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8301.Short title.

This chapter may be cited as the Federal
Food, Drug, and Cosmetic Act.

(June 25, 1938, ch. 675, §1, 52 Stat. 1040.)

SUBCHAPTER II—DEFINITIONS

§321. Definitions; generally
For the purposes of this chapter-

(a)(1) The term "State", except as used
in the last sentence of section 372(a)
of this title, 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 excluding the
Commonwealth of Puerto Rico and
the Canal Zone.

(b) The term "interstate commerce"

means (1) commerce between any State

or Territory and any place outside
thereof, and (2) commerce within the

District of Columbia or within any

other Territory not organized with a

legislative body.

(c) The term "Department" means

Department of Health and Human

Services.

(d) The term "Secretary" means the

Secretary of Health and Human Services.

(e) The term "person" includes
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individual, partnership, corporation,

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 official
United States Pharmacopoeia, official
Homoeopathic Pharmacopoeia 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 article specified in
clause (A), (B), or (C). A food or
dietary supplement for which a claim,
subject to sections 343(r)(1)(B) and
343(r)(3) of this title or sections
343(r)(1)(B) and 343(r)(5)(D) of this
title, is made in accordance with the
requirements of section 343(r) of this
title is not a drug solely 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 343(r)(6) of this title is not a
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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 device, 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 manufacturer,
processor, packer, or distributor.

(h)(1) The term "device" (except when
used in paragraph (n) of this section
and in sections 331(i), 343(f), 352(c),
and 362(c) of this title) means an
instrument, apparatus, implement,
machine, contrivance, implant, in
vitro reagent, or other similar or
related article, including any
component, part, or accessory,
which is-

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

(B) intended for use in the diagnosis

of disease or other conditions, or
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in the cure, mitigation, treatment,
or prevention of disease, in man or
other animals, or
(C) 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 achievement of its primary
intended purposes. The term "device"
does not include software functions
excluded pursuant to section 360j(o)
of this title.

(2) The term "counterfeit device" means a
device which, or the container,
packaging, or labeling of which, without
authorization, bears a trademark, trade
name, or other identifying mark or
imprint, or any likeness thereof, or is
manufactured using a design, of a
device manufacturer, processor,
packer, or distributor other than the
person or persons who in fact
manufactured, processed, packed, or
distributed such device and which
thereby falsely purports or is
represented to be the product of, or to
have been packed or distributed by,
such other device manufacturer,

processor, packer, or distributor.

(i) The term "cosmetic" means (1)
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articles intended to be rubbed, poured,
sprinkled, or sprayed on, introduced
into, or otherwise 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 articles; except
that such term shall not include soap.
(j) The term "official compendium"
means the official United States
Pharmacopoeia, official Homoeopathic
Pharmacopoeia 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 chapter 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 legible
through the outside container or wrapper.
(1) The term "immediate container" does
not include package liners.

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

(n) If an article is alleged to be misbranded
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because the labeling or advertising is

misleading, then in determining whether

the labeling or advertising is misleading
there shall be taken into account (among
other things) not only representations
made or suggested 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 antiseptic shall be

considered to be a representation that

it is a germicide, 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) 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
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effective 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 June 25, 1938, 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
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.

(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 [7 U.S.C. 136 et seq.],
including all active and inert
ingredients of such pesticide.
Notwithstanding any other provision
of law, the term "pesticide" within
such meaning includes ethylene
oxide and propylene oxide when such
substances are applied on food.

(B) In the case of the use, with
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respect to food, of a substance
described in clause (A) to prevent,
destroy, repel, or mitigate
microorganisms (including
bacteria, viruses, fungi, protozoa,
algae, and slime), the following
applies for purposes of clause (A):
(1) The definition in such clause for
the term "pesticide chemical"
does not include the substance if
the substance is applied for such
use on food, or the substance is
included for such use in water
that comes into contact with the
food, in the preparing, packing,
or holding of the food for
commercial purposes. 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.
(II) The substance is applied at a
treatment facility where raw
agricultural commodities are

the only food treated, and the
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treatment is in a manner that
does not change the status of
the food as a raw agricultural
commodity (including
treatment through washing,
waxing, fumigating, and
packing such commodities in
such manner).

