AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO,

TITLE 21—FOOD AND DRUGS
Sections 1 to 360fff-7 appear in this volume

Chap. Sec.
1. Adulterated or Misbranded Foods

or Drugs 1
2. Teas [Repealed] 41
3. Filled Milk 61
4 Animals, Meats, and Meat and

Dairy Products 71
5. Viruses, Serums, Toxins, Antitox-

ins, and Analogous Products ........ 151
5A. Bureau of Narcotics [Omitted] ........ 161
6. Narcotic Drugs [Repealed or Trans-

ferred] 171
7. Practice of Pharmacy and Sale of

Poisons in Consular Districts in

China 201
8. Narcotic Farms [Repealed] ............... 221
9. Federal Food, Drug, and Cosmetic

Act 301
10. Poultry and Poultry Products In-

spection 451
11. Manufacture of Narcotic Drugs

[Repealed] 501
12. Meat Inspection 601
13. Drug Abuse Prevention and Con-

trol 801

14. Alcohol and Drug Abuse Educa-
tional Programs and Activities

[Repealed] 1001
15. Egg Products Inspection .........ccceeueee. 1031
16. Drug Abuse Prevention, Treatment,

and Rehabilitation ........c.cceeueeeeeeee. 1101
17. National Drug Enforcement Policy

[Repealed] 1201
18. President’s Media Commission on

Alcohol and Drug Abuse Preven-

tion [Omitted] 1301
19. Pesticide Monitoring Improvements 1401
20. National Drug Control Program ..... 1501
21. Biomaterials Access Assurance ....... 1601
22, National Drug Control Policy .......... 1701
23. National Youth Anti-Drug Media

Campaign [Repealed] .........ccceeueeeee. 1801
24, International Narcotics Trafficking 1901
25. Miscellaneous Anti-Drug Abuse

Provisions 2001
26. Food Safety 2101
27. Food Safety Modernization ......ce..... 2201

CHAPTER 1—ADULTERATED OR
MISBRANDED FOODS OR DRUGS

SUBCHAPTER I—FEDERAL FOOD AND DRUGS ACT
OF 1906

Sec.

1 to 15. Repealed or Transferred.
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SUBCHAPTER II—MISCELLANEOUS PROVISIONS

Sec.

16. Introduction into, or sale in, State or Territory
or District of Columbia of dairy or food prod-
ucts falsely labeled or branded.

17. Penalty for sale or introduction of falsely la-
beled dairy or food products; venue.

18. Suspension of importation of adulterated arti-
cles.

19. Repealed.

20. Apples in interstate commerce; standard grades.

21. Branding grades on barrels of apples.

22. Barrels misbranded.

23. Penalties.

24. Omitted.

25. Oleomargarine, butterine, or imitation butter
or cheese transported into a State subject to
its police powers.

26. Omitted.

SUBCHAPTER I—FEDERAL FOOD AND
DRUGS ACT OF 1906

§§1 to 5. Repealed. June 25, 1938, ch. 675,
§ 1002(a), formerly § 902(a), 52 Stat. 1059; re-
numbered § 1002(a), Pub. L. 111-31, div. A,
title I, § 101(b)(2), June 22, 2009, 123 Stat. 1784

Section 1, act June 30, 1906, ch. 3915, §1, 34 Stat. 768,
made it unlawful to manufacture adulterated or misbrand-
ed foods or drugs in Territories or District of Columbia
and provided penalty for violations. See sections 331 and
333 of this title.

Section 2, act June 30, 1906, ch. 3915, §2, 34 Stat. 768,
prohibited introduction, shipment, delivery or sale of adul-
terated or misbranded foods or drugs in interstate or for-
eign commerce, provided penalty for violations and ex-
empted exports conforming to specifications of foreign
purchaser and not in conflict with laws of foreign coun-
try importing the same. See sections 331, 333 and 381 of
this title.

Section 3, acts June 30, 1906, ch. 3915, §3, 34 Stat. 768;
Mar. 4, 1913, ch. 141, §1, 37 Stat. 736, authorized Secre-
taries of the Treasury, Agriculture, and Commerce to
make uniform rules and regulations for enforcement of
food and drug laws, including collection and examination
of specimens. See section 371 of this title.

