-
tioned that the article shall not be sold or disposed of until the ap-
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plicable conditions of section 801(e) have been met. Any person
seeking to export an imported article pursuant to any of the provi-
sions of this subsection shall establish that the article was in-
tended for export at the time the article entered commerce. Any ar-
ticle condemned by reason of its being an article which may not,
under section 404 or 505, be introduced into interstate commerce,
shall be disposed of by destruction.

(2) The provisions of paragraph (1) of this subsection shall, to
the extent deemed appropriate by the court, apply to any equip-
ment or other thing which is not otherwise within the scope of such
%)aragraph and which is referred to in paragraph (2) of subsection
a).

(3) Whenever in any proceeding under this section, involving
paragraph (2) of subsection (a), the condemnation of any equipment
or thing (other than a drug) is decreed, the court shall allow the
claim of any claimant, to the extent of such claimant’s interest, for
remission or mitigation of such forfeiture if such claimant proves
to the satisfaction of the court (i) that he has not committed or
caused to be committed any prohibited act referred to in such para-
graph (2) and has no interest in any drug referred to therein, (ii)
that he has an interest in such equipment or other thing as owner
or lienor or otherwise, acquired by him in good faith, and (iii) that
he at no time had any knowledge or reason to believe that such
equipment or other thing was being or would be used in, or to fa-
cilitate, the violation of laws of the United States relating to coun-
terfeit drugs.

(e) When a decree of condemnation is entered against the arti-
cle, court costs and fees, and storage and other proper expenses,
shall be awarded against the person, if any, intervening as claim-
ant of the article.

(f) In the case of removal for trial of any case as provided by
subsection (a) or (b)—

(1) The clerk of the court from which removal is made
shall promptly transmit to the court in which the case is to be
tried all records in the case necessary in order that such court
may exercise jurisdiction.

(2) The court to which such case was removed shall have
the powers and be subject to the duties for purposes of such
case, which the court from which removal was made would
have had, or to which such court would have been subject, if
such case had not been removed.

(g)(1)20 If during an inspection conducted under section 704 of
a facility or a vehicle, a device or tobacco product which the officer
or employee making the inspection has reason to believe is adulter-
ated or misbranded is found in such facility or vehicle, such officer
or employee may order the device or tobacco product detained (in
accordance with regulations prescribed by the Secretary) for a rea-

20 Section 709(a) of Public Law 112-144 provides as follows:
(a) IN GENERAL.—Section 304(g) (21 U.S.C. 335a(g)) is amended—
(1) in paragraph (1), by inserting “, drug,” after “device”, each place it appears;
(2) in paragraph (2)(A), by inserting “, drug,” after “(B), a device”; and
(3) in paragraph (2)(B), by inserting “or drug” after “device” each place it appears.
Subsection (¢) of section 709 provides that “[tlhe amendments made by subsection (a) shall
not take effect until the Secretary has issued a final regulation under subsection (b)”.
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sonable period which may not exceed twenty days unless the Sec-
retary determines that a period of detention greater than twenty
days is required to institute an action under subsection (a) or sec-
tion 302, in which case he may authorize a detention period of not
to exceed thirty days. Regulations of the Secretary prescribed
under this paragraph shall require that before a device or tobacco
product may be ordered detained under this paragraph the Sec-
retary or an officer or employee designated by the Secretary ap-
prove such order. A detention order under this paragraph may re-
quire the labeling or marking of a device or tobacco product during
the period of its detention for the purpose of identifying the device
or tobacco product as detained. Any person who would be entitled
to claim a device or tobacco product if it were seized under sub-
section (a) may appeal to the Secretary a detention of such device
or tobacco product under this paragraph. Within five days of the
date an appeal of a detention is filed with the Secretary, the Sec-
retary shall after affording opportunity for an informal hearing by
order confirm the detention or revoke it.

(2)(A) Except as authorized by subparagraph (B), a device or
tobacco product subject to a detention order issued under para-
graph (1) shall not be moved by any person from the place at which
it is ordered detained until—

(i) released by the Secretary, or

(i1) the expiration of the detention period applicable to
such order,

whichever occurs first.

(B) A device subject to a detention order under paragraph (1)
may be moved—

(i) in accordance with regulations prescribed by the Sec-
retary, and

@(ii) if not in final form for shipment, at the discretion of
the manufacturer of the device for the purpose of completing
the work required to put it in such form.

(h) ADMINISTRATIVE DETENTION OF FOODS.—

(1) DETENTION AUTHORITY.—

(A) IN GENERAL.—An officer or qualified employee of
the Food and Drug Administration may order the deten-
tion, in accordance with this subsection, of any article of
food that is found during an inspection, examination, or in-
vestigation under this Act conducted by such officer or
qualified employee, if the officer or qualified employee has
reason to believe that such article is adulterated or mis-
branded.

(B) SECRETARY’S APPROVAL.—An article of food may be
ordered detained under subparagraph (A) only if the Sec-
retary or an official designated by the Secretary approves
the order. An official may not be so designated unless the
official is the director of the district under this Act in
which the article involved is located, or is an official senior
to such director.

(2) PERIOD OF DETENTION.—An article of food may be de-
tained under paragraph (1) for a reasonable period, not to ex-
ceed 20 days, unless a greater period, not to exceed 30 days,
is necessary, to enable the Secretary to institute an action
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under subsection (a) or section 302. The Secretary shall by reg-
ulation provide for procedures for instituting such action on an
expedited basis with respect to perishable foods.

(3) SECURITY OF DETAINED ARTICLE.—An order under para-
graph (1) with respect to an article of food may require that
such article be labeled or marked as detained, and shall re-
quire that the article be removed to a secure facility, as appro-
priate. An article subject to such an order shall not be trans-
ferred by any person from the place at which the article is or-
dered detained, or from the place to which the article is so re-
moved, as the case may be, until released by the Secretary or
until the expiration of the detention period applicable under
such order, whichever occurs first. This subsection may not be
construed as authorizing the delivery of the article pursuant to
the execution of a bond while the article is subject to the order,
and section 801(b) does not authorize the delivery of the article
pursuant to the execution of a bond while the article is subject
to the order.

(4) APPEAL OF DETENTION ORDER.—

(A) IN GENERAL.—With respect to an article of food or-
dered detained under paragraph (1), any person who
would be entitled to be a claimant for such article if the
article were seized under subsection (a) may appeal the
order to the Secretary. Within five days after such an ap-
peal is filed, the Secretary, after providing opportunity for
an informal hearing, shall confirm or terminate the order
involved, and such confirmation by the Secretary shall be
considered a final agency action for purposes of section 702
of title 5, United States Code. If during such five-day pe-
riod the Secretary fails to provide such an opportunity, or
to confirm or terminate such order, the order is deemed to
be terminated.

(B) EFFECT OF INSTITUTING COURT ACTION.—The proc-
ess under subparagraph (A) for the appeal of an order
under paragraph (1) terminates if the Secretary institutes
an action under subsection (a) or section 302 regarding the
article of food involved.

(i) PROCEDURES FOR PROMULGATING REGULATIONS.—

(1) IN GENERAL.—In promulgating a regulation imple-
menting this section, the Secretary shall—

(A) issue a notice of proposed rulemaking that includes
the proposed regulation;

(B) provide a period of not less than 60 days for com-
ments on the proposed regulation; and

(C) publish the final regulation not less than 30 days
before the regulation’s effective date.

(2) RESTRICTIONS.—Notwithstanding any other provision of
Federal law, in implementing this section, the Secretary shall
only promulgate regulations as described in paragraph (1).

HEARING BEFORE REPORT OF CRIMINAL VIOLATION

SEc. 305. [21 U.S.C. 335] Before any violation of this Act is
reported by the Secretary to any United States attorney for institu-
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tion of a criminal proceeding, the person against whom such pro-
ceeding is contemplated shall be given appropriate notice and an
opportunity to present his views, either orally or in writing, with
regard to such contemplated proceeding.

DEBARMENT, TEMPORARY DENIAL OF APPROVAL, AND SUSPENSION

SeEc. 306. [21 U.S.C. 335a] (a) MANDATORY DEBARMENT; CER-
TAIN DRUG APPLICATIONS.—

(1) CORPORATIONS, PARTNERSHIPS, AND ASSOCIATIONS.—If
the Secretary finds that a person other than an individual has
been convicted, after the date of the enactment of this section,
of a felony under Federal law for conduct relating to the devel-
opment or approval, including the process for development or
approval, of any abbreviated drug application, the Secretary
shall debar such person from submitting, or assisting in the
submission of, any such application.

(2) INDIVIDUALS.—If the Secretary finds that an individual
has been convicted of a felony under Federal law for conduct—

(A) relating to the development or approval, including
the process for development or approval, of any drug prod-
uct, or

(B) otherwise relating to the regulation of any drug
product under this Act,

the Secretary shall debar such individual from providing serv-

ices in any capacity to a person that has an approved or pend-

ing drug product application.

(b) PERMISSIVE DEBARMENT; CERTAIN DRUG APPLICATIONS;
FooD IMPORTS.—

(1) IN GENERAL.—The Secretary, on the Secretary’s own
initiative or in response to a petition, may, in accordance with
paragraph (2), debar—

(A) a person other than an individual from submitting
or assisting in the submission of any abbreviated drug ap-
plication,

(B) an individual from providing services in any capac-
ity to a person that has an approved or pending drug prod-
uct application, or

(C) a person from importing an article of food or offer-
ing such an article for import into the United States.

(2) PERSONS SUBJECT TO PERMISSIVE DEBARMENT; CERTAIN
DRUG APPLICATIONS.—The following persons are subject to de-
barment under subparagraph (A) or (B) of paragraph (1):

(A) CORPORATIONS, PARTNERSHIPS, AND ASSOCIA-
TIONS.—Any person other than an individual that the Sec-
retary finds has been convicted—

(1) for conduct that—

(I) relates to the development or approval, in-
cluding the process for the development or ap-
proval, of any abbreviated drug application; and

(II) is a felony under Federal law (if the per-
son was convicted before the date of the enact-
ment of this section), a misdemeanor under Fed-
eral law, or a felony under State law, or
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(i) of a conspiracy to commit, or aiding or abet-
ting, a criminal offense described in clause (i) or a fel-
ony described in subsection (a)(1),
if the Secretary finds that the type of conduct which
served as the basis for such conviction undermines the
process for the regulation of drugs.

(B) INDIVIDUALS.—

(i) Any individual whom the Secretary finds has
been convicted of—

(I) a misdemeanor under Federal law or a fel-
ony under State law for conduct relating to the de-
velopment or approval, including the process for
development or approval, of any drug product or
otherwise relating to the regulation of drug prod-
ucts under this Act, or

(II) a conspiracy to commit, or aiding or abet-
ting, such criminal offense or a felony described in
subsection (a)(2),

if the Secretary finds that the type of conduct which
served as the basis for such conviction undermines the
process for the regulation of drugs.

(i1) Any individual whom the Secretary finds has
been convicted of—

(I) a felony which is not described in sub-
section (a)(2) or clause (i) of this subparagraph
and which involves bribery, payment of illegal
gratuities, fraud, perjury, false statement, racket-
eering, blackmail, extortion, falsification or de-
struction of records, or interference with, obstruc-
tion of an investigation into, or prosecution of, any
criminal offense, or

(IT) a conspiracy to commit, or aiding or abet-
ting, such felony,

if the Secretary finds, on the basis of the conviction of
such individual and other information, that such indi-
vidual has demonstrated a pattern of conduct suffi-
cient to find that there is reason to believe that such
individual may violate requirements under this Act re-
lating to drug products.

(ii1) Any individual whom the Secretary finds ma-
terially participated in acts that were the basis for a
conviction for an offense described in subsection (a) or
in clause (i) or (ii) for which a conviction was obtained,
if the Secretary finds, on the basis of such participa-
tion and other information, that such individual has
demonstrated a pattern of conduct sufficient to find
that there is reason to believe that such individual
may violate requirements under this Act relating to
drug products.

(iv) Any high managerial agent whom the Sec-
retary finds—

(I) worked for, or worked as a consultant for,
the same person as another individual during the
period in which such other individual took actions

August 6, 2018 As Amended Through P.L. 115-176, Enacted May 30, 2018



G:\COMP\FDA\FEDERAL FOOD, DRUG, AND COSMETIC ACT.XML

August 6, 2018

35 FEDERAL FOOD, DRUG, AND COSMETIC ACT Sec. 306

for which a felony conviction was obtained and
which resulted in the debarment under subsection
(a)(2), or clause (i), of such other individual,

(IT) had actual knowledge of the actions de-
scribed in subclause (I) of such other individual, or
took action to avoid such actual knowledge, or
failed to take action for the purpose of avoiding
such actual knowledge,

(IIT) knew that the actions described in sub-
clause (I) were violative of law, and

(IV) did not report such actions, or did not
cause such actions to be reported, to an officer,
employee, or agent of the Department or to an ap-
propriate law enforcement officer, or failed to take
other appropriate action that would have ensured
that the process for the regulation of drugs was
not undermined, within a reasonable time after
such agent first knew of such actions,

if the Secretary finds that the type of conduct which

served as the basis for such other individual’s convic-

tion undermines the process for the regulation of
drugs.

(3) PERSONS SUBJECT TO PERMISSIVE DEBARMENT; FOOD IM-
PORTATION.—A person is subject to debarment under para-
graph (1)(C) if—

(A) the person has been convicted of a felony for con-
duct relating to the importation into the United States of
any food; or

(B) the person has engaged in a pattern of importing
or offering for import adulterated food that presents a
threat of serious adverse health consequences or death to
humans or animals.

(4) STAY OF CERTAIN ORDERS.—An order of the Secretary
under clause (iii) or (iv) of paragraph (2)(B) shall not take ef-
fect until 30 days after the order has been issued.

(c) DEBARMENT PERIOD AND CONSIDERATIONS.—

(1) EFFECT OF DEBARMENT.—The Secretary—

(A) shall not accept or review (other than in connec-
tion with an audit under this section) any abbreviated
drug application submitted by or with the assistance of a
person debarred under subsection (a)(1) or (b)(2)(A) during
the period such person is debarred,

(B) shall, during the period of a debarment under sub-
section (a)(2) or (b)(2)(B), debar an individual from pro-
viding services in any capacity to a person that has an ap-
proved or pending drug product application and shall not
accept or review (other than in connection with an audit
under this section) an abbreviated drug application from
such individual, and

(C) shall, if the Secretary makes the finding described
in paragraph (6) or (7) of section 307(a), assess a civil pen-
alty in accordance with section 307.

(2) DEBARMENT PERIODS.—
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(A) IN GENERAL.—The Secretary shall debar a person
under subsection (a) or (b) for the following periods:

(i) The period of debarment of a person (other
than an individual) under subsection (a)(1) shall not
be less than 1 year or more than 10 years, but if an
act leading to a subsequent debarment under sub-
section (a) occurs within 10 years after such person
has been debarred under subsection (a)(1), the period
of debarment shall be permanent.

(ii)) The debarment of an individual under sub-
section (a)(2) shall be permanent.

(iii) The period of debarment of any person under
paragraph (2) or (3) of subsection (b) shall not be more
than 5 years.

The Secretary may determine whether debarment periods

shall run concurrently or consecutively in the case of a

person debarred for multiple offenses.

(B) NoTirFicaATION.—Upon a conviction for an offense
described in subsection (a) or (b) or upon execution of an
agreement with the United States to plead guilty to such
an offense, the person involved may notify the Secretary
that the person acquiesces to debarment and such person’s
debarment shall commence upon such notification.

(3) CONSIDERATIONS.—In determining the appropriateness
and the period of a debarment of a person under subsection (b)
and any period of debarment beyond the minimum specified in
subparagraph (A)(i) of paragraph (2), the Secretary shall con-
sider where applicable—

(A) the nature and seriousness of any offense involved,

(B) the nature and extent of management participa-
tion in any offense involved, whether corporate policies
and practices encouraged the offense, including whether
inadequate institutional controls contributed to the of-
fense,

(C) the nature and extent of voluntary steps to miti-
gate the impact on the public of any offense involved, in-
cluding the recall or the discontinuation of the distribution
of suspect drugs, full cooperation with any investigations
(including the extent of disclosure to appropriate authori-
ties of all wrongdoing), the relinquishing of profits on drug
approvals fraudulently obtained, and any other actions
taken to substantially limit potential or actual adverse ef-
fects on the public health,

(D) whether the extent to which changes in ownership,
management, or operations have corrected the causes of
any offense involved and provide reasonable assurances
that the offense will not occur in the future,

(E) whether the person to be debarred is able to
present adequate evidence that current production of
drugs subject to abbreviated drug applications and all
pending abbreviated drug applications are free of fraud or
material false statements, and

As Amended Through P.L. 115-176, Enacted May 30, 2018



G:\COMP\FDA\FEDERAL FOOD, DRUG, AND COSMETIC ACT.XML

31 FEDERAL FOOD, DRUG, AND COSMETIC ACT Sec. 306

(F) prior convictions under this Act or under other

Acts involving matters within the jurisdiction of the Food

and Drug Administration.

(d) TERMINATION OF DEBARMENT.—

(1) APPLICATION.—Any person that is debarred under sub-
section (a) (other than a person permanently debarred) or any
person that is debarred under subsection (b) may apply to the
Secretary for termination of the debarment under this sub-
section. Any information submitted to the Secretary under this
paragraph does not constitute an amendment or supplement to
pending or approved abbreviated drug applications.