(IIT) The substance is applied
during the transportation
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 348(h)(6) of
this title, 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 surface; or
the substance is included for
such use in or is applied for

such use on food packaging

10
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(without regard to whether the 47401 &k
substance is intended to have ARUSHA] of

an ongoing effect on any

portion of the packaging). The AlZ A= ZA 2 e &= ojL 5}
food contact substance is not o] At o] EAljok= mjjofl+= o]
excluded under this subclause ghd 5 of] whet 7152 g ofof| Al A|
from such definition if any of Q] 5HA] oty gict:

the following circumstances

exist: The substance is applied Ul B gL AE HE B H
for such use on a of o] 9] 8¢ 2 A3t 2410Q]
semipermanent or permanent AXAIZE ZAHAYof] ALESH= 3%
food contact surface (other + ALz,
than being applied on food
packaging): or the substance gL = FdFHAE S 29
is included for such use in an o] Q= Ao o] Ho] 82 &
object that has a SHAIZ L AFAfof| ZStE] H o=
semipermanent or permanent AlJstehst 2424 A2 F5
food contact surface (other BH| X &A™ JFFe & BA 9
than being included in food =491 4%
packaging) and the substance
is intended to have an ongoing
effect on the food contact
surface.
With respect to the definition of FoAgt ofj 5 3go| AR5 E|X|AH
the term "pesticide" that is (O] 2HA A|7H A|136% o]sto A&
applicable to the Federal gl = "ASA"e] Agojet Helste], o]
Insecticide, Fungicide, and =2 olL 2% | Aol A AL
Rodenticide Act [7 U.S.C. 136 et SHX] ofusict.
seq.], this clause does not exclude
any substance from such
definition.

(2) The term "pesticide chemical 2. "Xr= Ab= gletEAl "ol O} 7t 29]
residue" means a residue in or on ol 3t} g5t 2R 2A] A A=A
raw agricultural commodity or S0|U 7FE5AIZO] Y B £ = BHO| AR
processed food of- St A2

(A) a pesticide chemical: or 7}, 3tst A A

11




Q SR A @ AMIAE A 2 e KLIS st2wzimsl

(B) any other added substance that is L 22 A% S1stE4A AN E= 259
present on or in the commodity or A} AAZolLf AlZo] L = FHO|
food primarily as a result of the EA5H= 1 8ko] Art 24

metabolism or other degradation

of a pesticide chemical.

(3) Notwithstanding subparagraphs (1) 3. 7118 W 250 = &4total, T2 7F 2
and (2), the Administrator may by o] & slidst= 4% A2 8= =
regulation except a substance from st EY S "US SISt EA" E="
the definition of "pesticide chemical" A2 A ShshEA"0] A ojof| A ALl
or "pesticide chemical residue"” if- Rl
(A) its occurrence as a residue on or 7h AASAE e 7FAIS YR ®

in a raw agricultural commodity or = BHOA oY =- 9] ZF 77t WA s
processed food is attributable + 58 o] AfAA Qllof AL
primarily to natural causes or to MAEALE = 7F5Al = 0] AHAE- X%
human activities not involving the TtE24 5 AE BA0 diYste =
use of any substances for a A0l AFR-S 4HESHA] ofY o= Q17 &
pesticidal purpose in the o A= EF

production, storage, processing, or
transportation of any raw
agricultural commodity or
processed food; and
(B) the Administrator, after L s S22 o] H A|3422A|1§8A25
A A|346axE AL o] GO =
o shut o] ol @t &35k
more appropriately should be Zlo] f AA-st 710 2 Aol A}l
=

et
& MH 24sts 4%

consultation with the Secretary, L}

determines that the substance

regulated under one or more
provisions of this chapter other
than sections 342(a)(2)(B) and 346a
of this title.

(r) The term "raw agricultural "MAsARE ol A T= AHA AER o)l
commodity" means any food in its raw Qe gE AlZ o Oigt 7o g2 A, AL
or natural state, including all fruits 4171 X] ot st A1 It 290] HEf= HA,
that are washed, colored, or otherwise A, = T gk gl o2 &gt mof A
treated in their unpeeled natural form o] 3 &= ytl-8 naksirt

prior to marketing.