Section 4, act June 30, 1906, ch. 3915, §12, 34 Stat. 772,
provided that act or omission of officer, agent, and so
forth, of corporation, shall be deemed act or omission of
corporation.

Section 5, act June 30, 1906, ch. 3915, §12, 34 Stat. 772,
defined ‘“‘territory’’ and ‘‘person’’. See section 321 of this
title and section 1 of Title 1, General Provisions.

EFFECTIVE DATE OF REPEAL

Act June 25, 1938, ch. 675, §1002(a), formerly §902(a), 52
Stat. 1059; renumbered §1002(a), Pub. L. 111-31, div. A,
title I, §101(b)(2), June 22, 2009, 123 Stat. 1784, which re-
pealed sections 1 to 5, 7 to 14, and 15 of this title, pro-
vided that the repeal of those sections should take effect
upon the effective date of act June 25, 1938, which was to
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take effect twelve months after the date of its enact-
ment. Act June 23, 1939, ch. 242, §2(b), 53 Stat. 854, pro-
vided that: ‘“The provisions of such act of June 30, 1906,
as amended, to the extent that they impose, or authorize
the imposition of, any requirement imposed by section
403(k) of the Federal Food, Drug, and Cosmetic Act [sec-
tion 343(k) of this title], shall remain in force until Jan-
uary 1, 1940.”

§ 6. Transferred

CODIFICATION

Section, act Mar. 4, 1923, ch. 268, 42 Stat. 1500, was
transferred to section 321a of this title.

§§ 7 to 14. Repealed. June 25, 1938, ch. 675,
§ 1002(a), formerly § 902(a), 52 Stat. 1059; re-
numbered § 1002(a), Pub. L. 111-31, div. A,
title I, § 101(b)(2), June 22, 2009, 123 Stat. 1784

Section 7, act June 30, 1906, ch. 3915, §6, 34 Stat. 769,
defined ‘“‘drug’’ and ‘“‘food”. See section 321 of this title.

Section 8, act June 30, 1906, ch. 3915, §7, 34 Stat. 769,
deemed drugs to be adulterated when sold having a dif-
ference from recognized standards, except where there is
an explanatory statement on or in container, and when
sold below professed standard; confectioneries, when con-
taining mineral substances, poisonous color or flavors,
other deleterious ingredients, liquors or narcotics; food,
when concerned with injurious mixtures, use of substi-
tutes, abstraction of valuable constituents, concealment
of damage or inferiority, deleterious ingredients, preserv-
atives in shipment conditionally excepted, animal or veg-
etable substances unfit for food and products of animals
diseased or having died otherwise than by slaughter. See
sections 342 and 351 of this title.

Section 9, act June 30, 1906, ch. 3915, §8, 34 Stat. 771,
defined ‘“‘misbranded’” and provided for its application to
drugs and food. See sections 343 and 352 of this title.

Section 10, acts June 30, 1906, ch. 3915, §8, 34 Stat. 771;
Aug. 23, 1912, ch. 352, 37 Stat. 416; Mar. 3, 1913, ch. 117, 37
Stat. 732; July 24, 1919, ch. 26, 41 Stat. 271; July 8, 1930, ch.
874, 46 Stat. 1019, deemed drugs to be misbranded when
there is an imitation or use of name of other article, when
there is removal and substitution of contents of package
or failure to state on label quantity or proportion of nar-
cotics therein, and when there is a false statement of cu-
rative or therapeutic effect; and food, when there is an
imitation or use of name of other article, when there is a
false label or brand removal and substitution of contents
of package, or failure to state or label quantity or propor-
tion of narcotics therein, when the packages are not marked
with weight, with certain variations and exemptions per-
mitted, when there are false or misleading statements on
package or label as to ingredients or substances; and food,
when mixtures or compounds under distinctive names, the
articles are labeled, branded as compounds, imitations, or
blends; construed the term ‘‘blend’’ and related to disclo-
sure of trade formulas of proprietary foods, and canned
food. See sections 321b, 341, 343 and 352 of this title.