(2) DEADLINE.—The Secretary shall grant or deny any ap-
plication respecting a debarment which is submitted under
paragraph (1) within 180 days of the date the application is
submitted.

(3) ACTION BY THE SECRETARY.—

(A) CORPORATIONS.—

(i) CONVICTION REVERSAL.—If the conviction which
served as the basis for the debarment of a person
under subsection (a)(1) or paragraph (2)(A) or (3) of
subsection (b) is reversed, the Secretary shall with-
draw the order of debarment.

(i1) APPLICATION.—Upon application submitted
under paragraph (1), the Secretary shall terminate the
debarment of a person if the Secretary finds that—

(I) changes in ownership, management, or op-
erations have fully corrected the causes of the of-
fense involved and provide reasonable assurances
that the offense will not occur in the future, and

(II) in applicable cases, sufficient audits, con-
ducted by the Food and Drug Administration or
by independent experts acceptable to the Food and
Drug Administration, demonstrate that pending
applications and the development of drugs being
tested before the submission of an application are
free of fraud or material false statements.

In the case of persons debarred under subsection
(a)(1), such termination shall take effect no earlier
than the expiration of one year from the date of the
debarment.

(B) INDIVIDUALS.—

(i) CONVICTION REVERSAL.—If the conviction which
served as the basis for the debarment of an individual
under subsection (a)(2) or clause (i), (ii), (iii), or (iv) of
subsection (b)(2)(B) or subsection (b)(3) is reversed, the
Secretary shall withdraw the order of debarment.

(i1) APPLICATION.—Upon application submitted
under paragraph (1), the Secretary shall terminate the
debarment of an individual who has been debarred
under subsection (b)(2)(B) or subsection (b)(3) if such
termination serves the interests of justice and ade-
quately protects the integrity of the drug approval
process or the food importation process, as the case
may be.
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(4) SPECIAL TERMINATION.—

(A) APPLICATION.—Any person that is debarred under
subsection (a)(1) (other than a person permanently
debarred under subsection (c)(2)(A)(i)) or any individual
who is debarred under subsection (a)(2) may apply to the
Secretary for special termination of debarment under this
subsection. Any information submitted to the Secretary
under this subparagraph does not constitute an amend-
ment or supplement to pending or approved abbreviated
drug applications.

(B) CORPORATIONS.—Upon an application submitted
under subparagraph (A), the Secretary may take the ac-
tion described in subparagraph (D) if the Secretary, after
an informal hearing, finds that—

(i) the person making the application under sub-
paragraph (A) has demonstrated that the felony con-
viction which was the basis for such person’s debar-
ment involved the commission of an offense which was
not authorized, requested, commanded, performed, or
recklessly tolerated by the board of directors or by a
high managerial agent acting on behalf of the person
within the scope of the board’s or agent’s office or em-
ployment,

(ii) all individuals who were involved in the com-
mission of the offense or who knew or should have
known of the offense have been removed from employ-
ment involving the development or approval of any
drug subject to sections 21 505,

(ii1) the person fully cooperated with all investiga-
tions and promptly disclosed all wrongdoing to the ap-
propriate authorities, and

(iv) the person acted to mitigate any impact on the
public of any offense involved, including the recall, or
the discontinuation of the distribution, of any drug
with respect to which the Secretary requested a recall
or discontinuation of distribution due to concerns
about the safety or efficacy of the drug.

(C) InDIVIDUALS.—Upon an application submitted
under subparagraph (A), the Secretary may take the ac-
tion described in subparagraph (D) if the Secretary, after
an informal hearing, finds that such individual has pro-
vided substantial assistance in the investigations or pros-
ecutions of offenses which are described in subsection (a)
or (b) or which relate to any matter under the jurisdiction
of the Food and Drug Administration.

(D) SECRETARIAL ACTION.—The action referred to in
subparagraphs (B) and (C) is—

(i) in the case of a person other than an indi-
vidual—

(I) terminating the debarment immediately, or

2150 in law. See section 125(b)(2)(C) of Public Law 105-115 (111 Stat. 2325). Probably should
be “section”.
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(II) limiting the period of debarment to less
than one year, and

(i1) in the case of an individual, limiting the period
of debarment to less than permanent but to no less
than 1 year,

whichever best serves the interest of justice and protects

the integrity of the drug approval process.

(e) PUBLICATION AND LIST OF DEBARRED PERSONS.—The Sec-
retary shall publish in the Federal Register the name of any person
debarred under subsection (a) or (b), the effective date of the debar-
ment, and the period of the debarment. The Secretary shall also
maintain and make available to the public a list, updated no less
often than quarterly, of such persons, of the effective dates and
minimum periods of such debarments, and of the termination of
debarments.

(f) TEMPORARY DENIAL OF APPROVAL.—

(1) IN GENERAL.—The Secretary, on the Secretary’s own
initiative or in response to a petition, may, in accordance with
paragraph (3), refuse by order, for the period prescribed by
paragraph (2), to approve any abbreviated drug application
submitted by any person—

(A) if such person is under an active Federal criminal
investigation in connection with an action described in
subparagraph (B),

(B) if the Secretary finds that such person—

(i) has bribed or attempted to bribe, has paid or
attempted to pay an illegal gratuity, or has induced or
attempted to induce another person to bribe or pay an
illegal gratuity to any officer, employee, or agent of the
Department of Health and Human Services or to any
other Federal, State, or local official in connection with
any abbreviated drug application, or has conspired to
commit, or aided or abetted, such actions, or

(i) has knowingly made or caused to be made a
pattern or practice of false statements or misrepresen-
tations with respect to material facts relating to any
abbreviated drug application, or the production of any
drug subject to an abbreviated drug application, to any
officer, employee, or agent of the Department of
Health and Human Services, or has conspired to com-
mit, or aided or abetted, such actions, and
(C) if a significant question has been raised regard-

ing—

(i) the integrity of the approval process with re-
spect to such abbreviated drug application, or

(i) the reliability of data in or concerning such
person’s abbreviated drug application.

Such an order may be modified or terminated at any time.

(2) APPLICABLE PERIOD.—

(A) IN GENERAL.—Except as provided in subparagraph
(B), a denial of approval of an application of a person
under paragraph (1) shall be in effect for a period deter-
mined by the Secretary but not to exceed 18 months begin-
ning on the date the Secretary finds that the conditions
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described in subparagraphs (A), (B), and (C) of paragraph

(1) exist. The Secretary shall terminate such denial—

(i) if the investigation with respect to which the
finding was made does not result in a criminal charge
against such person, if criminal charges have been
brought and the charges have been dismissed, or if a
judgment of acquittal has been entered, or

(i1) if the Secretary determines that such finding
was in error.

(B) EXTENSION.—If, at the end of the period described
in subparagraph (A), the Secretary determines that a per-
son has been criminally charged for an action described in
subparagraph (B) of paragraph (1), the Secretary may ex-
tend the period of denial of approval of an application for
a period not to exceed 18 months. The Secretary shall ter-
minate such extension if the charges have been dismissed,
if a judgment of acquittal has been entered, or if the Sec-
retary determines that the finding described in subpara-
graph (A) was in error.

(3) INFORMAL HEARING.—Within 10 days of the date an
order is issued under paragraph (1), the Secretary shall pro-
vide such person with an opportunity for an informal hearing,
to be held within such 10 days, on the decision of the Secretary
to refuse approval of an abbreviated drug application. Within
60 days of the date on which such hearing is held, the Sec-
retary shall notify the person given such hearing whether the
Secretary’s refusal of approval will be continued, terminated,
or otherwise modified. Such notification shall be final agency
action.

(g) SUSPENSION AUTHORITY.—

(1) IN GENERAL.—If—

(A) the Secretary finds—

(1) that a person has engaged in conduct described
in subparagraph (B) of subsection (f)(1) in connection
with 2 or more drugs under abbreviated drug applica-
tions, or

(i) that a person has engaged in flagrant and re-
peated, material violations of good manufacturing
practice or good laboratory practice in connection with
the development, manufacturing, or distribution of one
or more drugs approved under an abbreviated drug
application during a 2-year period, and—

(I) such violations may undermine the safety
and efficacy of such drugs, and

(II) the causes of such violations have not
been corrected within a reasonable period of time
following notice of such violations by the Sec-
retary, and

(B) such person is under an active investigation by a
Federal authority in connection with a civil or criminal ac-
tion involving conduct described in subparagraph (A),

the Secretary shall issue an order suspending the distribution
of all drugs the development or approval of which was related
to such conduct described in subparagraph (A) or suspending
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the distribution of all drugs approved under abbreviated drug

applications of such person if the Secretary finds that such

conduct may have affected the development or approval of a

significant number of drugs which the Secretary is unable to

identify. The Secretary shall exclude a drug from such order if
the Secretary determines that such conduct was not likely to
have influenced the safety or efficacy of such drug.

(2) PUBLIC HEALTH WAIVER.—The Secretary shall, on the
Secretary’s own initiative or in response to a petition, waive
the suspension under paragraph (1) (involving an action de-
scribed in paragraph (1)(A)(1)) with respect to any drug if the
Secretary finds that such waiver is necessary to protect the
public health because sufficient quantities of the drug would
not otherwise be available. The Secretary shall act on any peti-
tion seeking action under this paragraph within 180 days of
the date the petition is submitted to the Secretary.

(h) TERMINATION OF SUSPENSION.—The Secretary shall with-
draw an order of suspension of the distribution of a drug under
subsection (g) if the person with respect to whom the order was
issued demonstrates in a petition to the Secretary—

(1)(A) on the basis of an audit by the Food and Drug Ad-
ministration or by experts acceptable to the Food and Drug Ad-
ministration, or on the basis of other information, that the de-
velopment, approval, manufacturing, and distribution of such
drug is in substantial compliance with the applicable require-
ments of this Act, and

(B) changes in ownership, management, or operations—

(i) fully remedy the patterns or practices with respect
to which the order was issued, and

(ii) provide reasonable assurances that such actions
will not occur in the future, or

(2) the initial determination was in error.

The Secretary shall act on a submission of a petition under this
subsection within 180 days of the date of its submission and the
Secretary may consider the petition concurrently with the suspen-
sion proceeding. Any information submitted to the Secretary under
this subsection does not constitute an amendment or supplement to
a pending or approved abbreviated drug application.

(1) PROCEDURE.—The Secretary may not take any action under
subsection (a), (b), (¢), (d)(3), (g), or (h) with respect to any person
unless the Secretary has issued an order for such action made on
the record after opportunity for an agency hearing on disputed
issues of material fact. In the course of any investigation or hear-
ing under this subsection, the Secretary may administer oaths and
affirmations, examine witnesses, receive evidence, and issue sub-
poenas requiring the attendance and testimony of witnesses and
the production of evidence that relates to the matter under inves-
tigation.

(j) JUDICIAL REVIEW.—

(1) IN GENERAL.—Except as provided in paragraph (2), any
person that is the subject of an adverse decision under sub-
section (a), (b), (¢), (d), (f), (g), or (h) may obtain a review of
such decision by the United States Court of Appeals for the
District of Columbia or for the circuit in which the person re-
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sides, by filing in such court (within 60 days following the date
the person is notified of the Secretary’s decision) a petition re-
questing that the decision be modified or set aside.

(2) EXCEPTION.—Any person that is the subject of an ad-
verse decision under clause (iii) or (iv) of subsection (b)(2)(B)
may obtain a review of such decision by the United States Dis-
trict Court for the District of Columbia or a district court of the
United States for the district in which the person resides, by
filing in such court (within 30 days following the date the per-
son is notified of the Secretary’s decision) a complaint request-
ing that the decision be modified or set aside. In such an ac-
tion, the court shall determine the matter de novo.

(k) CERTIFICATION.—Any application for approval of a drug
product shall include—

(1) a certification that the applicant did not and will not
use in any capacity the services of any person debarred under
subsection (a) or (b), in connection with such application, and

(2) if such application is an abbreviated drug application,
a list of all convictions, described in subsections (a) and (b)
which occurred within the previous 5 years, of the applicant
and affiliated persons responsible for the development or sub-
mission of such application.

(1) APPLICABILITY.—

(1) ConvicTiON.—For purposes of this section, a person is
considered to have been convicted of a criminal offense—

(A) when a judgment of conviction has been entered
against the person by a Federal or State court, regardless
of whether there is an appeal pending,

(B) when a plea of guilty or nolo contendere by the
person has been accepted by a Federal or State court, or

(C) when the person has entered into participation in
a first offender, deferred adjudication, or other similar ar-
rangement or program where judgment of conviction has
been withheld.

(2) EFFECTIVE DATES.—Subsection (a), subparagraph (A) of
subsection (b)(2), clauses (i) and (ii) of subsection (b)(2)(B), and
subsection (b)(3)(A) shall not apply to a conviction which oc-
curred more than 5 years before the initiation of an agency ac-
tion proposed to be taken under subsection (a) or (b). Clauses
(1i1) and (iv) of subsection (b)(2)(B), subsection (b)(3)(B), and
subsections (f) and (g) shall not apply to an act or action which
occurred more than 5 years before the initiation of an agency
action proposed to be taken under subsection (b), (f), or (g).
Clause (iv) of subsection (b)(2)(B) shall not apply to an action
which occurred before June 1, 1992. Subsection (k) shall not
apply to applications submitted to the Secretary before June 1,
1992.

(m) DEVICES; MANDATORY DEBARMENT REGARDING THIRD-
PARTY INSPECTIONS AND REVIEWS.—
(1) IN GENERAL.—If the Secretary finds that a person has
been convicted of a felony under section 301(gg), the Secretary
shall debar such person from being accredited under section
523(b) or 704(g)(2) and from carrying out activities under an
agreement described in section 803(b).
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(2) DEBARMENT PERIOD.—The Secretary shall debar a per-
son under paragraph (1) for the following periods:

(A) The period of debarment of a person (other than
an individual) shall not be less than 1 year or more than

10 years, but if an act leading to a subsequent debarment

under such paragraph occurs within 10 years after such

person has been debarred under such paragraph, the pe-
riod of debarment shall be permanent.

(B) The debarment of an individual shall be perma-
nent.

(3) TERMINATION OF DEBARMENT; JUDICIAL REVIEW; OTHER
MATTERS.—Subsections (c)(3), (d), (e), (i), (), and (I)(1) apply
with respect to a person (other than an individual) or an indi-
vidual who is debarred under paragraph (1) to the same extent
and in the same manner as such subsections apply with re-
spect to a person who is debarred under subsection (a)(1), or
an individual who is debarred under subsection (a)(2), respec-
tively.

CIVIL PENALTIES

SEc. 307. [21 U.S.C. 335b] (a) IN GENERAL.—Any person that
the Secretary finds—

(1) knowingly made or caused to be made, to any officer,
employee, or agent of the Department of Health and Human
Services, a false statement or misrepresentation of a material
fact in connection with an abbreviated drug application,

(2) bribed or attempted to bribe or paid or attempted to
pay an illegal gratuity to any officer, employee, or agent of the
Department of Health and Human Services in connection with
an abbreviated drug application,

(3) destroyed, altered, removed, or secreted, or procured
the destruction, alteration, removal, or secretion of, any mate-
rial document or other material evidence which was the prop-
erty of or in the possession of the Department of Health and
Human Services for the purpose of interfering with that De-
partment’s discharge of its responsibilities in connection with
an abbreviated drug application,

(4) knowingly failed to disclose, to an officer or employee
of the Department of Health and Human Services, a material
fact which such person had an obligation to disclose relating to
any drug subject to an abbreviated drug application,

(5) knowingly obstructed an investigation of the Depart-
ment of Health and Human Services into any drug subject to
an abbreviated drug application,

(6) is a person that has an approved or pending drug prod-
uct application and has knowingly—

(A) employed or retained as a consultant or contractor,
or
(B) otherwise used in any capacity the services of,
a person who was debarred under section 306, or

(7) is an individual debarred under section 306 and, during

the period of debarment, provided services in any capacity to
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a person that had an approved or pending drug product appli-

cation,
shall be liable to the United States for a civil penalty for each such
violation in an amount not to exceed $250,000 in the case of an in-
dividual and $1,000,000 in the case of any other person.

(b) PROCEDURE.—

(1) IN GENERAL.—

(A) ACTION BY THE SECRETARY.—A civil penalty under
subsection (a) shall be assessed by the Secretary on a per-
son by an order made on the record after an opportunity
for an agency hearing on disputed issues of material fact
and the amount of the penalty. In the course of any inves-
tigation or hearing under this subparagraph, the Secretary
may administer oaths and affirmations, examine wit-
nesses, receive evidence, and issue subpoenas requiring
the attendance and testimony of witnesses and the produc-
tion of evidence that relates to the matter under investiga-
tion.

(B) ACTION BY THE ATTORNEY GENERAL.—In lieu of a
proceeding under subparagraph (A), the Attorney General
may, upon request of the Secretary, institute a civil action
to recover a civil money penalty in the amount and for any
of the acts set forth in subsection (a). Such an action may
be instituted separately from or in connection with any
other claim, civil or criminal, initiated by the Attorney
General under this Act.

(2) AMOUNT.—In determining the amount of a civil penalty
under paragraph (1), the Secretary or the court shall take into
account the nature, circumstances, extent, and gravity of the
act subject to penalty, the person’s ability to pay, the effect on
the person’s ability to continue to do business, any history of
prior, similar acts, and such other matters as justice may re-
quire.