(s) The term “food additive" means any "AEZAIIE"O|, O A AA g

12
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substance the intended use of which

results or may reasonably be expected to

result, directly or indirectly, in its
becoming a component or otherwise
affecting the characteristics of any food

(including any substance intended 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 having 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 September 6, 1958, pursuant
to this chapter, the Poultry Products
Inspection Act [21 U.S.C. 451 et seq.]
or the Meat Inspection Act of March
4, 1907, as amended and extended [21
U.S.C. 601 et seq.]:

(5) a new animal drug; or
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(6) an ingredient described in
paragraph (ff) in, or intended 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 process 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

Secretary, 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 construed to
apply to any pesticide chemical, soil
or plant nutrient, or other
agricultural chemical solely because
of its effect in aiding, retarding, or
otherwise affecting, directly or
indirectly, the growth or other

natural physiological processes of
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produce of the soil and thereby
affecting its color, whether before or

after harvest.

(u) The term "safe" as used in @ o] & A|198F W o] ™ X|348%x, A|360b
paragraph (s) of this section and in &, Al360cccx Y A|379e x| A AlL5tH=
sections 348, 360b, 360ccc, and 379e of OrA"e Al = TE0] Ao st A&
this title, has reference to the health of alsict

man or animal.

(v) The term "new animal drug" means @ "s=& Alefoltt AlFo] ofd FZolA AR
any drug intended for use for animals & 718 BX 0 & oh= 9Jok= & e 7T $59] of
other than man, including any drug L 5htof sidst= oJokE-S W5t AFR ]| AL
intended for use in animal feed but not 25F 712 2 0 2 5= 9]ok=-2 o]of 5lid5}
including such animal feed, - A2k, 7 AR ARH|= o] o] sids}A] opU it
(1) the composition of which is such 1. g oJok=o] AJEo] T mA|ALG O A]
that such drug is not generally AStAY, 2A5AY, AAISH= 2710
recognized, among experts qualified ot} AFR-5H7] o] obAlstal g7 Q= A
by scientific training and experience og =58 oJoF= ot W gutE HIt
to evaluate the safety and gk apstA S3ut F3lg 7HE A2 A
effectiveness of animal drugs, as safe oAl AddbA 0 2 Q1K 35HA] of 5= 2]
and effective for use under the oFE. Ofgt, 1387 1I7AJ35HA] oY 5= 9
conditions prescribed, oFZ Z 19384 6¥9 25 X 9] 7|71
recommended, or suggested in the 1906 69¥€ 30Y x}=2 A& o] o]= 7Y

=
labeling thereof; except that such a A= TAlZoJokxeH, 0] /1.9 8 dloFO

drug not so recognized shall not be T Ao BAJALEFO] AFE R AT} s}
deemed to be a "new animal drug" if o] =Ast B BHEIYE Qoo
at any time prior to June 25, 1938, it ‘=52 AloF' o 2 HX] ofsict,

was subject to the Food and Drug 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) the composition of which is such 2. ofjd oJoF=0] A5 o| 9F S oA Ust=
that such drug, as a result of Z7A0] T ARl tfisto] 1 Qb Adatt
investigations to determine its safety SIS AASH7] Y5t RAFC] AF Jest
and effectiveness for use under such Aoz QS gt ook &= 11 531\}%
conditions, has become so QI3 & Ao A Soujst ez &
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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 that any drug intended for
minor use or use in a minor species
that is not the subject of a final
regulation published by the 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
360b of this title, and in provisions of
this chapter 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 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

o0l 717t F9F & 50| m31o] o}

2} A15IR] ofat ojorE

chk, 71ef 2ol shdskALt 7]e 2
A AT BA 0| oJorEo 2 A A159 A2
59] 7]F0] $EA] ofstASS(EL A

159] 7]&of tieh A& o] x£7

u

e
%-2-2) elsto] o] Yo nef oA
g 5o PYYY S A BRI 27
T 82 WA ofLjsh ojorE e 52
§ Alopolc

L oo _l; Wo 1o
ol
>
ot 1
Jz
Mo

|3 A|5EA5545, RI556
= H55757} A G EA] opst RS

VS
osto] 1 A ok 2t ok 2o e

98 ZAAts Rl 249 A B A
A FoI4 1 2] chaol Ul A
ol Tojgt Ao] gl Ak A A 2o] I

P (AR of =ghol 2lgat 2Esto] fEol FMO0|M Cglt 20| 85| ULt el O[2st RS, OfOt=

M22ed A2 2 H(So in original. Probably should be paragraph (v).)."
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Department who have not
participated in any action of the
Secretary which is the subject of the
hearing and who are not directly
responsible 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 subject of the hearing and a
general summary of the information
which will be presented by the
Secretary at the hearing in support
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
information 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
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presented at the hearing. The
participants in the hearing shall be
given the opportunity to review and
correct or supplement the presiding
officer's report of the hearing.