Section 11, acts June 30, 1906, ch. 3915, §4, 34 Stat. 769;
Jan. 18, 1927, ch. 39, 44 Stat. 1003, provided for examina-
tion of specimens, notice of adulteration or misbranding,
hearing, certification of violations to United States dis-
trict attorney and notice of judgment.

Section 12, act June 30, 1906, ch. 3915, §5, 34 Stat. 769,
provided for prosecution by district attorneys for enforce-
ment of penalties.

Section 13, act June 30, 1906, ch. 3915, §9, 34 Stat. 771,
provided for a seller’s guaranty as protection to dealer.
See section 333 of this title.

Section 14, act June 30, 1906, ch. 3915, §10, 34 Stat. 771,
provided for seizure of articles by libel for condemnation,
at suit of and in name of United States, in United States
district court where found, conforming to proceedings in
admiralty, with right to trial by jury, destruction or sale
of adulterated or misbranded articles, bond and payment
of proceeds into Treasury of United States. See sections
332, 334 and 337 of this title.
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EFFECTIVE DATE OF REPEAL

For effective date of repeal, see section 1002(a) of act
June 25, 1938, set out as a note under sections 1 to 5 of
this title.

§ 14a. Transferred

CODIFICATION

Section, act June 30, 1906, ch. 3915, §10A, as added June
22, 1934, ch. 712, 48 Stat. 1204, and amended, which related
to examination of sea food on request of packer, marking
of food with results, fees, and penalties, was successively
renumbered section 702A and then 706 of the Federal Food,
Drug, and Cosmetic Act by act July 12, 1943, ch. 221, title
II, § 201, 57 Stat. 500, and by Pub. L. 102-571, title I, §106(3),
Oct. 29, 1992, 106 Stat. 4498, and was successively classified
to section 372a and then 376 of this title.

§ 15. Repealed. June 25, 1938, ch. 675, § 1002(a),
formerly § 902(a), 52 Stat. 1059; renumbered
§ 1002(a), Pub. L. 111-31, div. A, title I,
§ 101(b)(2), June 22, 2009, 123 Stat. 1784

Section, act June 30, 1906, ch. 3915, §11, 34 Stat. 772,
provided for examination of samples of imports, refusal
of admission and delivery to consignee, delivery to con-
signee pending examination and decision on bond and
charges for storage and lien therefor. See section 381 of
this title.

EFFECTIVE DATE OF REPEAL

For effective date of repeal, see section 1002(a) of act
June 25, 1938, set out as a note under sections 1 to 5 of
this title.

SUBCHAPTER II—MISCELLANEOUS
PROVISIONS

§ 16. Introduction into, or sale in, State or Terri-
tory or District of Columbia of dairy or food
products falsely labeled or branded

No person or persons, company or corporation,
shall introduce into any State or Territory of the
United States or the District of Columbia from
any other State or Territory of the United States
or the District of Columbia, or sell in the District
of Columbia or in any Territory any dairy or food
products which shall be falsely labeled or branded
as to the State or Territory in which they are
made, produced, or grown, or cause Or procure
the same to be done by others.

(July 1, 1902, ch. 1357, §1, 32 Stat. 632.)

§ 17. Penalty for sale or introduction of falsely la-
beled dairy or food products; venue

If any person or persons violate the provisions
of section 16 of this title, either in person or through
another, he shall be guilty of a misdemeanor and
shall be punished by a fine of not less than $500
nor more than $2,000. The jurisdiction for the pros-
ecution of said misdemeanor shall be within the
district of the United States court in which it is
committed.

(July 1, 1902, ch. 1357, §2, 32 Stat. 632.)