(3) LIMITATION ON ACTIONS.—No action may be initiated
under this section—

(A) with respect to any act described in subsection (a)
that occurred before the date of the enactment of this sec-
tion, or

(B) more than 6 years after the date when facts mate-
rial to the act are known or reasonably should have been
known by the Secretary but in no event more than 10
years after the date the act took place.

(c) JupICIAL REVIEW.—Any person that is the subject of an ad-
verse decision under subsection (b)(1)(A) may obtain a review of
such decision by the United States Court of Appeals for the District
of Columbia or for the circuit in which the person resides, by filing
in such court (within 60 days following the date the person is noti-
fied of the Secretary’s decision) a petition requesting that the deci-
sion be modified or set aside.

(d) RECOVERY OF PENALTIES.—The Attorney General may re-
cover any civil penalty (plus interest at the currently prevailing
rates from the date the penalty became final) assessed under sub-
section (b)(1)(A) in an action brought in the name of the United
States. The amount of such penalty may be deducted, when the
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penalty has become final, from any sums then or later owing by the
United States to the person against whom the penalty has been as-
sessed. In an action brought under this subsection, the validity,
amount, and appropriateness of the penalty shall not be subject to
judicial review.

(e) INFORMANTS.—The Secretary may award to any individual
(other than an officer or employee of the Federal Government or a
person who materially participated in any conduct described in
subsection (a)) who provides information leading to the imposition
of a civil penalty under this section an amount not to exceed—

(1) $250,000, or

(2) one-half of the penalty so imposed and collected,
whichever is less. The decision of the Secretary on such award
shall not be reviewable.

AUTHORITY TO WITHDRAW APPROVAL OF ABBREVIATED DRUG
APPLICATIONS

SeEc. 308. [21 U.S.C. 335c] (a) IN GENERAL.—The Secretary—
(1) shall withdraw approval of an abbreviated drug appli-
cation if the Secretary finds that the approval was obtained,
expedited, or otherwise facilitated through bribery, payment of
an illegal gratuity, or fraud or material false statement, and
(2) may withdraw approval of an abbreviated drug applica-
tion if the Secretary finds that the applicant has repeatedly
demonstrated a lack of ability to produce the drug for which
the application was submitted in accordance with the formula-
tions or manufacturing practice set forth in the abbreviated
drug application and has introduced, or attempted to intro-
duce, such adulterated or misbranded drug into commerce.

(b) PROCEDURE.—The Secretary may not take any action under
subsection (a) with respect to any person unless the Secretary has
issued an order for such action made on the record after oppor-
tunity for an agency hearing on disputed issues of material fact. In
the course of any investigation or hearing under this subsection,
the Secretary may administer oaths and affirmations, examine wit-
nesses, receive evidence, and issue subpoenas requiring the attend-
ance and testimony of witnesses and the production of evidence
that relates to the matter under investigation.

(c) APPLICABILITY.—Subsection (a) shall apply with respect to
offenses or acts regardless of when such offenses or acts occurred.

(d) JupiciAL REVIEW.—Any person that is the subject of an ad-
verse decision under subsection (a) may obtain a review of such de-
cision by the United States Court of Appeals for the District of Co-
lumbia or for the circuit in which the person resides, by filing in
such court (within 60 days following the date the person is notified
of the Secretary’s decision) a petition requesting that the decision
be modified or set aside.

REPORT OF MINOR VIOLATIONS

SEc. 309. [21 U.S.C. 336] Nothing in this Act shall be con-
strued as requiring the Secretary to report for prosecution, or for
the institution of libel or injunction proceedings, minor violations
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of this Act whenever he believes that the public interest will be
adequately served by a suitable written notice or warning.

PROCEEDINGS IN NAME OF UNITED STATES; PROVISION AS TO
SUBPOENAS

SEC. 310. [21 U.S.C. 337] (a) Except as provided in subsection
(b), all such proceedings for the enforcement, or to restrain viola-
tions, of this Act shall be by and in the name of the United States.
Subpoenas for witnesses who are required to attend a court of the
United States, in any district, may run into any other district in
any proceeding under this section.

(b)(1) A State may bring in its own name and within its juris-
diction proceedings for the civil enforcement, or to restrain viola-
tions, of section 401, 403(b), 403(c), 403(d), 403(e), 403(f), 403(g),
403(h), 403(1), 403(k), 403(q), or 403(r) if the food that is the subject
of the proceedings is located in the State.

(2) No proceeding may be commenced by a State under para-
graph (1)—

(A) before 30 days after the State has given notice to the
Secretary that the State intends to bring such proceeding,

(B) before 90 days after the State has given notice to the
Secretary of such intent if the Secretary has, within such 30
days, commenced an informal or formal enforcement action
pertaining to the food which would be the subject of such pro-
ceeding, or

(C) if the Secretary is diligently prosecuting a proceeding
in court pertaining to such food, has settled such proceeding,
or has settled the informal or formal enforcement action per-
taining to such food.

In any court proceeding described in subparagraph (C), a State
may intervene as a matter of right.

SEC. 311. [21 U.S.C. 337a] EXTRATERRITORIAL JURISDICTION.

There is extraterritorial jurisdiction over any violation of this
Act relating to any article regulated under this Act if such article
was intended for import into the United States or if any act in fur-
therance of the violation was committed in the United States.

CHAPTER IV—FOOD

DEFINITIONS AND STANDARDS FOR FOOD

SEC. 401. [21 U.S.C. 3411 Whenever in the judgment of the
Secretary such action will promote honesty and fair dealing in the
interest of consumers, he shall promulgate regulations fixing and
establishing for any food, under its common or usual name so far
as practicable, a reasonable definition and standard of identity, a
reasonable standard of quality, or reasonable standards of fill of
container. No definition and standard of identity and no standard
of quality shall be established for fresh or dried fruits, fresh or
dried vegetables, or butter, except that definitions and standards of
identity may be established for avocados, cantaloupes, citrus fruits,
and melons. In prescribing any standard of fill of container, the
Secretary shall give due consideration to the natural shrinkage in
storage and in transit of fresh natural food and to need for the nec-
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essary packing and protective material. In the prescribing of any
standard of quality for any canned fruit or canned vegetable, con-
sideration shall be given and due allowance made for the differing
characteristics of the several varieties of such fruit or vegetable. In
prescribing a definition and standard of identity for any food or
class of food in which optional ingredients are permitted, the Sec-
retary shall, for the purpose of promoting honesty and fair dealing
in the interest of consumers, designate the optional ingredients
which shall be named on the label. Any definition and standard of
identity prescribed by the Secretary for avocados, cantaloupes, cit-
rus fruits, or melons shall relate only to maturity and to the effects
of freezing.

ADULTERATED FOOD

SEC. 402. [21 U.S.C. 342] A food shall be deemed to be adul-
terated— 22

(a)(1) If it bears or contains any poisonous or deleterious sub-
stance which may render it injurious to health; but in case the sub-
stance is not an added substance such food shall not be considered
adulterated under this clause if the quantity of such substance in
such food does not ordinarily render it injurious to health.23
(2)(A)24 if it bears or contains any added poisonous or added dele-
terious substance (other than a substance that is a pesticide chem-
ical residue in or on a raw agricultural commodity or processed
food, a food additive, a color additive, or a new animal drug) that
is unsafe within the meaning of section 406; or (B) if it bears or
contains a pesticide chemical residue that is unsafe within the
meaning of section 408(a); or (C) if it is or if it bears or contains
(i) any food additive that is unsafe within the meaning of section
409; or (ii) a new animal drug (or conversion product thereof) that
is unsafe within the meaning of section 512; or (3) if it consists in
whole or in part of any filthy, putrid, or decomposed substance, or
if it is otherwise unfit for food; or (4) if it has been prepared,
packed, or held under insanitary conditions whereby it may have
become contaminated with filth, or whereby it may have been ren-
dered injurious to health; or (5) if it is, in whole or in part, the
product of a diseased animal or of an animal which has died other-
wise than by slaughter; or (6) if its container is composed, in whole
or in part, of any poisonous or deleterious substance which may
render the contents injurious to health; or (7) if it has been inten-
tionally subjected to radiation, unless the use of the radiation was
in conformity with a regulation or exemption in effect pursuant to
section 409.

(b)(1) If any valuable constituent has been in whole or in part
omitted or abstracted therefrom; or (2) if any substance has been

22 See footnote for section 403(h)(3) regarding the stylistic use of a list consisting of “(a)”, “(b)”,

etc.

23S0 in law. See section 3(1)(1) of Public Law 103-80. Probably should be “; or”.

24 Subparagraph (2) appears so as to reflect the probable intent of the Congress. Section 404
of Public Law 104-170 (110 Stat. 1514) had amendatory instructions whose probable intended
effect was to strike the existing subparagraph (2) and to insert a substitute subparagraph (2).
These included instructions to strike “(2)(A) if it bears’” and all that follows through “(3) if it
consists”, but “(3) If it consists” was the language that actually appeared. (Previously, section
3(@i) of Public Law 103-80 (107 Stat. 776) had amended subparagraph (3) by striking “if it” and
inserting “If it”.)
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substituted wholly or in part therefor; or (3) if damage or inferi-
ority has been concealed in any manner; or (4) if any substance has
been added thereto or mixed or packed therewith so as to increase
its bulk or weight, or reduce its quality or strength, or make it ap-
pear better or of greater value than it is.

(c) If it is, or it bears or contains, a color additive which is un-
safe within the meaning of section 721(a).

(d) If it is confectionery, and—

(1) has partially or completely imbedded therein any non-
nutritive object, except that this subparagraph shall not apply
in the case of any nonnutritive object if, in the judgment of the
Secretary as provided by regulations, such object is of practical
functional value to the confectionery product and would not
render the product injurious or hazardous to health;

(2) bears or contains any alcohol other than alcohol not in
excess of one-half of 1 per centum by volume derived solely
from the use of flavoring extracts, except that this clause shall
not apply to confectionery which is introduced or delivered for
introduction into, or received or held for sale in, interstate
commerce if the sale of such confectionery is permitted under
the laws of the State in which such confectionery is intended
to be offered for sale; or

(3) bears or contains any nonnutritive substance, except
that this subparagraph shall not apply to a safe nonnutritive
substance which is in or on confectionery by reason of its use
for some practical functional purpose in the manufacture, pack-
aging, or storage of such confectionery if the use of the sub-
stance does not promote deception of the consumer or other-
wise result in adulteration or misbranding in violation of any
provision of this Act, except that the Secretary may, for the
purpose of avoiding or resolving uncertainty as to the applica-
tion of this subparagraph, issue regulations allowing or prohib-
iting the use of particular nonnutritive substances.

(e) If it is oleomargarine or margarine or butter and any of the
raw material used therein consisted in whole or in part of any
filthy, putrid, or decomposed substance, or such oleomargarine or
margarine or butter is otherwise unfit for food.

(H)(1) If it is a dietary supplement or contains a dietary ingre-
dient that—

(A) presents a significant or unreasonable risk of illness or
injury under—

(i) conditions of use recommended or suggested in la-
beling, or

(i) if no conditions of use are suggested or rec-
ommended in the labeling, under ordinary conditions of
use;

(B) is a new dietary ingredient for which there is inad-
equate information to provide reasonable assurance that such
ingredient does not present a significant or unreasonable risk
of illness or injury;

(C) the Secretary declares to pose an imminent hazard to
public health or safety, except that the authority to make such
declaration shall not be delegated and the Secretary shall
promptly after such a declaration initiate a proceeding in ac-
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cordance with sections 554 and 556 of title 5, United States
Code, to affirm or withdraw the declaration; or
(D) is or contains a dietary ingredient that renders it adul-
terated under paragraph (a)(1) under the conditions of use rec-
ommended or suggested in the labeling of such dietary supple-
ment.
In any proceeding under this subparagraph, the United States
shall bear the burden of proof on each element to show that a die-
tary supplement is adulterated. The court shall decide any issue
under this paragraph on a de novo basis.

(2) Before the Secretary may report to a United States attorney
a violation of paragraph 25 (1)(A) for a civil proceeding, the person
against whom such proceeding would be initiated shall be given ap-
propriate notice and the opportunity to present views, orally and
in writing, at least 10 days before such notice, with regard to such
proceeding.

(g)(1) If it is a dietary supplement and it has been prepared,
packed, or held under conditions that do not meet current good
manufacturing practice regulations, including regulations requir-
ing, when necessary, expiration date labeling, issued by the Sec-
retary under subparagraph (2).

(2) The Secretary may by regulation prescribe good manufac-
turing practices for dietary supplements. Such regulations shall be
modeled after current good manufacturing practice regulations for
food and may not impose standards for which there is no current
and generally available analytical methodology. No standard of cur-
rent good manufacturing practice may be imposed unless such
standard is included in a regulation promulgated after notice and
opportunity for comment in accordance with chapter 5 of title 5,
United States Code.

(h) If it is an article of food imported or offered for import into
the United States and the article of food has previously been re-
fused admission under section 801(a), unless the person reoffering
the article affirmatively establishes, at the expense of the owner or
consignee of the article, that the article complies with the applica-
ble requirements of this Act, as determined by the Secretary.

(1) If it is transported or offered for transport by a shipper, car-
rier by motor vehicle or rail vehicle, receiver, or any other person
engaged in the transportation of food under conditions that are not
in compliance with regulations promulgated under section 416.

MISBRANDED FOOD

SeEc. 403. [21 U.S.C. 3431 A food shall be deemed to be mis-
branded— 26

(a) If (1) its labeling is false or misleading in any particular,
or (2) in the case of a food to which section 411 applies, its adver-
tising is false or misleading in a material respect or its labeling is
in violation of section 411(b)(2).

(b) If it is offered for sale under the name of another food.

2550 in law. Probably should be “subparagraph”.
26 See footnote for paragraph (h)(3) regarding the stylistic use of a list consisting of “(a)”, “(b)”,
etc.
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(c) If it is an imitation of another food, unless its label bears,
in type of uniform size and prominence, the word “imitation” and,
immediately thereafter, the name of the food imitated.

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

(e) If in package form unless it bears a label containing (1) the
name and place of business of the manufacturer, packer, or dis-
tributor; and (2) an accurate statement of the quantity of the con-
tents in terms of weight, measure, or numerical count, except that
under clause (2) of this paragraph reasonable variations shall be
permitted, and exemptions as to small packages shall be estab-
lished, by regulations prescribed by the Secretary.

(f) If any word, statement, or other information required by or
under authority of this Act to appear on the label or labeling is not
prominently placed thereon with such conspicuousness (as com-
pared with other words, statements, designs, or devices, in the la-
beling) and in such terms as to render it likely to be read and un-
derstood by the ordinary individual under customary conditions of
purchase and use.

(g) If it purports to be or is represented as a food for which a
definition and standard of identity has been prescribed by regula-
tions as provided by section 401, unless (1) it conforms to such defi-
nition and standard, and (2) its label bears the name of the food
specified in the definition and standard, and, insofar as may be re-
quired by such regulations, the common names of optional ingredi-
ents (other than spices, flavoring, and coloring) present in such
food.

(h) If it purports to be or is represented as—

(1) a food for which a standard of quality has been pre-
scribed by regulations as provided by section 401, and its qual-
ity falls below such standard, unless its label bears, in such
manner and form as such regulations specify, a statement that
it falls below such standard;

(2) a food for which a standard or standards of fill of con-
tainer have been prescribed by regulations as provided by sec-
tion 401, and it falls below the standard of fill of container ap-
plicable thereto, unless its label bears, in such manner and
form as such regulations specify, a statement that it falls
below such standard; or

(3) a food that is pasteurized unless—

(A) such food has been subjected to a safe process or
treatment that is prescribed as pasteurization for such
food in a regulation promulgated under this Act; or

(B)(i) such food has been subjected to a safe process or
treatment that—

(I) is reasonably certain to achieve destruction or
elimination in the food of the most resistant micro-
organisms of public health significance that are likely
to occur in the food;

(IT) is at least as protective of the public health as
a process or treatment described in subparagraph (A);

(IID) is effective for a period that is at least as long
as the shelf life of the food when stored under normal
and moderate abuse conditions; and
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(IV) is the subject of a notification to the Sec-
retary, including effectiveness data regarding the proc-
ess or treatment; and
(i) at least 120 days have passed after the date of re-

ceipt of such notification by the Secretary without the Sec-
retary making a determination that the process or treat-
ment involved has not been shown to meet the require-
ments of subclauses (I) through (III) of clause (i) 27.
For purposes of paragraph (3)28, a determination by the Secretary
that a process or treatment has not been shown to meet the re-
quirements of subclauses (I) through (III) of subparagraph (B)(i)2°
shall constitute final agency action under such subclauses.

(i) Unless its label bears (1) the common or usual name of the
food, if any there be, and (2) in case it is fabricated from two or
more ingredients, the common or usual name of each such ingre-
dient and if the food purports to be a beverage containing vegetable
or fruit juice, a statement with appropriate prominence on the in-
formation panel of the total percentage of such fruit or vegetable
juice contained in the food; except that spices, flavorings, and colors
not required to be certified under section 721(c)2° unless sold as
spices, flavorings, or such colors, may be designated as spices,
flavorings, and colorings without naming each. To the extent that
compliance with the requirements of clause (2) of this paragraph
is impracticable, or results in deception or unfair competition, ex-
emptions shall be established by regulations promulgated by the
Secretary.