(6) The Secretary may require the
hearing to be transcribed. 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.

(y) The term "saccharin" includes

calcium saccharin, sodium saccharin,

and ammonium saccharin.

(z) The term "infant formula" means a

food which purports to be oris

represented for special dietary use
solely as a food for infants 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 application

submitted under section 355(j) of this
title 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 335a of this
title, 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
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application for other than a different
or additional use of the drug, and

(2) in the case of sections 335b and
335¢ of this title, includes any
supplement to such an application.

(bb) The term "knowingly" or "knew"
means that a person, 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 335a of this

title, the term "high managerial agent"-

(1) means-

(A) an officer or director of a
corporation or an association,

(B) a partner of a partnership, or

(C) any employee or other agent of a
corporation, association, 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 for-

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

(B) production, quality assurance, or

quality control of any drug
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product, or
(C) research and development of any
drug product.
(dd) For purposes of sections 335a and
335b of this title, the term "drug product”
means a drug subject to regulation
under section 355, 360b, or 382 of this
title or under section 262 of title 42.
(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 supplement the
diet that bears or contains one or
more of the following dietary
ingredients:

(A) a vitamin:

(B) a mineral;

(C) an herb or other botanical;

(D) an amino acid;

(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)(i) is intended for ingestion in a
form described in section
350(c)(1)(B)(i) of this title; or

(ii) complies with section
350(c)(1)(B)(ii) of this title;

(B) is not represented for use as a
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i

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 355 of
this title or licensed as a biologic
under section 262 of title 42 and
was, prior to such approval,
certification, or license, marketed as
a dietary supplement or as a food
unless the Secretary has issued a
regulation, after notice and
comment, finding that the article,
when used as or in a dietary
supplement under the conditions of
use and dosages set forth in the
labeling for such dietary
supplement, is unlawful under
section 342(f) of this title; and

(B) not include-

(i) an article that is approved as a
new drug under section 355 of
this title, certified as an
antibiotic under section 357 of
this title, or licensed as a
biologic under section 262 of
title 42, or

(ii) an article authorized for
investigation as a new drug,
antibiotic, or biological for
which substantial clinical
investigations have been
instituted and for which the

existence of such

21
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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
chapter.
Except for purposes of paragraph (g)
and section 350f of this title, a dietary
supplement shall be deemed to be a
food within the meaning of this
chapter.
(gg) The term "processed food" means
any food other than a raw agricultural
commodity and includes any raw
agricultural commodity that has been
subject to processing, such as canning,
cooking, freezing, dehydration, or
milling.
(hh) The term "Administrator" means
the Administrator of the United States
Environmental Protection Agency.
(ii) The term "compounded positron
emission tomography drug"-

(1) means a drug that-

(A) exhibits spontaneous
disintegration of unstable nuclei by
the emission of positrons and is

used for the purpose of providing

dual photon positron emission
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tomographic diagnostic images:
and
(B) has been compounded by or on
the order of a practitioner 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, ingredient,
nuclide generator, accelerator, target
material, electronic synthesizer, or
other apparatus or computer
program to be used in the
preparation of such a drug.
(jj) 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, chloramphenicol,
bacitracin, or any other drug intended
for human use containing any quantity
of any chemical substance which is
produced by a micro-organism and
which has the capacity to inhibit or
destroy micro-organisms in dilute
solution (including a chemically
synthesized equivalent of any such
substance) or any derivative thereof.
(KKk) Priority supplement.-The term
"priority supplement"” means a drug

application referred to in section 101(4)
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of the Food and Drug Administration

Modernization Act of 1997 (111 Stat.

2298).

(11)(1) The term "single-use device" 1."d3]-g o7 7]7|"et St HOl AFE-51A
U sto] Als Foll= §F g &AtoA

means a device that is intended for 3,
ARSI o8 o] 7]V wattt

one use, or on a single patient during
a single procedure.

(2)(A) The term "reprocessed”, with 2.7} 438 977719 "RiA "= A 9

respect to a single-use device,
means an original device that has
previously been used on a patient
and has been subjected to
additional processing and
manufacturing for the purpose of
an additional single use on a
patient. The subsequent
processing and manufacture of a
reprocessed single-use device
shall result in a device that is
reprocessed within the meaning of

this definition.