§ 18. Suspension of importation of adulterated ar-
ticles

Whenever the President is satisfied that there
is good reason to believe that any importation is
being made, or is about to be made, into the United
States, from any foreign country, of any article
used for human food or drink that is adulterated
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to an extent dangerous to the health or welfare of
the people of the United States, or any of them,
he may issue his proclamation suspending the im-
portation of such articles from such country for
such period of time as he may think necessary to
prevent such importation; and during such period
it shall be unlawful to import into the United
States from the countries designated in the proc-
lamation of the President any of the articles the
importation of which is so suspended.

(Aug. 30, 1890, ch. 839, §4, 26 Stat. 415.)

§ 19. Repealed. May 29, 1928, ch. 901, § 1(100), 45
Stat. 993

Section, act May 23, 1908, ch. 192, 35 Stat. 261, related
to report to Congress of expenditures in enforcing food
and drug laws.

§ 20. Apples in interstate commerce; standard
grades

The standard grades for apples when packed in
barrels which shall be shipped or delivered for
shipment in interstate or foreign commerce, or
which shall be sold or offered for sale within the
District of Columbia or the Territories of the United
States shall be as follows: Apples of one variety,
which are well-grown specimens, hand picked, of
good color for the variety, normal shape, practi-
cally free from insect and fungous injury, bruises,
and other defects, except such as are necessarily
caused in the operation of packing, or apples of
one variety which are not more than 10 per cen-
tum below the foregoing specifications shall be
“Standard grade minimum size two and one-half
inches’’, if the minimum size of the apples is two
and one-half inches in transverse diameter; ‘‘Stand-
ard grade minimum size two and one-fourth inches’’,
if the minimum size of the apples is two and one-
fourth inches in transverse diameter; or ‘“Stand-
ard grade minimum size two inches”’, if the min-
imum size of the apples is two inches in trans-
verse diameter.

(Aug. 3, 1912, ch. 273, §2, 37 Stat. 250.)

§ 21. Branding grades on barrels of apples

The barrels in which apples are packed in ac-
cordance with the provisions of sections 20 to 23
of this title may be branded in accordance with
the provisions of section 20 of this title.

(Aug. 3, 1912, ch. 273, §3, 37 Stat. 251.)

§ 22. Barrels misbranded

Barrels packed with apples shall be deemed to
be misbranded within the meaning of sections 20
to 23 of this title—

First. If the barrel bears any statement, de-
sign, or device indicating that the apples con-
tained therein are ‘‘Standard’’ grade and the ap-
ples when packed do not conform to the require-
ments prescribed by section 20 of this title.

Second. If the barrel bears any statement, de-
sign, or device indicating that the apples contained
therein are ‘‘Standard’ grade and the barrel fails
to bear also a statement of the name of the va-
riety, the name of the locality where grown, and
the name of the packer or the person by whose au-
thority the apples were packed and the barrel marked.

(Aug. 3, 1912, ch. 273, §5, 37 Stat. 251.)

TITLE 21—FOOD AND DRUGS

§ 50

§ 23. Penalties

Any person, firm or corporation, or association
who shall knowingly pack or cause to be packed
apples in barrels or who shall knowingly sell or
offer for sale such barrels in violation of the pro-
visions of sections 20 to 23 of this title shall be
liable to a penalty of $1 and costs for each such
barrel so sold or offered for sale, to be recovered
at the suit of the United States in any court of
the United States having jurisdiction.

(Aug. 3, 1912, ch. 273, §6, 37 Stat. 251.)

CODIFICATION

Section is also set out as section 233 of Title 15, Com-
merce and Trade.

§ 24. Omitted

CODIFICATION

Section, act Mar. 4, 1915, ch. 144, 38 Stat. 1102, related
to payment of the cost of inspection under a provision
authorizing the investigation of the character of chem-
ical and physical tests applied to American food prod-
ucts in foreign countries and the inspection of such prod-
ucts before shipment to such countries at the request of
the shippers or owners. That provision was repeated in
subsequent appropriation acts but was omitted from the
appropriation act of July 12, 1943, ch. 221, 57 Stat. 494,
and from all subsequent appropriation acts.