(§) If it purports to be or is represented for special dietary uses,
unless its label bears such information concerning its vitamin, min-
eral, and other dietary properties as the Secretary determines to
be, and by regulations prescribes as, necessary in order fully to in-
form purchasers as to its value for such uses.

(k) If it bears or contains any artificial flavoring, artificial
coloring, or chemical preservative, unless it bears labeling stating
that fact, except that to the extent that compliance with the re-

27References are so in law. See section 10808(b)(3) of Public Law 107-171 (116 Stat. 530).
In order to be consistent with other cross-references within section 403 above, each reference
in section 403(h)(3) to a paragraph, subparagraph, clause, or subclause should be a reference
to a subparagraph, clause, subclause, or item, respectively. See, for example, cross-references in
paragraph (q) (relating to nutrition information) and paragraph (r) (relating to nutrient levels
and health claims).

Section 403 was enacted in 1938 and has organizational units and cross-references that are
not in accordance with modern practice. In modern practice, “(a)” is a subsection, “(1)” is a para-
graph, “(A)” is a subparagraph, “(i)” is a clause, “(I)” is a subclause, “(aa)” is an item, and “(AA)”
is a subitem. The references in section 403(h)(3) follow this practice.

In modern practice, all of the section 403 text would be considered an undesignated sub-
section, and the list that begins after “A food shall be deemed to be misbranded—” would consist
of paragraphs (1), (2), etc.

In section 403, however, the original authors of the 1938 Act used a list consisting of (a), (b),
etc., and the authors referred to “(a)” as a paragraph, “(1)” as a subparagraph, “(A)” as a clause,
and “(i)” as a subclause. (Express references to organizational units below the “(i)” level have
been avoided.)

The original authors followed this approach in each section in this Act whose text was a list
consisting of (a), (b), etc. Such sections include sections 201, 301, 402, 403, 501, 502, 601, and
602.

Some of these sections have numerous internal cross-references. Rather than conforming each
of these to the modern practice, the usual approach in making amendments to these sections
has been to follow the approach used by the original authors of the 1938 Act.

28Thid.

29 S0 in law. Probably should be followed by a comma.
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quirements of this paragraph is impracticable, exemptions shall be
established by regulations promulgated by the Secretary. The pro-
visions of this paragraph and paragraphs (g) and (i) with respect
to artificial coloring shall not apply in the case of butter, cheese,
or ice cream. The provisions of this paragraph with respect to
chemical preservatives shall not apply to a pesticide chemical when
used in or on a raw agricultural commodity which is the produce
of the soil.

(1) If it is a raw agricultural commodity which is the produce
of the soil, bearing or containing a pesticide chemical applied after
harvest, unless the shipping container of such commodity bears la-
beling which declares the presence of such chemical in or on such
commodity and the common or usual name and the function of
such chemical, except that no such declaration shall be required
while such commodity, having been removed from the shipping con-
tainer, is being held or displayed for sale at retail out of such con-
tainer in accordance with the custom of the trade.

(m) If it is a color additive, unless its packaging and labeling
are in conformity with such packaging and labeling requirements,
applicable to such color additive, as may be contained in regula-
tions issued under section 721.

(n) If its packaging or labeling is in violation of an applicable
regulation issued pursuant to section 3 or 4 of the Poison Preven-
tion Packaging Act of 1970.

(q)(1)39 Except as provided in subparagraphs (3), (4), and (5),
if it is a food intended for human consumption and is offered for
sale, unless its label or labeling bears nutrition information that
provides—

(A)(1) the serving size which is an amount customarily con-
sumed and which is expressed in a common household measure
that is appropriate to the food, or

(ii) if the use of the food is not typically expressed in a
serving size, the common household unit of measure that ex-
presses the serving size of the food,

(B) the number of servings or other units of measure per
container,

(C) the total number of calories—

(i) derived from any source, and
(i1) derived from the total fat,

in each serving size or other unit of measure of the food,

(D) the amount of the following nutrients: Total fat, satu-
rated fat, cholesterol, sodium, total carbohydrates, complex car-
bohydrates, sugars, dietary fiber, and total protein contained in
each serving size or other unit of measure,

(E) any vitamin, mineral, or other nutrient required to be
placed on the label and labeling of food under this Act before
October 1, 1990, if the Secretary determines that such informa-
tion will assist consumers in maintaining healthy dietary prac-
tices.

The Secretary may by regulation require any information required
to be placed on the label or labeling by this subparagraph or sub-

30 Paragraph (o) was repealed by Public Law 106-554 (114 Stat. 2763A-73). Paragraph (p)
was struck by Public Law 104-124 (110 Stat. 882).
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paragraph (2)(A) to be highlighted on the label or labeling by larger
type, bold type, or contrasting color if the Secretary determines
that such highlighting will assist consumers in maintaining
healthy dietary practices.

(2)(A) If the Secretary determines that a nutrient other than
a nutrient required by subparagraph (1)(C), (1)(D), or (1)(E) should
be included in the label or labeling of food subject to subparagraph
(1) for purposes of providing information regarding the nutritional
value of such food that will assist consumers in maintaining
healthy dietary practices, the Secretary may by regulation require
that information relating to such additional nutrient be included in
the label or labeling of such food.

(B) If the Secretary determines that the information relating to
a nutrient required by subparagraph (1)(C), (1)D), or (1)(E) or
clause (A) of this subparagraph to be included in the label or label-
ing of food is not necessary to assist consumers in maintaining
healthy dietary practices, the Secretary may by regulation remove
information relating to such nutrient from such requirement.

(3) For food that is received in bulk containers at a retail es-
tablishment, the Secretary may, by regulation, provide that the nu-
trition information required by subparagraphs (1) and (2) be dis-
played at the location in the retail establishment at which the food
is offered for sale.

(4)(A) The Secretary shall provide for furnishing the nutrition
information required by subparagraphs (1) and (2) with respect to
raw agricultural commodities and raw fish by issuing voluntary nu-
trition guidelines, as provided by clause (B) or by issuing regula-
tions that are mandatory as provided by clause (D).

(B)d) Upon the expiration of 12 months after the date of the
enactment of the Nutrition Labeling and Education Act of 199031,
the Secretary, after providing an opportunity for comment, shall
issue guidelines for food retailers offering raw agricultural com-
modities or raw fish to provide nutrition information specified in
subparagraphs (1) and (2). Such guidelines shall take into account
the actions taken by food retailers during such 12-month period to
provide to consumers nutrition information on raw agricultural
commodities and raw fish. Such guidelines shall only apply—

(I) in the case of raw agricultural commodities, to the 20
varieties of vegetables most frequently consumed during a year
and the 20 varieties of fruit most frequently consumed during
a year, and

(IT) to the 20 varieties of raw fish most frequently con-
sumed during a year.

The vegetables, fruits, and raw fish to which such guidelines apply
shall be determined by the Secretary by regulation and the Sec-
retary may apply such guidelines regionally.

(11) Upon the expiration of 12 months after the date of the en-
actment of the Nutrition Labeling and Education Act of 199031, the
Secretary shall issue a final regulation defining the circumstances
that constitute substantial compliance by food retailers with the
guidelines issued under subclause (i). The regulation shall provide
that there is not substantial compliance if a significant number of

31 Public Law 101-535, which was enacted November 8, 1990.
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retailers have failed to comply with the guidelines. The size of the
retailers and the portion of the market served by retailers in com-
pliance with the guidelines shall be considered in determining
whether the substantial-compliance standard has been met.

(C)d) Upon the expiration of 30 months after the date of the
enactment of the Nutrition Labeling and Education Act of 199031,
the Secretary shall issue a report on actions taken by food retailers
to provide consumers with nutrition information for raw agricul-
tural commodities and raw fish under the guidelines issued under
clause (A). Such report shall include a determination of whether
there is substantial compliance with the guidelines.

(i) If the Secretary finds that there is substantial compliance
with the guidelines, the Secretary shall issue a report and make a
determination of the type required in subclause (i) every two years.

(D)(1) If the Secretary determines that there is not substantial
compliance with the guidelines issued under clause (A), the Sec-
retary shall at the time such determination is made issue proposed
regulations requiring that any person who offers raw agricultural
commodities or raw fish to consumers provide, in a manner pre-
scribed by regulations, the nutrition information required by sub-
paragraphs (1) and (2). The Secretary shall issue final regulations
imposing such requirements 6 months after issuing the proposed
regulations. The final regulations shall become effective 6 months
after the date of their promulgation.

(i1) Regulations issued under subclause (i) may require that the
nutrition information required by subparagraphs (1) and (2) be pro-
vided for more than 20 varieties of vegetables, 20 varieties of fruit,
and 20 varieties of fish most frequently consumed during a year if
the Secretary finds that a larger number of such products are fre-
quently consumed. Such regulations shall permit such information
to be provided in a single location in each area in which raw agri-
cultural commodities and raw fish are offered for sale. Such regula-
tions may provide that information shall be expressed as an aver-
age or range per serving of the same type of raw agricultural com-
modity or raw fish. The Secretary shall develop and make available
to the persons who offer such food to consumers the information re-
quired by subparagraphs (1) and (2).

(iii) Regulations issued under subclause (i) shall permit the re-
quired information to be provided in each area of an establishment
in which raw agricultural commodities and raw fish are offered for
sale. The regulations shall permit food retailers to display the re-
quired information by supplying copies of the information provided
by the Secretary, by making the information available in brochure,
notebook or leaflet form, or by posting a sign disclosing the infor-
mation. Such regulations shall also permit presentation of the re-
quired information to be supplemented by a video, live demonstra-
tion, or other media which the Secretary approves.

(E) For purposes of this subparagraph, the term “fish” includes
freshwater or marine fin fish, crustaceans, and mollusks, including
shellfish, amphibians, and other forms of aquatic animal life.

(F) No person who offers raw agricultural commodities or raw
fish to consumers may be prosecuted for minor violations of this
subparagraph if there has been substantial compliance with the re-
quirements of this paragraph.
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. d(5)(A) Subparagraphs (1), (2), (3), and (4) shall not apply to
0od—

(i) except as provided in clause (H)(ii)(III), which is served
in restaurants or other establishments in which food is served
for immediate human consumption or which is sold for sale or
use in such establishments,

(i1) except as provided in clause (H)@i)(III), which is proc-
essed and prepared primarily in a retail establishment, which
is ready for human consumption, which is of the type described
in subclause (i), and which is offered for sale to consumers but
not for immediate human consumption in such establishment
and which is not offered for sale outside such establishment,

(iii) which is an infant formula subject to section 412,

(iv) which is a medical food as defined in section 5(b) of the
Orphan Drug Act (21 U.S.C. 360ee(b)), or

(v) which is described in section 405(2).

(B) Subparagraphs (1) and (2) shall not apply to the label of
a food if the Secretary determines by regulations that compliance
with such subparagraphs is impracticable because the package of
such food is too small to comply with the requirements of such sub-
paragraphs and if the label of such food does not contain any nutri-
tion information.

(C) If a food contains insignificant amounts, as determined by
the Secretary, of all the nutrients required by subparagraphs (1)
and (2) to be listed in the label or labeling of food, the require-
ments of such subparagraphs shall not apply to such food if the
label, labeling, or advertising of such food does not make any claim
with respect to the nutritional value of such food. If a food contains
insignificant amounts, as determined by the Secretary, of more
than one-half the nutrients required by subparagraphs (1) and (2)
to be in the label or labeling of the food, the Secretary shall require
the amounts of such nutrients to be stated in a simplified form pre-
scribed by the Secretary.

(D) If a person offers food for sale and has annual gross sales
made or business done in sales to consumers which is not more
than $500,000 or has annual gross sales made or business done in
sales of food to consumers which is not more than $50,000, the re-
quirements of subparagraphs (1), (2), (3), and (4) shall not apply
with respect to food sold by such person to consumers unless the
label or labeling of food offered by such person provides nutrition
information or makes a nutrition claim.

(E)3) During the 12-month period for which an exemption from
subparagraphs (1) and (2) is claimed pursuant to this subclause,
the requirements of such subparagraphs shall not apply to any food
product if—

(I) the labeling for such product does not provide nutrition
information or make a claim subject to paragraph (r),

(IT) the person who claims for such product an exemption
from such subparagraphs employed fewer than an average of
100 full-time equivalent employees,

(IIT) such person provided the notice described in sub-
clause (iii), and

(IV) in the case of a food product which was sold in the 12-
month period preceding the period for which an exemption was
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claimed, fewer than 100,000 units of such product were sold in
the United States during such preceding period, or in the case
of a food product which was not sold in the 12-month period
preceding the period for which such exemption is claimed,
fewer than 100,000 units of such product are reasonably antici-
pated to be sold in the United States during the period for
which such exemption is claimed.

(i1) During the 12-month period after the applicable date re-
ferred to in this sentence, the requirements of subparagraphs (1)
and (2) shall not apply to any food product which was first intro-
duced into interstate commerce before May 8, 1994, if the labeling
for such product does not provide nutrition information or make a
claim subject to paragraph (r), if such person provided the notice
described in subclause (iii), and if—

(I) during the 12-month period preceding May 8, 1994, the
person who claims for such product an exemption from such
subparagraphs employed fewer than an average of 300 full-
time equivalent employees and fewer than 600,000 units of
such product were sold in the United States,

(II) during the 12-month period preceding May 8, 1995, the
person who claims for such product an exemption from such
subparagraphs employed fewer than an average of 300 full-
time equivalent employees and fewer than 400,000 units of
such product were sold in the United States, or

(IIT) during the 12-month period preceding May 8, 1996,
the person who claims for such product an exemption from
such subparagraphs employed fewer than an average of 200
full-time equivalent employees and fewer than 200,000 units of
such product were sold in the United States.

(iii) The notice referred to in subclauses (i) and (ii) shall be
given to the Secretary prior to the beginning of the period during
which the exemption under subclause (i) or (ii) is to be in effect,
shall state that the person claiming such exemption for a food
product has complied with the applicable requirements of subclause
(1) or (i), and shall—

(I) state the average number of full-time equivalent em-
ployees such person employed during the 12 months preceding
the date such person claims such exemption,

(II) state the approximate number of units the person
claiming the exemption sold in the United States,

(IIT) if the exemption is claimed for a food product which
was sold in the 12-month period preceding the period for which
the exemption was claimed, state the approximate number of
units of such product which were sold in the United States
during such preceding period, and, if the exemption is claimed
for a food product which was not sold in such preceding period,
state the number of units of such product which such person
reasonably anticipates will be sold in the United States during
the period for which the exemption was claimed, and

(IV) contain such information as the Secretary may require
to verify the information required by the preceding provisions
of this subclause if the Secretary has questioned the validity
of such information.
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If a person is not an importer, has fewer than 10 full-time equiva-
lent employees, and sells fewer than 10,000 units of any food prod-
uct in any year, such person is not required to file a notice for such
product under this subclause for such year.

(iv) In the case of a person who claimed an exemption under
subclause (i) or (ii), if, during the period of such exemption, the
number of full-time equivalent employees of such person exceeds
the number in such subclause or if the number of food products
sold in the United States exceeds the number in such subclause,
such exemption shall extend to the expiration of 18 months after
the date the number of full-time equivalent employees or food prod-
ucts sold exceeded the applicable number.

(v) For any food product first introduced into interstate com-
merce after May 8, 2002, the Secretary may by regulation lower
the employee or units of food products requirement of subclause (i)
if the Secretary determines that the cost of compliance with such
lower requirement will not place an undue burden on persons sub-
ject to such lower requirement.

(vi) For purposes of subclauses (i), (ii), (iii), (iv), and (v)—

(I) the term “unit” means the packaging or, if there is no
packaging, the form in which a food product is offered for sale
to consumers,

(IT) the term “food product” means food in any sized pack-
age which is manufactured by a single manufacturer or which
bears the same brand name, which bears the same statement
of identity, and which has similar preparation methods, and

(IIT) the term “person” in the case of a corporation includes
all domestic and foreign affiliates of the corporation.

(F) A dietary supplement product (including a food to which
section 411 applies) shall comply with the requirements of subpara-
graphs (1) and (2) in a manner which is appropriate for the product
and which is specified in regulations of the Secretary which shall
provide that—

(i) nutrition information shall first list those dietary ingre-
dients that are present in the product in a significant amount
and for which a recommendation for daily consumption has
been established by the Secretary, except that a dietary ingre-
dient shall not be required to be listed if it is not present in
a significant amount, and shall list any other dietary ingre-
dient present and identified as having no such recommenda-
tion;

(i) the listing of dietary ingredients shall include the
quantity of each such ingredient (or of a proprietary blend of
such ingredients) per serving;

(iii) the listing of dietary ingredients may include the
source of a dietary ingredient; and

(iv) the nutrition information shall immediately precede
the ingredient information required under subclause (i), except
that no ingredient identified pursuant to subclause (i) shall be
required to be identified a second time.

(G) Subparagraphs (1), (2), (3), and (4) shall not apply to food
which is sold by a food distributor if the food distributor principally
sells food to restaurants or other establishments in which food is
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served for immediate human consumption and does not manufac-
ture, process, or repackage the food it sells.