271717} kA of] Aol A AREE At
7t OA] Belg o At A AR
ELK—?QE_ Kﬂi} 7{~]E4 al KﬂZE. _,‘_L]»K‘]Q. 7-1
Mee gttt AiAl2] 49]& =7

715 Al Alg] R Alxsto] A 9=
7171 ol 29| oA A A
oJct.

(B) A single-use device that meets the L 7159 Aol 7o Bilshe= A3 g
definition under clause (A) shall be ol2717]+&, "AA "7t ohd "Rj-8"9]
considered a reprocessed device BHAES ALESE 2 5, ol &5 7]7]
without regard to any description O] M ZFAMY M|3A7T 1 o] 7 7]7]9]|

of the device used by the

manufacturer of the device or

chsto] 13t Bpot Agle]l A2
SERHERT)

F) AEol FY IA1 10 ZN4Z(HYTHZ H111-22982)0] AZE O[AFE LA "1t B0
ZHM4= 2 O=EH M21EM379gx2 =M=z YHstEl Y M105-1152 2] M101=M4= S 7+
1 2ot DI% H M21BKN379g= 2| FA0|A 22lx|= S# M105-1152 H101ZM4=2| LY
St 2ok L (TE) NEe R Hote a2 (BE). EAF e Moo == Fok Hiet 2
3 AE, O|4E U Y ERY M7EM3EM2Ee 2X 0| siEdte o/A4E Y EARL oofFE MH
AA 59| A& H2|0f A== SHCHthe fees authorized by amendments ... will be dedicated toward

expediting the drug development process and the review of human drug applications as set forth in the
goals identified, for purposes of part 2 of subchapter C of chapter VIl of the Federal Food, Drug, and

Cosmetic Act..., in the letters from the Secretary of Health and Human Services ... .)."
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other persons, including a
description that uses the term
"recycled" rather than the term
"reprocessed"”.

(3) The term "original device" means a
new, unused single-use device.

(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 humans that are

not major species.

(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,
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lobster, or shrimp), tree nuts (e.g.,
almonds, pecans, or walnuts), wheat,
peanuts, soybeans, and sesame.

(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 343(w) of this title.

(rr)(1) The term "tobacco product"
means any product made or derived
from tobacco, or containing nicotine
from any source, that is intended for
human consumption, including any
component, part, or accessory of a
tobacco product (except 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 353(g) of this title.

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

(4) A tobacco product shall not be
marketed in combination with any

other article or product regulated
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under this chapter (including a drug,
biologic, food, cosmetic, medical
device, or a dietary supplement).

(5) The term "tobacco product" does
not mean an article that is a food
under paragraph (f), if such article
contains no nicotine, or no more
than trace amounts of naturally
occurring nicotine.

(ss) The term "critical food" means a

food that is-

(1) an infant formula; or

(2) a medical food, as defined in section
360ee(b)(3) of this title.

(June 25, 1938, ch. 675, §201, 52 Stat.
1040 ; July 22, 1954, ch. 559, §1, 68 Stat.
511 ; Pub. L. 85-929, §2, Sept. 6, 1958, 72
Stat. 1784 ; Pub. L. 86-618, title I, §101,
July 12, 1960, 74 Stat. 397 ; Pub. L. 87—
781, title I, §102(a), title III, §307(a), Oct.
10, 1962, 76 Stat. 781, 796; Pub. L. 89~
74, 883(a), 9(b), July 15, 1965, 79 Stat.

2277 , 234; Pub. L. 90-399, §102, July 13,
1968, 82 Stat. 351 ; Pub. L. 90-639, 8§81,
4(a), Oct. 24, 1968, 82 Stat. 1361 , 1362;
Pub. L. 91-513, title II, §701(a), (g), Oct.
277, 1970, 84 Stat. 1281, 1282; Pub. L. 92~
516, §3(3), Oct. 21, 1972, 86 Stat. 998 ;
Pub. L. 94-278, title V, §502(a)(2)(A), Apr.
22,1976, 90 Stat. 411 ; Pub. L. 94-295, §
3(a)(1)(A), (2), May 28, 1976, 90 Stat. 575 ;
Pub. L. 95-203, §4(b)(3), Nov. 23, 1977, 91
Stat. 1453 ; Pub. L. 96-359, §3, Sept. 26,
1980, 94 Stat. 1193 ; Pub. L. 100-670, title
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