§ 25. Oleomargarine, butterine, or imitation but-
ter or cheese transported into a State subject
to its police powers

All articles known as oleomargarine, butterine,
imitation, process, renovated, or adulterated but-
ter, or imitation cheese, or any substance in the
semblance of butter or cheese not the usual prod-
uct of the dairy and not made exclusively of pure
and unadulterated milk or cream, transported into
any State or Territory or the District of Columbia,
and remaining therein for use, consumption, sale,
or storage therein, shall, upon the arrival within
the limits of such State or Territory or the Dis-
trict of Columbia, be subject to the operation and
effect of the laws of such State or Territory or the
District of Columbia, enacted in the exercise of its
police powers to the same extent and in the same
manner as though such articles or substances had
been produced in such State or Territory or the
District of Columbia, and shall not be exempt there-
from by reason of being introduced therein in origi-
nal packages or otherwise.

(May 9, 1902, ch. 784, §1, 32 Stat. 193.)
§ 26. Omitted

CODIFICATION

Section, which was from the appropriation acts of Jan.
18, 1927, ch. 39, 44 Stat. 984; May 16, 1928, ch. 572, 45 Stat.
548; Feb. 16, 1929, ch. 227, 45 Stat. 1198; May 27, 1930, ch. 341,
46 Stat. 424, and subsequent Department of Agriculture Ap-
propriation Acts to and including act June 28, 1944, ch. 296,
§4, 58 Stat. 461, and related to inspection of food and other
products, is covered by section 2256 of Title 7, Agriculture.

CHAPTER 2—TEAS
§§ 41 to 50. Repealed. Pub. L. 104-128, § 2, Apr. 9,
1996, 110 Stat. 1198

Section 41, acts Mar. 2, 1897, ch. 358, §1, 29 Stat. 604;
May 16, 1908, ch. 170, 35 Stat. 163; May 31, 1920, ch. 217, 41
Stat. 712; 1940 Reorg. Plan No. IV, §12, eff. June 30, 1940, 5
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F.R. 2421, 54 Stat. 1237; 19563 Reorg. Plan No. 1, §5, eff.
Apr. 11, 1953, 18 F.R. 2053, 67 Stat. 631; May 24, 1962, Pub.
L. 87-456, title III, §303(a), 76 Stat. 77; Aug. 23, 1988, Pub.
L. 100-418, title I, §1214(7), 102 Stat. 1158, prohibited un-
lawful importation of substandard tea.

Section 42, acts Mar. 2, 1897, ch. 358, §2, 29 Stat. 605;
May 31, 1920, ch. 217, 41 Stat. 712; 1940 Reorg. Plan No. IV,
§12, eff. June 30, 1940, 5 F.R. 2421, 54 Stat. 1237; July 12,
1943, ch. 221, title II, 57 Stat. 500; 1953 Reorg. Plan No. 1,
§5, eff. Apr. 11, 1953, 18 F.R. 2053, 67 Stat. 631; Oct. 17, 1979,
Pub. L. 96-88, title V, §509(b), 93 Stat. 695, related to estab-
lishment and composition of board of experts in teas.

Section 43, acts Mar. 2, 1897, ch. 358, §3, 29 Stat. 605;
May 31, 1920, ch. 217, 41 Stat. 712; 1940 Reorg. Plan No. IV,
§12, eff. June 30, 1940, 5 F.R. 2421, 54 Stat. 1237; 1953 Re-
org. Plan No. 1, §5, eff. Apr. 11, 1953, 18 F.R. 2053, 67 Stat.
631; Oct. 17, 1979, Pub. L. 96-88, title V, §509(b), 93 Stat.
695, authorized establishment of purity standards.

Section 44, acts Mar. 2, 1897, ch. 358, §4, 29 Stat. 605;
May 31, 1920, ch. 217, 41 Stat. 712; 1940 Reorg. Plan No. IV,
§12, eff. June 30, 1940, 5 F.R. 2421, 54 Stat. 1237; 1953 Re-
org. Plan No. 1, §5, eff. Apr. 11, 1953, 18 F.R. 2053, 67 Stat.
631; Oct. 17, 1979, Pub. L. 96-88, title V, §509(b), 93 Stat.
695, related to bonds of importers, examination of im-
ported teas, and importation at ports without examiners.