(H) RESTAURANTS, RETAIL FOOD ESTABLISHMENTS, AND VEND-
ING MACHINES.—

(i) GENERAL REQUIREMENTS FOR RESTAURANTS AND SIMILAR
RETAIL FOOD ESTABLISHMENTS.—Except for food described in
subclause (vii), in the case of food that is a standard menu
item that is offered for sale in a restaurant or similar retail
food establishment that is part of a chain with 20 or more loca-
tions doing business under the same name (regardless of the
type of ownership of the locations) and offering for sale sub-
stantially the same menu items, the restaurant or similar re-
tail food establishment shall disclose the information described
in subclauses (ii) and (iii).

(i1) INFORMATION REQUIRED TO BE DISCLOSED BY RES-
TAURANTS AND RETAIL FOOD ESTABLISHMENTS.—Except as pro-
vided in subclause (vii), the restaurant or similar retail food es-
tablishment shall disclose in a clear and conspicuous manner—

(I)(aa) in a nutrient content disclosure statement adja-
cent to the name of the standard menu item, so as to be
clearly associated with the standard menu item, on the
menu listing the item for sale, the number of calories con-
tained in the standard menu item, as usually prepared
and offered for sale; and

(bb) a succinct statement concerning suggested daily
caloric intake, as specified by the Secretary by regulation
and posted prominently on the menu and designed to en-
able the public to understand, in the context of a total
daily diet, the significance of the caloric information that
is provided on the menu;

(I)(aa) in a nutrient content disclosure statement ad-
jacent to the name of the standard menu item, so as to be
clearly associated with the standard menu item, on the
menu board, including a drive-through menu board, the
number of calories contained in the standard menu item,
as usually prepared and offered for sale; and

(bb) a succinct statement concerning suggested daily
caloric intake, as specified by the Secretary by regulation
and posted prominently on the menu board, designed to
enable the public to understand, in the context of a total
daily diet, the significance of the nutrition information
that is provided on the menu board,

(IIT) in a written form, available on the premises of the
restaurant or similar retail establishment and to the consumer
upon request, the nutrition information required under clauses
(C) and (D) of subparagraph (1); and

(IV) on the menu or menu board, a prominent, clear, and
conspicuous statement regarding the availability of the infor-
mation described in item (III).

(iii) SELF-SERVICE FOOD AND FOOD ON DISPLAY.—Except as
provided in subclause (vii), in the case of food sold at a salad
bar, buffet line, cafeteria line, or similar self-service facility,
and for self-service beverages or food that is on display and
that is visible to customers, a restaurant or similar retail food
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establishment shall place adjacent to each food offered a sign
that lists calories per displayed food item or per serving.

(iv) REASONABLE BASIS.—For the purposes of this clause, a
restaurant or similar retail food establishment shall have a
reasonable basis for its nutrient content disclosures, including
nutrient databases, cookbooks, laboratory analyses, and other
reasonable means, as described in section 101.10 of title 21,
Code of Federal Regulations (or any successor regulation) or in
a related guidance of the Food and Drug Administration.

(v) MENU VARIABILITY AND COMBINATION MEALS.—The Sec-
retary shall establish by regulation standards for determining
and disclosing the nutrient content for standard menu items
that come in different flavors, varieties, or combinations, but
which are listed as a single menu item, such as soft drinks, ice
cream, pizza, doughnuts, or children’s combination meals,
through means determined by the Secretary, including ranges,
averages, or other methods.

(vi) ADDITIONAL INFORMATION.—If the Secretary deter-
mines that a nutrient, other than a nutrient required under
subclause (ii)(III), should be disclosed for the purpose of pro-
viding information to assist consumers in maintaining healthy
dietary practices, the Secretary may require, by regulation, dis-
closure of such nutrient in the written form required under
subclause (ii)(ITI).

(vii) NONAPPLICABILITY TO CERTAIN FOOD.—

(I) IN GENERAL.—Subclauses (i) through (vi) do not
apply to—

(aa) items that are not listed on a menu or menu
board (such as condiments and other items placed on
the table or counter for general use);

(bb) daily specials, temporary menu items appear-
ing on the menu for less than 60 days per calendar
year, or custom orders; or

(cc) such other food that is part of a customary
market test appearing on the menu for less than 90
days, under terms and conditions established by the
Secretary.

(IT) WRITTEN FORMS.—Subparagraph (5)(C) shall apply

to any regulations promulgated under subclauses (ii)(1II)

and (vi).

(viii) VENDING MACHINES.—

(I) IN GENERAL.—In the case of an article of food sold
from a vending machine that—

(aa) does not permit a prospective purchaser to ex-
amine the Nutrition Facts Panel before purchasing the
article or does not otherwise provide visible nutrition
information at the point of purchase; and
(bb) is operated by a person who is engaged in the
business of owning or operating 20 or more vending
machines,
the vending machine operator shall provide a sign in close
proximity to each article of food or the selection button
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that includes a clear and conspicuous statement disclosing

the number of calories contained in the article.

(ix) VOLUNTARY PROVISION OF NUTRITION INFORMATION.—

(I) IN GENERAL.—An authorized official of any res-
taurant or similar retail food establishment or vending
machine operator not subject to the requirements of this
clause may elect to be subject to the requirements of such
clause, by registering biannually the name and address of
such restaurant or similar retail food establishment or
vending machine operator with the Secretary, as specified
by the Secretary by regulation.

(IT) REGISTRATION.—Within 120 days of enactment of
this clause, the Secretary shall publish a notice in the Fed-
eral Register specifying the terms and conditions for imple-
mentation of item (I), pending promulgation of regulations.

(II1) RULE OF CONSTRUCTION.—Nothing in this sub-
clause shall be construed to authorize the Secretary to re-
quire an application, review, or licensing process for any
entity to register with the Secretary, as described in such
item.

(x) REGULATIONS.—

(I) PROPOSED REGULATION.—Not later than 1 year
after the date of enactment of this clause, the Secretary
shall promulgate proposed regulations to carry out this
clause.

(IT) CoNTENTS.—In promulgating regulations, the Sec-
retary shall—

(aa) consider standardization of recipes and meth-
ods of preparation, reasonable variation in serving size
and formulation of menu items, space on menus and
menu boards, inadvertent human error, training of
food service workers, variations in ingredients, and
other factors, as the Secretary determines; and

(bb) specify the format and manner of the nutrient
content disclosure requirements under this subclause.
(ITI) REPORTING.—The Secretary shall submit to the

Committee on Health, Education, Labor, and Pensions of

the Senate and the Committee on Energy and Commerce

of the House of Representatives a quarterly report that de-
scribes the Secretary’s progress toward promulgating final
regulations under this subparagraph.

(xi) DEFINITION.—In this clause, the term “menu” or
“menu board” means the primary writing of the restaurant or
other similar retail food establishment from which a consumer
makes an order selection.

(r)(1) Except as provided in clauses (A) through (C) of subpara-
graph (5), if it is a food intended for human consumption which is
offered for sale and for which a claim is made in the label or label-
ing of the food which expressly or by implication—

(A) characterizes the level of any nutrient which is of the
type required by paragraph (q)(1) or (q)(2) to be in the label or
labeling of the food unless the claim is made in accordance
with subparagraph (2), or
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(B) characterizes the relationship of any nutrient which is
of the type required by paragraph (q)(1) or (q)(2) to be in the
label or labeling of the food to a disease or a health-related
condition unless the claim is made in accordance with subpara-
graph (3) or (5)(D).

A statement of the type required by paragraph (q) that appears as
part of the nutrition information required or permitted by such
paragraph is not a claim which is subject to this paragraph and a
claim subject to clause (A) is not subject to clause (B).

(2)(A) Except as provided in subparagraphs (4)(A)(ii) and
(4)(A)(ii) and clauses (A) through (C) of subparagraph (5), a claim
described in subparagraph (1)(A)—

(i) may be made only if the characterization of the level
made in the claim uses terms which are defined in regulations
of the Secretary,

(i) may not state the absence of a nutrient unless—

(I) the nutrient is usually present in the food or in a
food which substitutes for the food as defined by the Sec-
retary by regulation, or

(IT) the Secretary by regulation permits such a state-
ment on the basis of a finding that such a statement would
assist consumers in maintaining healthy dietary practices
and the statement discloses that the nutrient is not usu-
ally present in the food,

(ii1l) may not be made with respect to the level of choles-
terol in the food if the food contains, as determined by the Sec-
retary by regulation, fat or saturated fat in an amount which
increases to persons in the general population the risk of dis-
ease or a health related condition which is diet related un-
less—

(I) the Secretary finds by regulation that the level of
cholesterol is substantially less than the level usually
present in the food or in a food which substitutes for the
food and which has a significant market share, or the Sec-
retary by regulation permits a statement regarding the ab-
sence of cholesterol on the basis of a finding that choles-
terol is not usually present in the food and that such a
statement would assist consumers in maintaining healthy
dietary practices and a requirement that the statement
dis(tlzlose that cholesterol is not usually present in the food,
an

(IT) the label or labeling of the food discloses the level
of such fat or saturated fat in immediate proximity to such
claim and with appropriate prominence which shall be no
less than one-half the size of the claim with respect to the
level of cholesterol,

(iv) may not be made with respect to the level of saturated
fat in the food if the food contains cholesterol unless the label
or labeling of the food discloses the level of cholesterol in the
food in immediate proximity to such claim and with appro-
priate prominence which shall be no less than one-half the size
of the claim with respect to the level of saturated fat,

(v) may not state that a food is high in dietary fiber unless
the food is low in total fat as defined by the Secretary or the
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label or labeling discloses the level of total fat in the food in

immediate proximity to such statement and with appropriate

prominence which shall be no less than one-half the size of the
claim with respect to the level of dietary fiber, and

(vi) may not be made if the Secretary by regulation pro-
hibits the claim because the claim is misleading in light of the
level of another nutrient in the food.

(B) If a claim described in subparagraph (1)(A) is made with
respect to a nutrient in a food and the Secretary makes a deter-
mination that the food contains a nutrient at a level that increases
to persons in the general population the risk of a disease or health-
related condition that is diet related, the label or labeling of such
food shall contain, prominently and in immediate proximity to such
claim, the following statement: “See nutrition information for
content.” The blank shall identify the nutrient associated with the
increased disease or health-related condition risk. In making the
determination described in this clause, the Secretary shall take
into account the significance of the food in the total daily diet.

(C) Subparagraph (2)(A) does not apply to a claim described in
subparagraph (1)(A) and contained in the label or labeling of a food
if such claim is contained in the brand name of such food and such
brand name was in use on such food before October 25, 1989, un-
less the brand name contains a term defined by the Secretary
under subparagraph (2)(A)(i). Such a claim is subject to paragraph
(a).

(D) Subparagraph (2) does not apply to a claim described in
subparagraph (1)(A) which uses the term “diet” and is contained in
the label or labeling of a soft drink if (i) such claim is contained
in the brand name of such soft drink, (ii) such brand name was in
use on such soft drink before October 25, 1989, and (iii) the use of
the term “diet” was in conformity with section 105.66 of title 21 of
the Code of Federal Regulations. Such a claim is subject to para-
graph (a).

(E) Subclauses (i) through (v) of subparagraph (2)(A) do not
apply to a statement in the label or labeling of food which describes
the percentage of vitamins and minerals in the food in relation to
the amount of such vitamins and minerals recommended for daily
consumption by the Secretary.

(F) Subclause (i) clause (A) does not apply to a statement in
the labeling of a dietary supplement that characterizes the percent-
age level of a dietary ingredient for which the Secretary has not es-
tablished a reference daily intake, daily recommended value, or
other recommendation for daily consumption.

(G) A claim of the type described in subparagraph (1)(A) for a
nutrient, for which the Secretary has not promulgated a regulation
under clause (A)(i), shall be authorized and may be made with re-
spect to a food if—

(i) a scientific body of the United States Government with
official responsibility for public health protection or research
directly relating to human nutrition (such as the National In-
stitutes of Health or the Centers for Disease Control and Pre-
vention) or the National Academy of Sciences or any of its sub-
divisions has published an authoritative statement, which is
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currently in effect, which identifies the nutrient level to which
the claim refers;
(i) a person has submitted to the Secretary, at least 120
days (during which the Secretary may notify any person who
is making a claim as authorized by clause (C) that such person
has not submitted all the information required by such clause)
before the first introduction into interstate commerce of the
food with a label containing the claim, (I) a notice of the claim,
which shall include the exact words used in the claim and shall
include a concise description of the basis upon which such per-
son relied for determining that the requirements of subclause
(i) have been satisfied, (II) a copy of the statement referred to
in subclause (i) upon which such person relied in making the
claim, and (ITI) a balanced representation of the scientific lit-
erature relating to the nutrient level to which the claim refers;
(111) the claim and the food for which the claim is made are
in compliance with clauses (A) and (B), and are otherwise in
compliance with paragraph (a) and section 201(n); and
(iv) the claim is stated in a manner so that the claim is
an accurate representation of the authoritative statement re-
ferred to in subclause (i) and so that the claim enables the
public to comprehend the information provided in the claim
and to understand the relative significance of such information
in the context of a total daily diet.
For purposes of this clause, a statement shall be regarded as an
authoritative statement of a scientific body described in subclause
(i) only if the statement is published by the scientific body and
shall not include a statement of an employee of the scientific body
made in the individual capacity of the employee.

(H) A claim submitted under the requirements of clause (G)
may be made until—

(i) such time as the Secretary issues a regulation—

(I) prohibiting or modifying the claim and the regula-
tion has become effective, or

(II) finding that the requirements of clause (G) have
not been met, including finding that the petitioner had not
submitted all the information required by such clause; or

(ii) a district court of the United States in an enforcement
proceeding under chapter III has determined that the require-
ments of clause (G) have not been met.

(3)(A) Except as provided in subparagraph (5), a claim de-
scribed in subparagraph (1)(B) may only be made—

(i) if the claim meets the requirements of the regulations
of the Secretary promulgated under clause (B), and

(i1) if the food for which the claim is made does not con-
tain, as determined by the Secretary by regulation, any nutri-
ent in an amount which increases to persons in the general
population the risk of a disease or health-related condition
which is diet related, taking into account the significance of
the food in the total daily diet, except that the Secretary may
by regulation permit such a claim based on a finding that such
a claim would assist consumers in maintaining healthy dietary
practices and based on a requirement that the label contain a
disclosure of the type required by subparagraph (2)(B).
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(B)d) The Secretary shall promulgate regulations authorizing
claims of the type described in subparagraph (1)(B) only if the Sec-
retary determines, based on the totality of publicly available sci-
entific evidence (including evidence from well-designed studies con-
ducted in a manner which is consistent with generally recognized
scientific procedures and principles), that there is significant sci-
entific agreement, among experts qualified by scientific training
and experience to evaluate such claims, that the claim is supported
by such evidence.

(i1) A regulation described in subclause (i) shall describe—

(I) the relationship between a nutrient of the type required
in the label or labeling of food by paragraph (q)(1) or (q)(2) and
a disease or health-related condition, and

(IT) the significance of each such nutrient in affecting such
disease or health-related condition.

(iii) A regulation described in subclause (i) shall require such
claim to be stated in a manner so that the claim is an accurate rep-
resentation of the matters set out in subclause (ii) and so that the
claim enables the public to comprehend the information provided in
the claim and to understand the relative significance of such infor-
mation in the context of a total daily diet.

(C) Notwithstanding the provisions of clauses (A)(i) and (B), a
claim of the type described in subparagraph (1)(B) which is not au-
thorized by the Secretary in a regulation promulgated in accord-
ance with clause (B) shall be authorized and may be made with re-
spect to a food if—

(i) a scientific body of the United States Government with
official responsibility for public health protection or research
directly relating to human nutrition (such as the National In-
stitutes of Health or the Centers for Disease Control and Pre-
vention) or the National Academy of Sciences or any of its sub-
divisions has published an authoritative statement, which is
currently in effect, about the relationship between a nutrient
?nd a disease or health-related condition to which the claim re-
ers;

(i) a person has submitted to the Secretary, at least 120
days (during which the Secretary may notify any person who
is making a claim as authorized by clause (C) that such person
has not submitted all the information required by such clause)
before the first introduction into interstate commerce of the
food with a label containing the claim, (I) a notice of the claim,
which shall include the exact words used in the claim and shall
include a concise description of the basis upon which such per-
son relied for determining that the requirements of subclause
(1) have been satisfied, (II) a copy of the statement referred to
in subclause (i) upon which such person relied in making the
claim, and (ITI) a balanced representation of the scientific lit-
erature relating to the relationship between a nutrient and a
disease or health-related condition to which the claim refers;

(iii) the claim and the food for which the claim is made are
in compliance with clause (A)(ii) and are otherwise in compli-
ance with paragraph (a) and section 201(n); and

(iv) the claim is stated in a manner so that the claim is
an accurate representation of the authoritative statement re-
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ferred to in subclause (i) and so that the claim enables the
public to comprehend the information provided in the claim
and to understand the relative significance of such information
in the context of a total daily diet.
For purposes of this clause, a statement shall be regarded as an
authoritative statement of a scientific body described in subclause
(i) only if the statement is published by the scientific body and
shall not include a statement of an employee of the scientific body
made in the individual capacity of the employee.

(D) A claim submitted under the requirements of clause (C)
may be made until—

(i) such time as the Secretary issues a regulation under

the standard in clause (B)(i)—

(I) prohibiting or modifying the claim and the regula-
tion has become effective, or
(II) finding that the requirements of clause (C) have
not been met, including finding that the petitioner has not
submitted all the information required by such clause; or
(i1) a district court of the United States in an enforcement
proceeding under chapter III has determined that the require-
ments of clause (C) have not been met.

(4)(A)(1) Any person may petition the Secretary to issue a regu-
lation under subparagraph (2)(A)(i) or (3)(B) relating to a claim de-
scribed in subparagraph (1)(A) or (1)(B). Not later than 100 days
after the petition is received by the Secretary, the Secretary shall
issue a final decision denying the petition or file the petition for
further action by the Secretary. If the Secretary does not act within
such 100 days, the petition shall be deemed to be denied unless an
extension is mutually agreed upon by the Secretary and the peti-
tioner. If the Secretary denies the petition or the petition is deemed
to be denied, the petition shall not be made available to the public.
If the Secretary files the petition, the Secretary shall deny the peti-
tion or issue a proposed regulation to take the action requested in
the petition not later than 90 days after the date of such decision.
If the Secretary does not act within such 90 days, the petition shall
be deemed to be denied unless an extension is mutually agreed
upon by the Secretary and the petitioner. If the Secretary issues
a proposed regulation, the rulemaking shall be completed within
540 days of the date the petition is received by the Secretary. If
the Secretary does not issue a regulation within such 540 days, the
Secretary shall provide the Committee on Commerce of the House
of Representatives and the Committee on Labor and Human Re-
sources of the Senate the reasons action on the regulation did not
occur within such 540 days.

(i1)) Any person may petition the Secretary for permission to
use in a claim described in subparagraph (1)(A) terms that are con-
sistent with the terms defined by the Secretary under subpara-
graph (2)(A)(i). Within 90 days of the submission of such a petition,
the Secretary shall issue a final decision denying the petition or
granting such permission.

(iii) Any person may petition the Secretary for permission to
use an implied claim described in subparagraph (1)(A) in a brand
name. After publishing notice of an opportunity to comment on the
petition in the Federal Register and making the petition available
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to the public, the Secretary shall grant the petition if the Secretary

finds that such claim is not misleading and is consistent with

terms defined by the Secretary under subparagraph (2)(A)(i). The

Secretary shall grant or deny the petition within 100 days of the

date it is submitted to the Secretary and the petition shall be con-

fiidered granted if the Secretary does not act on it within such 100
ays.

(B) A petition under clause (A)(i) respecting a claim described
in subparagraph (1)(A) or (1)(B) shall include an explanation of the
reasons why the claim meets the requirements of this paragraph
and a summary of the scientific data which supports such reasons.

(C) If a petition for a regulation under subparagraph (3)(B) re-
lies on a report from an authoritative scientific body of the United
States, the Secretary shall consider such report and shall justify
any decision rejecting the conclusions of such report.

(5)(A) This paragraph does not apply to infant formulas subject
to section 412(h) and medical foods as defined in section 5(b) of the
Orphan Drug Act.

(B) Subclauses (iii) through (v) of subparagraph (2)(A) and sub-
paragraph (2)(B) do not apply to food which is served in res-
taurants or other establishments in which food is served for imme-
diate human consumption or which is sold for sale or use in such
establishments.

(C) A subparagraph (1)(A) claim made with respect to a food
which claim is required by a standard of identity issued under sec-
tion 401 shall not be subject to subparagraph (2)(A)(i) or (2)(B).

(D) A subparagraph (1)(B) claim made with respect to a dietary
supplement of vitamins, minerals, herbs, or other similar nutri-
tional substances shall not be subject to subparagraph (3) but shall
be subject to a procedure and standard, respecting the validity of
such claim, established by regulation of the Secretary.

(6) For purposes of paragraph (r)(1)(B), a statement for a die-
tary supplement may be made if—

(A) the statement claims a benefit related to a classical nu-
trient deficiency disease and discloses the prevalence of such
disease in the United States, describes the role of a nutrient
or dietary ingredient intended to affect the structure or func-
tion in humans, characterizes the documented mechanism by
which a nutrient or dietary ingredient acts to maintain such
structure or function, or describes general well-being from con-
sumption of a nutrient or dietary ingredient,

(B) the manufacturer of the dietary supplement has sub-
sta(iltiation that such statement is truthful and not misleading,
an

(C) the statement contains, prominently displayed and in
boldface type, the following: “This statement has not been eval-
uated by the Food and Drug Administration. This product is
not intended to diagnose, treat, cure, or prevent any disease.”.

A statement under this subparagraph may not claim to diagnose,
mitigate, treat, cure, or prevent a specific disease or class of dis-
eases. If the manufacturer of a dietary supplement proposes to
make a statement described in the first sentence of this subpara-
graph in the labeling of the dietary supplement, the manufacturer
shall notify the Secretary no later than 30 days after the first mar-
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keting of the dietary supplement with such statement that such a
statement is being made.

(7) The Secretary may make proposed regulations issued under
this paragraph effective upon publication pending consideration of
public comment and publication of a final regulation if the Sec-
retary determines that such action is necessary—

(A) to enable the Secretary to review and act promptly on
petitions the Secretary determines provide for information nec-
essary to—

(i) enable consumers to develop and maintain healthy
dietary practices;

(i) enable consumers to be informed promptly and ef-
fectively of important new knowledge regarding nutritional
and health benefits of food; or

(iii) ensure that scientifically sound nutritional and
health information is provided to consumers as soon as
possible; or
(B) to enable the Secretary to act promptly to ban or mod-

ify a claim under this paragraph.

Such proposed regulations shall be deemed final agency action for
purposes of judicial review.

(s) If—

(1) it is a dietary supplement; and

(2)(A) the label or labeling of the supplement fails to list—

(i) the name of each ingredient of the supplement that
is described in section 201(ff); and

(ii)(I) the quantity of each such ingredient; or

(IT) with respect to a proprietary blend of such ingredi-
ents, the total quantity of all ingredients in the blend;

(B) the label or labeling of the dietary supplement fails to
identify the product by using the term “dietary supplement”,
which term may be modified with the name of such an ingre-
dient;

(C) the supplement contains an ingredient described in
section 201(ff)(1)(C), and the label or labeling of the supple-
ment fails to identify any part of the plant from which the in-
gredient is derived;

(D) the supplement—

(i) is covered by the specifications of an official com-
pendium,;

(i) is represented as conforming to the specifications
of an official compendium; and

(iii) fails to so conform; or
(E) the supplement—

(i) is not covered by the specifications of an official
compendium; and

(i1)(I) fails to have the identity and strength that the
supplement is represented to have; or

(IT) fails to meet the quality (including tablet or cap-
sule disintegration), purity, or compositional specifications,
based on validated assay or other appropriate methods,
that the supplement is represented to meet.
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A dietary supplement shall not be deemed misbranded solely be-
cause its label or labeling contains directions or conditions of use
or warnings.

(t)32 If it purports to be or is represented as catfish, unless it
is fish classified within the family Ictaluridae.

(u)33 If it purports to be or is represented as ginseng, unless
it is an herb or herbal ingredient derived from a plant classified
within the genus Panax.

(v) If—

(1) it fails to bear a label required by the Secretary under
section 801(n)(1) (relating to food refused admission into the
United States);

(2) the Secretary finds that the food presents a threat of
serious adverse health consequences or death to humans or
animals; and

(3) upon or after notifying the owner or consignee involved
that the label is required under section 801, the Secretary in-
forms the owner or consignee that the food presents such a
threat.

(w)(1)34 If it is not a raw agricultural commodity and it is, or
it contains an ingredient that bears or contains, a major food aller-
gen, unless either—

(A) the word “Contains”, followed by the name of the food
source from which the major food allergen is derived, is printed
immediately after or is adjacent to the list of ingredients (in
a type size no smaller than the type size used in the list of in-
gredients) required under subsections (g) and (i); or

32 Section 403(t) was added by subsection (a)(2) of section 10806 of Public Law 107-171 (116
Stat. 526). Subsection (a)(1) of such section 10806 provides as follows:
(1) IN GENERAL.—Notwithstanding any other provision of law, for purposes of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.)—

A) the term “catfish” may only be considered to be a common or usual name (or part
thereof) for fish classified within the family Ictaluridae; and

(B) only labeling or advertising for fish classified within that family may include the
term “catfish”.

33 Section 403(u) was added by subsection (b)(2) of section 10806 of Public Law 107-171 (116
Stat. 527). Subsection (b)(1) of such section 10806 provides as follows:
(1) IN GENERAL.—Notwithstanding any other provision of law, for purposes of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.)—

(A) the term “ginseng” may only be considered to be a common or usual name (or
part thereof) for any herb or herbal ingredient derived from a plant classified within
the genus Panax; and

(B) only labeling or advertising for herbs or herbal ingredients classified within that
genus may include the term “ginseng”.

34 Paragraphs (w) and (x) were added by section 203(a) of Public Law 108-282. Section 203(d)
provides as follows:

(d) EFFECTIVE DATE.—The amendments made by this section shall apply to any food that is
labeled on or after January 1, 2006.

Section 203(b) of Public Law 108-282 provides as follows:

(b) EFFECT ON OTHER AUTHORITY.—The amendments made by this section that require a label
or labeling for major food allergens do not alter the authority of the Secretary of Health and
Human Services under the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) to re-
quire a label or labeling for other food allergens.

Several provisions of paragraph (w) contain cross-references to other provisions of the para-
graph, and also references to other provisions of this section (section 403). The references to sub-
sections, paragraphs, and subparagraphs probably should be references to paragraphs, subpara-
graphs, and clauses, respectively. See footnote for paragraph (h)(3).

Public Law 108-282 contains several sections concerning food allergens that do not make
amendments to this Act (the Federal Food, Drug, and Cosmetic Act). Section 204 concerns a re-
port to congressional committees; section 205 concerns inspections; section 206 concerns gluten
labeling; section 207 concerns improvements in the collection and publication of data; section
208 concerns research; section 209 concerns the Food Code; and section 210 concerns rec-
ommendations regarding responding to food-related allergic responses.
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(B) the common or usual name of the major food allergen

in the list of ingredients required under subsections (g) and (i)

is followed in parentheses by the name of the food source from

which the major food allergen is derived, except that the name
of the food source is not required when—

(i) the common or usual name of the ingredient uses
the name of the food source from which the major food al-
lergen is derived; or

(i) the name of the food source from which the major
food allergen is derived appears elsewhere in the ingre-
dient list, unless the name of the food source that appears
elsewhere in the ingredient list appears as part of the
name of a food ingredient that is not a major food allergen
under section 201(qq)(2)(A) or (B).

(2) As used in this subsection, the term “name of the food
source from which the major food allergen is derived” means the
name described in section 201(qq)(1); provided that in the case of
a tree nut, fish, or Crustacean shellfish, the term “name of the food
source from which the major food allergen is derived” means the
name of the specific type of nut or species of fish or Crustacean
shellfish.

(3) The information required under this subsection may appear
in labeling in lieu of appearing on the label only if the Secretary
finds that such other labeling is sufficient to protect the public
health. A finding by the Secretary under this paragraph (including
any change in an earlier finding under this paragraph) is effective
upon publication in the Federal Register as a notice.

(4) Notwithstanding subsection (g), (i), or (k), or any other law,
a flavoring, coloring, or incidental additive that is, or that bears or
contains, a major food allergen shall be subject to the labeling re-
quirements of this subsection.

(5) The Secretary may by regulation modify the requirements
of subparagraph (A) or (B) of paragraph (1), or eliminate either the
requirement of subparagraph (A) or the requirements of subpara-
graph (B) of paragraph (1), if the Secretary determines that the
modification or elimination of the requirement of subparagraph (A)
or the requirements of subparagraph (B) is necessary to protect the
public health.

(6)(A) Any person may petition the Secretary to exempt a food
ingredient described in section 201(qq)(2) from the allergen labeling
requirements of this subsection.

(B) The Secretary shall approve or deny such petition within
180 days of receipt of the petition or the petition shall be deemed
denied, unless an extension of time is mutually agreed upon by the
Secretary and the petitioner.

(C) The burden shall be on the petitioner to provide scientific
evidence (including the analytical method used to produce the evi-
dence) that demonstrates that such food ingredient, as derived by
the method specified in the petition, does not cause an allergic re-
sponse that poses a risk to human health.

(D) A determination regarding a petition under this paragraph
shall constitute final agency action.
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(E) The Secretary shall promptly post to a public site all peti-
tions received under this paragraph within 14 days of receipt and
the Secretary shall promptly post the Secretary’s response to each.

(7T)(A) A person need not file a petition under paragraph (6) to
exempt a food ingredient described in section 201(qq)(2) from the
allergen labeling requirements of this subsection, if the person files
with the Secretary a notification containing—

(i) scientific evidence (including the analytical method
used) that demonstrates that the food ingredient (as derived by
the method specified in the notification, where applicable) does
not contain allergenic protein; or

(ii) a determination by the Secretary that the ingredient
does not cause an allergic response that poses a risk to human
health under a premarket approval or notification program
under section 409.

(B) The food ingredient may be introduced or delivered for in-
troduction into interstate commerce as a food ingredient that is not
a major food allergen 90 days after the date of receipt of the notifi-
cation by the Secretary, unless the Secretary determines within the
90-day period that the notification does not meet the requirements
of this paragraph, or there is insufficient scientific evidence to de-
termine that the food ingredient does not contain allergenic protein
or does not cause an allergenic response that poses a risk to human
health.

(C) The Secretary shall promptly post to a public site all notifi-
cations received under this subparagraph within 14 days of receipt
and promptly post any objections thereto by the Secretary.

(x)35 Notwithstanding subsection (g), (i), or (k)36, or any other
law, a spice, flavoring, coloring, or incidental additive that is, or
that bears or contains, a food allergen (other than a major food al-
lergen), as determined by the Secretary by regulation, shall be dis-
closed in a manner specified by the Secretary by regulation.

(y) If it is a dietary supplement that is marketed in the United
States, unless the label of such dietary supplement includes a do-
mestic address or domestic phone number through which the re-
sponsible person (as described in section 761) may receive a report
of a serious adverse event with such dietary supplement.

SEC. 403A.37 [21 U.S.C. 343-1] (a) Except as provided in sub-
section (b), no State or political subdivision of a State may directly
or indirectly establish under any authority or continue in effect as
to any food in interstate commerce—

(1) any requirement for a food which is the subject of a
standard of identity established under section 401 that is not
identical to such standard of identity or that is not identical to
the requirement of section 403(g), except that this paragraph
does not apply to a standard of identity of a State or political
subdivision of a State for maple syrup that is of the type re-
quired by sections 401 and 403(g),

35See footnote to paragraph (w) with regards to an effective date and to the authority of the
Secretary of Health and Human Services.

36 So in law. Probably should be “paragraph (g), (i), or (k)”. See footnote to paragraph (w).

37Section 403A was enacted without a section heading. See section 6(a) of Public Law 101-
535 (104 Stat. 2362).
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(2) any requirement for the labeling of food of the type re-
quired by section 403(c), 403(e), 403(1)(2), 403(w), or 403(x) that
is not identical to the requirement of such section, except that
this paragraph does not apply to a requirement of a State or
political subdivision of a State that is of the type required by
section 403(c) and that is applicable to maple syrup,

(3) any requirement for the labeling of food of the type re-
quired by section 403(b), 403(d), 403(f), 403(h), 403@i)(1), or
403(k) that is not identical to the requirement of such section,
except that this paragraph does not apply to a requirement of
a State or political subdivision of a State that is of the type re-
quired by section 403(h)(1) and that is applicable to maple
syrup,

(4) any requirement for nutrition labeling of food that is
not identical to the requirement of section 403(q), except that
this paragraph does not apply to food that is offered for sale
in a restaurant or similar retail food establishment that is not
part of a chain with 20 or more locations doing business under
the same name (regardless of the type of ownership of the loca-
tions) and offering for sale substantially the same menu items
unless such restaurant or similar retail food establishment
complies with the voluntary provision of nutrition information
requirements under section 403(q)(5)(H)(ix), or

(5) any requirement respecting any claim of the type de-
scribed in section 403(r)(1) made in the label or labeling of food
that is not identical to the requirement of section 403(r), except
a requirement respecting a claim made in the label or labeling
of food which is exempt under section 403(r)(5)(B).

Paragraph (3) shall take effect in accordance with section 6(b) of
the Nutrition Labeling and Education Act of 1990.

(b) Upon petition of a State or a political subdivision of a State,
the Secretary may exempt from subsection (a), under such condi-
tions as may be prescribed by regulation, any State or local re-
quirement that—

(1) would not cause any food to be in violation of any appli-
cable requirement under Federal law,

(2) would not unduly burden interstate commerce, and

(3) is designed to address a particular need for information
which need is not met by the requirements of the sections re-
ferred to in subsection (a).

DIETARY SUPPLEMENT LABELING EXEMPTIONS

SEc. 403B. [21 U.S.C. 343—-2] (a) IN GENERAL.—A publication,
including an article, a chapter in a book, or an official abstract of
a peer-reviewed scientific publication that appears in an article and
was prepared by the author or the editors of the publication, which
is reprinted in its entirety, shall not be defined as labeling when
used in connection with the sale of a dietary supplement to con-
sumers when it—

(1) is not false or misleading;
(2) does not promote a particular manufacturer or brand of

a dietary supplement;

August 6, 2018 As Amended Through P.L. 115-176, Enacted May 30, 2018



G:\COMP\FDA\FEDERAL FOOD, DRUG, AND COSMETIC ACT.XML

Sec. 403C FEDERAL FOOD, DRUG, AND COSMETIC ACT 12

(3) is displayed or presented, or is displayed or presented
with other such items on the same subject matter, so as to
present a balanced view of the available scientific information
on a dietary supplement;

(4) if displayed in an establishment, is physically separate
from the dietary supplements; and

(5) does not have appended to it any information by sticker
or any other method.