Section 45, act Mar. 2, 1897, ch. 358, §5, 29 Stat. 605,
related to delivery permits and reexamination and reten-
tion of substandard teas.

Section 46, acts Mar. 2, 1897, ch. 358, §7, 29 Stat. 606;
May 31, 1920, ch. 217, 41 Stat. 712, 713, related to exam-
iners and examination according to usages of trade.

Section 46a, acts Mar. 2, 1897, ch. 358, § 13, formerly act
July 1, 1941, ch. 269, title II, 55 Stat. 478; renumbered § 13
of act Mar. 2, 1897, and amended Aug. 10, 1993, Pub. L.
103-66, title IV, §4401, 107 Stat. 378, related to deposit of
fee prior to examination.

Section 47, acts Mar. 2, 1897, ch. 358, §6, 29 Stat. 606; May
31, 1920, ch. 217, 41 Stat. 712, 713; 1940 Reorg. Plan No. IV,
§12, eff. June 30, 1940, 5 F.R. 2421, 54 Stat. 1237; 1953 Reorg.
Plan No. 1, §5, eff. Apr. 11, 1953, 18 F.R. 2053, 67 Stat. 631;
Oct. 17, 1979, Pub. L. 96-88, title V, §509(b), 93 Stat. 695, re-
quired referral of disputes to United States Board of Tea
Appeals and authorized board to permit delivery or order
destruction or exportation of substandard teas.

Section 48, acts Mar. 2, 1897, ch. 358, §8, 29 Stat. 606; May
31, 1920, ch. 217, 41 Stat. 712, related to reexaminations, in-
cluding findings by examiner and assistance of experts.

Section 49, acts Mar. 2, 1897, ch. 358, §9, 29 Stat. 606;
May 31, 1920, ch. 217, 41 Stat. 712, related to reimporting
rejected teas and forfeitures for violation of provisions.

Section 50, acts Mar. 2, 1897, ch. 358, §10, 29 Stat. 607;
May 31, 1920, ch. 217, 41 Stat. 712; 1940 Reorg. Plan No. IV,
§12, eff. June 30, 1940, 5 F.R. 2421, 54 Stat. 1237; 1953 Re-
org. Plan No. 1, §5, eff. Apr. 11, 1953, 18 F.R. 2053, 67 Stat.
631; Oct. 17, 1979, Pub. L. 96-88, title V, §509(b), 93 Stat.
695, authorized issuance of regulations.

EFFECTIVE DATE OF REPEAL

Pub. L. 104-128, §3, Apr. 9, 1996, 110 Stat. 1198, provided
that: ““This Act [repealing this chapter] shall take effect
on the date of enactment of this Act [Apr. 9, 1996].”’

SHORT TITLE OF REPEAL

Pub. L. 104-128, §1, Apr. 9, 1996, 110 Stat. 1198, provided
that: ““This Act [repealing this chapter] may be cited as
the ‘Federal Tea Tasters Repeal Act of 1996°.”’

SHORT TITLE

Act July 12, 1943, ch. 221, title II, 57 Stat. 499, provided
in part that act Mar. 2, 1897, which was classified gen-
erally to this chapter, could be cited as the Tea Importa-
tion Act.

CHAPTER 3—FILLED MILK

Sec.
61. Definitions.
62. Manufacture, shipment, or delivery for shipment

in interstate or foreign commerce prohibited.

TITLE 21—FOOD AND DRUGS
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Sec.
63. Penalties; acts of agents deemed acts of prin-
cipals.
64. Regulations for enforcement.

FEDERAL FooD, DRUG, AND COSMETIC ACT

Nothing contained in chapter 9 (§301 et seq.) of this
title shall be construed as in any way affecting, modi-
fying, repealing, or superseding the provisions of sec-
tions 61 to 64 of this title, see section 392(b) of this title.

BUREAU OF DAIRY INDUSTRY

General provisions, see sections 401 to 404 of Title 7,
Agriculture.