(b) APPLICATION.—Subsection (a) shall not apply to or restrict
a retailer or wholesaler of dietary supplements in any way whatso-
ever in the sale of books or other publications as a part of the busi-
ness of such retailer or wholesaler.

(c) BURDEN OF PROOF.—In any proceeding brought under sub-
section (a), the burden of proof shall be on the United States to es-
tablish that an article or other such matter is false or misleading.

DISCLOSURE

SEc. 403C. [21 U.S.C. 343-3] (a) No provision of section
201(n), 403(a), or 409 shall be construed to require on the label or
labeling of a food a separate radiation disclosure statement that is
more prominent than the declaration of ingredients required by
section 403(31)(2).

(b) In this section, the term “radiation disclosure statement”
means a written statement that discloses that a food has been in-
tentionally subject to radiation.

EMERGENCY PERMIT CONTROL

SEC. 404. [21 U.S.C. 3441 (a) Whenever the Secretary finds
after investigation that the distribution in interstate commerce of
any class of food may, by reason of contamination with micro-orga-
nisms during the manufacture, processing, or packing thereof in
any locality, be injurious to health, and that such injurious nature
cannot be adequately determined after such articles have entered
interstate commerce, he then, and in such case only, shall promul-
gate regulations providing for the issuance, to manufacturers, proc-
essors, or packers of such class of food in such locality of permits
to which shall be attached such conditions governing the manufac-
ture, processing, or packaging of such class of food, for such tem-
porary period of time, as may be necessary to protect the public
health; and after the effective date of such regulations, and during
such temporary period, no person shall introduce or deliver for in-
troduction into interstate commerce any such food manufactured,
processed, or packed by any such manufacturer, processor, or pack-
er unless such manufacturer, processor, or packer holds a permit
issued by the Secretary as provided by such regulations.

(b) The Secretary is authorized to suspend immediately upon
notice any permit issued under authority of this section if it is
found that any of the conditions of the permit have been violated.
The holder of a permit so suspended shall be privileged at any time
to apply for the reinstatement of such permit, and the Secretary
shall, immediately after prompt hearing and an inspection of the
establishment, reinstate such permit if it is found that adequate
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measures have been taken to comply with and maintain the condi-
tions of the permit, as originally issued or as amended.

(c) Any officer or employee duly designated by the Secretary
shall have access to any factory or establishment, the operator of
which holds a permit from the Secretary, for the purpose of
ascertaining whether or not the conditions of the permit are being
complied with, and denial of access for such inspection shall be
ground for suspension of the permit until such access is freely
given by the operator.

REGULATIONS MAKING EXEMPTIONS

SEC. 405. [21 U.S.C. 345] The Secretary shall promulgate reg-
ulations exempting from any labeling requirement of this Act (1)
small open containers of fresh fruits and fresh vegetables and (2)
food which is in accordance with the practice of the trade, to be
processed, labeled, or repacked in substantial quantities at estab-
lishments other than those where originally processed or packed, or
condition that such food is not adulterated or misbranded under
the provisions of this Act upon removal from such processing, label-
ing, or repacking establishment. This section does not apply to the
labeling requirements of sections 403(q) and 403(r).

TOLERANCES FOR POISONOUS INGREDIENTS IN FOOD

SEC. 406.38 [21 U.S.C. 3461 Any poisonous or deleterious sub-
stance added to any food, except where such substance is required
in the production thereof or cannot be avoided by good manufac-
turing practice shall be deemed to be unsafe for purposes of the ap-
plication of clause (2)(A) of section 402(a); but when such substance
is so required or cannot be so avoided, the Secretary shall promul-
gate regulations limiting the quantity therein or thereon to such
extent as he finds necessary for the protection of public health, and
any quantity exceeding the limits so fixed shall also be deemed to
be unsafe for purposes of the application of clause (2)(A) of section
402(a). While such a regulation is in effect limiting the quantity of
any such substance in the case of any food, such food shall not, by
reason of bearing or containing any added amount of such sub-
stance, be considered to be adulterated within the meaning of
clause (1) of section 402(a). In determining the quantity of such
added substance to be tolerated in or on different articles of food
the Secretary shall take into account the extent to which the use
of such substance is required or cannot be avoided in the produc-
tion of each such article, and the other ways in which the consumer
may be affected by the same or other poisonous or deleterious sub-
stances.

COLORED OLEOMARGARINE

SEC. 407.39 [21 U.S.C. 347] (a) Colored oleomargarine or col-
ored margarine which is sold in the same State or Territory in

38 See the revolving fund provision in the appendix on page 625.
39 Section 4 of Public Law 81-459 (64 Stat. 20) amended section 15 of the Federal Trade Com-
mission Act (15 U.S.C. 55) by adding the following subsection:

Continued
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which it is produced shall be subject in the same manner and to
the same extent to the provisions of this Act as if it had been intro-
duced in interstate commerce.

(b) No person shall sell, or offer for sale, colored oleomargarine
or colored margarine unless—

(1) such oleomargarine or margarine is packaged,

(2) the net weight of the contents of any package sold in
a retail establishment is one pound or less,

(3) there appears on the label of the package (A) the word
“oleomargarine” or “margarine” in type or lettering at least as
large as any other type or lettering on such label, and (B) a
full and accurate statement of all the ingredients contained in
such oleomargarine, or margarine, and

(4) each part of the contents of the package is contained
in a wrapper which bears the word “oleomargarine” or “mar-
garine” in type or lettering not smaller than 20-point type.

The requirements of this subsection shall be in addition to and not
in lieu of any of the other requirements of this Act.

(c) No person shall possess in a form ready for serving colored
oleomargarine or colored margarine at a public eating place unless
a notice that oleomargarine or margarine is served is displayed
prominently and conspicuously in such place and in such manner
as to render it likely to be read and understood by the ordinary in-
dividual being served in such eating place or is printed or is other-
wise set forth on the menu in type or lettering not smaller than
that normally used to designate the serving of other food items. No
person shall serve colored oleomargarine or colored margarine at a
public eating place, whether or not any charge is made therefor,
unless (1) each separate serving bears or is accompanied by label-
ing identifying it as oleomargarine or margarine, or (2) each sepa-
rate serving thereof is triangular in shape.

(d) Colored oleomargarine or colored margarine when served
with meals at a public eating place shall at the time of such service
be exempt from the labeling requirements of section 403 (except (a)
and 403 () 40 if it complies with the requirements of subsection (b)
of this section.

(e) For the purpose of this section colored oleomargarine or col-
ored margarine is oleomargarine or margarine having a tint or
shade containing more than one and six-tenths degrees of yellow,

“(f) For the purposes of this section and section 407 of the Federal Food, Drug, and Cosmetic
Act, as amended, the term ‘oleomargarine’ or ‘margarine’ includes—

“(1) all substances, mixtures, and compounds known as oleomargarine or margarine;

“(2) all substances, mixtures, and compounds which have a consistence similar to that of
butter and which contain any edible oils or fats other than milk fat if made in imitation
or semblance of butter.”

In repealing section 2301 of the Internal Revenue Code (relating to the tax on oleomargarine)
Public Law 81-459 declared, in part: “The Congress hereby finds and declares that the sale,
or the serving in public eating places, of colored oleomargarine or colored margarine without
clear identification as such or which is otherwise adulterated or misbranded within the meaning
of the Federal Food, Drug, and Cosmetic Act depresses the market in interstate commerce for
butter and for oleomargarine or margarine clearly identified and neither adulterated nor mis-
branded, and constitutes a burden on interstate commerce in such articles. Such burden exists,
irrespective of whether such oleomargarine or margarine originates from an interstate source
or from the State in which it is sold.”

Section 6 of such Public Law states that “nothing in this Act shall be construed as authorizing
the possession, sale, or serving of colored oleomargarine or colored margarine in any State or
Territory in contravention of the laws of such State or Territory.”

40 S0 in law. Probably should be “(except paragraphs (a) and (f))”.
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or of yellow and red collectively, but with an excess of yellow over
red, measured in terms of Lovibond tintometer scale or its equiva-
lent.

TOLERANCES AND EXEMPTIONS FOR PESTICIDE CHEMICAL RESIDUES

SEC. 408.41 [21 U.S.C. 346a] (a) REQUIREMENT FOR TOLER-
ANCE OR EXEMPTION.—

(1) GENERAL RULE.—Except as provided in paragraph (2)
or (3), any pesticide chemical residue in or on a food shall be
deemed unsafe for the purpose of section 402(a)(2)(B) unless—

(A) a tolerance for such pesticide chemical residue in
or on such food is in effect under this section and the
quantity of the residue is within the limits of the toler-
ance; or

(B) an exemption from the requirement of a tolerance
is in effect under this section for the pesticide chemical
residue.

For the purposes of this section, the term “food”, when used as
a noun without modification, shall mean a raw agricultural
commodity or processed food.

(2) PROCESSED FOOD.—Notwithstanding paragraph (1)—

(A) if a tolerance is in effect under this section for a

pesticide chemical residue in or on a raw agricultural com-
modity, a pesticide chemical residue that is present in or
on a processed food because the food is made from that
raw agricultural commodity shall not be considered unsafe
within the meaning of section 402(a)(2)(B) despite the lack
of a tolerance for the pesticide chemical residue in or on
the processed food if the pesticide chemical has been used
in or on the raw agricultural commodity in conformity with
a tolerance under this section, such residue in or on the
raw agricultural commodity has been removed to the ex-
tent possible in good manufacturing practice, and the con-
centration of the pesticide chemical residue in the proc-
essed food is not greater than the tolerance prescribed for
the pesticide chemical residue in the raw agricultural com-
modity; or

(B) if an exemption for the requirement for a tolerance
is in effect under this section for a pesticide chemical res-
idue in or on a raw agricultural commodity, a pesticide
chemical residue that is present in or on a processed food
because the food is made from that raw agricultural com-
modity shall not be considered unsafe within the meaning
of section 402(a)(2)(B).

(3) RESIDUES OF DEGRADATION PRODUCTS.—If a pesticide
chemical residue is present in or on a food because it is a me-
tabolite or other degradation product of a precursor substance
that itself is a pesticide chemical or pesticide chemical residue,
such a residue shall not be considered to be unsafe within the
meaning of section 402(a)(2)(B) despite the lack of a tolerance
or exemption from the need for a tolerance for such residue in
or on such food if—

41 See footnote for section 406.
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(A) the Administrator has not determined that the
degradation product is likely to pose any potential health
risk from dietary exposure that is of a different type than,
or of a greater significance than, any risk posed by dietary
exposure to the precursor substance;

(B) either—

(1) a tolerance is in effect under this section for
residues of the precursor substance in or on the food,
and the combined level of residues of the degradation
product and the precursor substance in or on the food
is at or below the stoichiometrically equivalent level
that would be permitted by the tolerance if the residue
consisted only of the precursor substance rather than
the degradation product; or

(i1) an exemption from the need for a tolerance is
in effect under this section for residues of the pre-
cursor substance in or on the food; and
(C) the tolerance or exemption for residues of the pre-

cursor substance does not state that it applies only to par-

ticular named substances and does not state that it does
not apply to residues of the degradation product.

(4) EFFECT OF TOLERANCE OR EXEMPTION.—While a toler-
ance or exemption from the requirement for a tolerance is in
effect under this section for a pesticide chemical residue with
respect to any food, the food shall not by reason of bearing or
containing any amount of such a residue be considered to be
adulterated within the meaning of section 402(a)(1).

(b) AUTHORITY AND STANDARD FOR TOLERANCE.—

(1) AUTHORITY.—The Administrator may issue regulations
establishing, modifying, or revoking a tolerance for a pesticide
chemical residue in or on a food—

(A) in response to a petition filed under subsection (d);
or

(B) on the Administrator’s own initiative under sub-
section (e).

As used in this section, the term “modify” shall not mean ex-
panding the tolerance to cover additional foods.

(2) STANDARD.—

(A) GENERAL RULE.—

(i) STANDARD.—The Administrator may establish
or leave in effect a tolerance for a pesticide chemical
residue in or on a food only if the Administrator deter-
mines that the tolerance is safe. The Administrator
shall modify or revoke a tolerance if the Administrator
determines it is not safe.

(ii) DETERMINATION OF SAFETY.—As used in this
section, the term “safe”, with respect to a tolerance for
a pesticide chemical residue, means that the Adminis-
trator has determined that there is a reasonable cer-
tainty that no harm will result from aggregate expo-
sure to the pesticide chemical residue, including all
anticipated dietary exposures and all other exposures
for which there is reliable information.
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(iii)) RULE OF CONSTRUCTION.—With respect to a
tolerance, a pesticide chemical residue meeting the
standard under clause (i) is not an eligible pesticide
chemical residue for purposes of subparagraph (B).

(B) TOLERANCES FOR ELIGIBLE PESTICIDE CHEMICAL
RESIDUES.—

(i) DEFINITION.—As used in this subparagraph,
the term “eligible pesticide chemical residue” means a
pesticide chemical residue as to which—

(I) the Administrator is not able to identify a
level of exposure to the residue at which the res-
idue will not cause or contribute to a known or an-
ticipated harm to human health (referred to in
this section as a “nonthreshold effect”);

(IT) the lifetime risk of experiencing the non-
threshold effect is appropriately assessed by quan-
titative risk assessment; and

(IIT) with regard to any known or anticipated
harm to human health for which the Adminis-
trator is able to identify a level at which the res-
idue will not cause such harm (referred to in this
section as a “threshold effect”), the Administrator
determines that the level of aggregate exposure is
safe.

(ii) DETERMINATION OF TOLERANCE.—Notwith-
standing subparagraph (A)(i), a tolerance for an eligi-
ble pesticide chemical residue may be left in effect or
modified under this subparagraph if—

(I) at least one of the conditions described in
clause (iii) is met; and

(IT) both of the conditions described in clause
(iv) are met.

(iii) CONDITIONS REGARDING USE.—For purposes of
clause (ii), the conditions described in this clause with
respect to a tolerance for an eligible pesticide chemical
residue are the following:

(I) Use of the pesticide chemical that produces
the residue protects consumers from adverse ef-
fects on health that would pose a greater risk
than the dietary risk from the residue.

(IT) Use of the pesticide chemical that pro-
duces the residue is necessary to avoid a signifi-
cant disruption in domestic production of an ade-
quate, wholesome, and economical food supply.

(iv) CONDITIONS REGARDING RISK.—For purposes of
clause (ii), the conditions described in this clause with
respect to a tolerance for an eligible pesticide chemical
residue are the following:

(I) The yearly risk associated with the non-
threshold effect from aggregate exposure to the
residue does not exceed 10 times the yearly risk
that would be allowed under subparagraph (A) for
such effect.
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(IT) The tolerance is limited so as to ensure
that the risk over a lifetime associated with the
nonthreshold effect from aggregate exposure to
the residue is not greater than twice the lifetime
risk that would be allowed under subparagraph
(A) for such effect.

(v) REVIEW.—Five years after the date on which
the Administrator makes a determination to leave in
effect or modify a tolerance under this subparagraph,
and thereafter as the Administrator deems appro-
priate, the Administrator shall determine, after notice
and opportunity for comment, whether it has been
demonstrated to the Administrator that a condition
described in clause (iii)(I) or clause (iii)(II) continues to
exist with respect to the tolerance and that the yearly
and lifetime risks from aggregate exposure to such
residue continue to comply with the limits specified in
clause (iv). If the Administrator determines by such
date that such demonstration has not been made, the
Administrator shall, not later than 180 days after the
date of such determination, issue a regulation under
subsection (e)(1) to modify or revoke the tolerance.

(vi) INFANTS AND CHILDREN.—Any tolerance under
this subparagraph shall meet the requirements of sub-
paragraph (C).

(C) EXPOSURE OF INFANTS AND CHILDREN.—In estab-
lishing, modifying, leaving in effect, or revoking a toler-
ance or exemption for a pesticide chemical residue, the Ad-
ministrator—

(i) shall assess the risk of the pesticide chemical
residue based on—

(I) available information about consumption
patterns among infants and children that are like-
ly to result in disproportionately high consump-
tion of foods containing or bearing such residue
among infants and children in comparison to the
general population;

(IT) available information concerning the spe-
cial susceptibility of infants and children to the
pesticide chemical residues, including neurological
differences between infants and children and
adults, and effects of in utero exposure to pes-
ticide chemicals; and

(IIT) available information concerning the cu-
mulative effects on infants and children of such
residues and other substances that have a com-
mon mechanism of toxicity; and
(ii) shall—

(I) ensure that there is a reasonable certainty
that no harm will result to infants and children
from aggregate exposure to the pesticide chemical
residue; and
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(II) publish a specific determination regarding
the safety of the pesticide chemical residue for in-
fants and children.

The Secretary of Health and Human Services and the Sec-
retary of Agriculture, in consultation with the Adminis-
trator, shall conduct surveys to document dietary exposure
to pesticides among infants and children. In the case of
threshold effects, for purposes of clause (ii)(I) an additional
tenfold margin of safety for the pesticide chemical residue
and other sources of exposure shall be applied for infants
and children to take into account potential pre- and post-
natal toxicity and completeness of the data with respect to
exposure and toxicity to infants and children. Notwith-
standing such requirement for an additional margin of
safety, the Administrator may use a different margin of
safety for the pesticide chemical residue only if, on the
basis of reliable data, such margin will be safe for infants
and children.

(D) FAacTORS.—In establishing, modifying, leaving in
effect, or revoking a tolerance or exemption for a pesticide
chemical residue, the Administrator shall consider, among
other relevant factors—

(1) the validity, completeness, and reliability of the
available data from studies of the pesticide chemical
and pesticide chemical residue;

(ii) the nature of any toxic effect shown to be
caused by the pesticide chemical or pesticide chemical
residue in such studies;

(iii) available information concerning the relation-
ship of the results of such studies to human risk;

(iv) available information concerning the dietary
consumption patterns of consumers (and major identi-
fiable subgroups of consumers);

(v) available information concerning the cumu-
lative effects of such residues and other substances
that have a common mechanism of toxicity;

(vi) available information concerning the aggre-
gate exposure levels of consumers (and major identifi-
able subgroups of consumers) to the pesticide chemical
residue and to other related substances, including die-
tary exposure under the tolerance and all other toler-
ances in effect for the pesticide chemical residue, and
exposure from other non-occupational sources;

(vii) available information concerning the varia-
bility of the sensitivities of major identifiable sub-
groups of consumers;

(viii) such information as the Administrator may
require on whether the pesticide chemical may have
an effect in humans that is similar to an effect pro-
duced by a naturally occurring estrogen or other endo-
crine effects; and

(ix) safety factors which in the opinion of experts
qualified by scientific training and experience to evalu-
ate the safety of food additives are generally recog-
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nized as appropriate for the use of animal experimen-

tation data.

(E) DATA AND INFORMATION REGARDING ANTICIPATED
AND ACTUAL RESIDUE LEVELS.—

(1) AUTHORITY.—In establishing, modifying, leav-
ing in effect, or revoking a tolerance for a pesticide
chemical residue, the Administrator may consider
available data and information on the anticipated res-
idue levels of the pesticide chemical in or on food and
the actual residue levels of the pesticide chemical that
have been measured in food, including residue data
collected by the Food and Drug Administration.

(i1)) REQUIREMENT.—If the Administrator relies on
anticipated or actual residue levels in establishing,
modifying, or leaving in effect a tolerance, the Admin-
istrator shall pursuant to subsection (f)(1) require that
data be provided five years after the date on which the
tolerance is established, modified, or left in effect, and
thereafter as the Administrator deems appropriate,
demonstrating that such residue levels are not above
the levels so relied on. If such data are not so pro-
vided, or if the data do not demonstrate that the res-
idue levels are not above the levels so relied on, the
Administrator shall, not later than 180 days after the
date on which the data were required to be provided,
issue a regulation under subsection (e)(1), or an order
under subsection (f)(2), as appropriate, to modify or re-
voke the tolerance.

(F) PERCENT OF FOOD ACTUALLY TREATED.—In estab-
lishing, modifying, leaving in effect, or revoking a toler-
ance for a pesticide chemical residue, the Administrator
may, when assessing chronic dietary risk, consider avail-
able data and information on the percent of food actually
treated with the pesticide chemical (including aggregate
pesticide use data collected by the Department of Agri-
culture) only if the Administrator—

(i) finds that the data are reliable and provide a
valid basis to show what percentage of the food de-
rived from such crop is likely to contain such pesticide
chemical residue;

(i) finds that the exposure estimate does not un-
derstate exposure for any significant subpopulation
group,

(i1i) finds that, if data are available on pesticide
use and consumption of food in a particular area, the
population in such area is not dietarily exposed to res-
idues above those estimated by the Administrator; and

(iv) provides for the periodic reevaluation of the
estimate of anticipated dietary exposure.

(3) DETECTION METHODS.—

(A) GENERAL RULE.—A tolerance for a pesticide chem-
ical residue in or on a food shall not be established or
modified by the Administrator unless the Administrator
determines, after consultation with the Secretary, that
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there is a practical method for detecting and measuring

the levels of the pesticide chemical residue in or on the

food.

(B) DETECTION LIMIT.—A tolerance for a pesticide
chemical residue in or on a food shall not be established
at or modified to a level lower than the limit of detection
of the method for detecting and measuring the pesticide
chemical residue specified by the Administrator under sub-
paragraph (A).

(4) INTERNATIONAL STANDARDS.—In establishing a toler-
ance for a pesticide chemical residue in or on a food, the Ad-
ministrator shall determine whether a maximum residue level
for the pesticide chemical has been established by the Codex
Alimentarius Commission. If a Codex maximum residue level
has been established for the pesticide chemical and the Admin-
istrator does not propose to adopt the Codex level, the Admin-
istrator shall publish for public comment a notice explaining
the reasons for departing from the Codex level.

(c) AUTHORITY AND STANDARD FOR EXEMPTIONS.—

(1) AUTHORITY.—The Administrator may issue a regulation
establishing, modifying, or revoking an exemption from the re-
quirement for a tolerance for a pesticide chemical residue in or
on food—

(A) in response to a petition filed under subsection (d);
or

(e).
(2) STANDARD.—

(A) GENERAL RULE.—

(i) STANDARD.—The Administrator may establish
or leave in effect an exemption from the requirement
for a tolerance for a pesticide chemical residue in or on
food only if the Administrator determines that the ex-
emption is safe. The Administrator shall modify or re-
voke an exemption if the Administrator determines it
is not safe.

(ii) DETERMINATION OF SAFETY.—The term “safe”,
with respect to an exemption for a pesticide chemical
residue, means that the Administrator has determined
that there is a reasonable certainty that no harm will
result from aggregate exposure to the pesticide chem-
ical residue, including all anticipated dietary expo-
sures and all other exposures for which there is reli-
able information.

(B) FACTORS.—In making a determination under this
paragraph, the Administrator shall take into account,
among other relevant considerations, the considerations
set forth in subparagraphs (C) and (D) of subsection (b)(2).
(3) LIMITATION.—An exemption from the requirement for a

tolerance for a pesticide chemical residue in or on food shall
not be established or modified by the Administrator unless the
Administrator determines, after consultation with the Sec-
retary—
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(A) that there is a practical method for detecting and
measuring the levels of such pesticide chemical residue in
or on food; or
(B) that there is no need for such a method, and states
the reasons for such determination in issuing the regula-
tion establishing or modifying the exemption.
(d) PETITION FOR TOLERANCE OR EXEMPTION.—

(1) PETITIONS AND PETITIONERS.—Any person may file with
fhe Administrator a petition proposing the issuance of a regu-
ation—

(A) establishing, modifying, or revoking a tolerance for
a pesticide chemical residue in or on a food; or

(B) establishing, modifying, or revoking an exemption
from the requirement of a tolerance for such a residue.

(2) PETITION CONTENTS.—

(A) ESTABLISHMENT.—A petition under paragraph (1)
to establish a tolerance or exemption for a pesticide chem-
ical residue shall be supported by such data and informa-
tion as are specified in regulations issued by the Adminis-
trator, including—

(1)) an informative summary of the petition and
of the data, information, and arguments submitted or
cited in support of the petition; and

(IT) a statement that the petitioner agrees that
such summary or any information it contains may be
published as a part of the notice of filing of the peti-
tion to be published under this subsection and as part
of a proposed or final regulation issued under this sec-
tion;

(ii) the name, chemical identity, and composition
of the pesticide chemical residue and of the pesticide
chemical that produces the residue;

(iii) data showing the recommended amount, fre-
quency, method, and time of application of that pes-
ticide chemical;

(iv) full reports of tests and investigations made
with respect to the safety of the pesticide chemical, in-
cluding full information as to the methods and con-
trols used in conducting those tests and investigations;

(v) full reports of tests and investigations made
with respect to the nature and amount of the pesticide
chemical residue that is likely to remain in or on the
fooo(li, including a description of the analytical methods
used;

(vi) a practical method for detecting and meas-
uring the levels of the pesticide chemical residue in or
on the food, or for exemptions, a statement why such
a method is not needed,;

(vii) a proposed tolerance for the pesticide chem-
ical residue, if a tolerance is proposed;

(viii) if the petition relates to a tolerance for a
processed food, reports of investigations conducted
using the processing method(s) used to produce that
food;
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(ix) such information as the Administrator may
require to make the determination under subsection
(b)(2)(C);

(x) such information as the Administrator may re-
quire on whether the pesticide chemical may have an
effect in humans that is similar to an effect produced
by a naturally occurring estrogen or other endocrine
effects;

(xi) information regarding exposure to the pes-
ticide chemical residue due to any tolerance or exemp-
tion already granted for such residue;

(xii) practical methods for removing any amount
of the residue that would exceed any proposed toler-
ance; and

(xii1) such other data and information as the Ad-
ministrator requires by regulation to support the peti-
tion.

If information or data required by this subparagraph is

available to the Administrator, the person submitting the

petition may cite the availability of the information or data

in lieu of submitting it. The Administrator may require a

petition to be accompanied by samples of the pesticide

chemical with respect to which the petition is filed.

(B) MODIFICATION OR REVOCATION.—The Adminis-
trator may by regulation establish the requirements for in-
formation and data to support a petition to modify or re-
voke a tolerance or to modify or revoke an exemption from
the requirement for a tolerance.

(3) NOTICE.—A notice of the filing of a petition that the
Administrator determines has met the requirements of para-
graph (2) shall be published by the Administrator within 30
days after such determination. The notice shall announce the
availability of a description of the analytical methods available
to the Administrator for the detection and measurement of the
pesticide chemical residue with respect to which the petition is
filed or shall set forth the petitioner’s statement of why such
a method is not needed. The notice shall include the summary
required by paragraph (2)(A)E)().

(4) ACTIONS BY THE ADMINISTRATOR.—

(A) IN GENERAL.—The Administrator shall, after giv-
ing due consideration to a petition filed under paragraph
(1) and any other information available to the Adminis-
trator—

(1) issue a final regulation (which may vary from
that sought by the petition) establishing, modifying, or
revoking a tolerance for the pesticide chemical residue
or an exemption of the pesticide chemical residue from
the requirement of a tolerance (which final regulation
shall be issued without further notice and without fur-
ther period for public comment);

(i1) issue a proposed regulation under subsection
(e), and thereafter issue a final regulation under such
subsection; or

(iii) issue an order denying the petition.

August 6, 2018 As Amended Through P.L. 115-176, Enacted May 30, 2018



G:\COMP\FDA\FEDERAL FOOD, DRUG, AND COSMETIC ACT.XML

Sec. 408 FEDERAL FOOD, DRUG, AND COSMETIC ACT 84

(B) PRIORITIES.—The Administrator shall give priority
to petitions for the establishment or modification of a toler-
ance or exemption for a pesticide chemical residue that ap-
pears to pose a significantly lower risk to human health
from dietary exposure than pesticide chemical residues
that have tolerances in effect for the same or similar uses.

(C) EXPEDITED REVIEW OF CERTAIN PETITIONS.—

(i) DATE CERTAIN FOR REVIEW.—If a person files a
complete petition with the Administrator proposing
the issuance of a regulation establishing a tolerance or
exemption for a pesticide chemical residue that pre-
sents a lower risk to human health than a pesticide
chemical residue for which a tolerance has been left in
effect or modified under subsection (b)(2)(B), the Ad-
ministrator shall complete action on such petition
under this paragraph within 1 year.

(i1)) REQUIRED DETERMINATIONS.—If the Adminis-
trator issues a final regulation establishing a tolerance
or exemption for a safer pesticide chemical residue
under clause (i), the Administrator shall, not later
than 180 days after the date on which the regulation
is issued, determine whether a condition described in
subclause (I) or (II) of subsection (b)(2)(B)(iii) con-
tinues to exist with respect to a tolerance that has
been left in effect or modified under subsection
(b)(2)(B). If such condition does not continue to exist,
the Administrator shall, not later than 180 days after
the date on which the determination under the pre-
ceding sentence is made, issue a regulation under sub-
section (e)(1) to modify or revoke the tolerance.

(e) ACTION ON ADMINISTRATOR'S OWN INITIATIVE.—

(1) GENERAL RULE.—The Administrator may issue a regu-
lation—

(A) establishing, modifying, suspending under sub-
section (1)(3), or revoking a tolerance for a pesticide chem-
ical or a pesticide chemical residue;

(B) establishing, modifying, suspending under sub-
section (1)(3), or revoking an exemption of a pesticide
chemical residue from the requirement of a tolerance; or

(C) establishing general procedures and requirements
to implement this section.

(2) NoTIiCE.—Before issuing a final regulation under para-
graph (1), the Administrator shall issue a notice of proposed
rulemaking and provide a period of not less than 60 days for
public comment on the proposed regulation, except that a
shorter period for comment may be provided if the Adminis-
trator for good cause finds that it would be in the public inter-
est to do so and states the reasons for the finding in the notice
of proposed rulemaking.

(f) SPECIAL DATA REQUIREMENTS.—

(1) REQUIRING SUBMISSION OF ADDITIONAL DATA.—If the
Administrator determines that additional data or information
are reasonably required to support the continuation of a toler-
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ance or exemption that is in effect under this section for a pes-
ticide chemical residue on a food, the Administrator shall—

(A) issue a notice requiring the person holding the pes-
ticide registrations associated with such tolerance or ex-
emption to submit the data or information under section
3(c)2)B) of the Federal Insecticide, Fungicide, and
Rodenticide Act;

(B) issue a rule requiring that testing be conducted on
a substance or mixture under section 4 of the Toxic Sub-
stances Control Act; or

(C) publish in the Federal Register, after first pro-
viding notice and an opportunity for comment of not less
than 60 days’ duration, an order—

(i) requiring the submission to the Administrator
by one or more interested persons of a notice identi-
fying the person or persons who will submit the re-
quired data and information;

(i1) describing the type of data and information re-
quired to be submitted to the Administrator and stat-
ing why the data and information could not be ob-
tained under the authority of section 3(c)(2)(B) of the
Federal Insecticide, Fungicide, and Rodenticide Act or
section 4 of the Toxic Substances Control Act;

(iii) describing the reports of the Administrator re-
quired to be prepared during and after the collection
of the data and information;

(iv) requiring the submission to the Administrator
of the data, information, and reports referred to in
clauses (i1) and (iii); and

(v) establishing dates by which the submissions
described in clauses (i) and (iv) must be made.

The Administrator may under subparagraph (C) revise any

such order to correct an error. The Administrator may

under this paragraph require data or information per-
taining to whether the pesticide chemical may have an ef-

fect in humans that is similar to an effect produced by a

naturally occurring estrogen or other endocrine effects.

(2) NONCOMPLIANCE.—If a submission required by a notice
issued in accordance with paragraph (1)(A), a rule issued
under paragraph (1)(B), or an order issued under paragraph
(1)(C) is not made by the time specified in such notice, rule, or
order, the Administrator may by order published in the Fed-
eral Register modify or revoke the tolerance or exemption in
question. In any review of such an order under subsection
(g2)(2), the only material issue shall be whether a submission
Feq([luired under paragraph (1) was not made by the time speci-
ied.

(g) EFFECTIVE DATE, OBJECTIONS, HEARINGS, AND ADMINISTRA-
TIVE REVIEW.—

(1) EFFECTIVE DATE.—A regulation or order issued under
subsection (d)(4), (e)(1), or (f)(2) shall take effect upon publica-
tion unless the regulation or order specifies otherwise. The Ad-
ministrator may stay the effectiveness of the regulation or
order if, after issuance of such regulation or order, objections
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are filed with respect to such regulation or order pursuant to
paragraph (2).

(2) FURTHER PROCEEDINGS.—

(A) OBJECTIONS.—Within 60 days after a regulation or
order is issued under subsection (d)(4), (e)(1)(A), (e)(1)(B),
()(2), (n)3), or (n)(5)(C), any person may file objections
thereto with the Administrator, specifying with particu-
larity the provisions of the regulation or order deemed ob-
jectionable and stating reasonable grounds therefor. If the
regulation or order was issued in response to a petition
under subsection (d)(1), a copy of each objection filed by a
person other than the petitioner shall be served by the Ad-
ministrator on the petitioner.

(B) HEARING.—An objection may include a request for
a public evidentiary hearing upon the objection. The Ad-
ministrator shall, upon the initiative of the Administrator
or upon the request of an interested person and after due
notice, hold a public evidentiary hearing if and to the ex-
tent the Administrator determines that such a public hear-
ing is necessary to receive factual evidence relevant to ma-
terial issues of fact raised by the objections. The presiding
officer in such a hearing may authorize a party to obtain
discovery from other persons and may upon a showing of
good cause made by a party issue a subpoena to compel
testimony or production of documents from any person.
The presiding officer shall be governed by the Federal
Rules of Civil Procedure in making any order for the pro-
tection of the witness or the content of documents pro-
duced and shall order the payment of reasonable fees and
expenses as a condition to requiring testimony of the wit-
ness. On contest, such a subpoena may be enforced by a
Federal district court.

(C) FINAL DECISION.—As soon as practicable after re-
ceiving the arguments of the parties, the Administrator
shall issue an order stating the action taken upon 