§ 61. Definitions

Whenever used in this chapter—

(a) The term ‘‘person’ includes an individual,
partnership, corporation, or association;

(b) The term ‘‘interstate or foreign commerce’’
means commerce (1) between any State, Terri-
tory, or possession, or the District of Columbia,
and any place outside thereof; (2) between points
within the same State, Territory, or possession,
or within the District of Columbia, but through
any place outside thereof; or (3) within any Terri-
tory or possession, or within the District of Co-
lumbia; and

(¢c) The term ‘‘filled milk’> means any milk,
cream, or skimmed milk, whether or not condensed,
evaporated, concentrated, powdered, dried, or des-
iccated, to which has been added, or which has
been blended or compounded with, any fat or oil
other than milk fat, so that the resulting product
is in imitation or semblance of milk, cream, or
skimmed milk, whether or not condensed, evapo-
rated, concentrated, powdered, dried, or desiccat-
ed. This definition shall not include any distinc-
tive proprietary food compound not readily mis-
taken in taste for milk or cream or for evaporat-
ed, condensed, or powdered milk, or cream where
such compound (1) is prepared and designed for
feeding infants and young children and custom-
arily used on the order of a physician; (2) is packed
in individual cans containing not more than six-
teen and one-half ounces and bearing a label in
bold type that the content is to be used only for
said purpose; (3) is shipped in interstate or for-
eign commerce exclusively to physicians, whole-
sale and retail druggists, orphan asylums, child-
welfare associations, hospitals, and similar insti-
tutions and generally disposed of by them.

(Mar. 4, 1923, ch. 262, §1, 42 Stat. 1486.)

SHORT TITLE
Act July 12, 1943, ch. 221, title II, 57 Stat. 499, provided

in part that act Mar. 4, 1923, which enacted this chapter,
may be cited as the “‘Filled Milk Act”.

§ 62. Manufacture, shipment, or delivery for ship-
ment in interstate or foreign commerce pro-
hibited

It is declared that filled milk, as defined in sec-
tion 61 of this title, is an adulterated article of
food, injurious to the public health, and its sale
constitutes a fraud upon the public. It shall be
unlawful for any person to manufacture within
any Territory or possession, or within the Dis-
trict of Columbia, or to ship or deliver for ship-
ment in interstate or foreign commerce, any filled
milk.
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(Mar. 4, 1923, ch. 262, §2, 42 Stat. 1487.)

§ 63. Penalties; acts of agents deemed acts of
principals

Any person violating any provision of this chap-
ter shall upon conviction thereof be subject to a
fine of not more than $1,000 or imprisonment of
not more than one year, or both. When construing
and enforcing the provisions of this chapter, the
act, omission, or failure of any person acting for
or employed by any individual, partnership, cor-
poration, or association, within the scope of his
employment or office, shall in every case be deemed
the act, omission, or failure, of such individual,
partnership, corporation, or association, as well
as of such person.

(Mar. 4, 1923, ch. 262, §3, 42 Stat. 1487.)
CODIFICATION

The original text of this section contained a further
provision that no penalty should be enforced for any
violation occurring within 30 days after act Mar. 4,
1923 became law and was omitted as temporary and ob-
solete.

§ 64. Regulations for enforcement

The Secretary of Health and Human Services is
authorized and directed to make and enforce such
regulations as may in his judgment be necessary
to carry out the purposes of this chapter.

(Mar. 4, 1923, ch. 262, §4, as added Aug. 27, 1935,
ch. 743, 49 Stat. 885; 1940 Reorg. Plan No. IV, §12,
eff. June 30, 1940, 5 F.R. 2421, 54 Stat. 1237; 1953
Reorg. Plan No. 1, §5, eff. Apr. 11, 1953, 18 F.R.
20563, 67 Stat. 631; Pub. L. 96-88, title V, §509(b),
Oct. 17, 1979, 93 Stat. 695.)

CHANGE OF NAME

“Secretary of Health and Human Services’’ substitut-
ed in text for ‘‘Secretary of Health, Education, and Wel-
fare’” pursuant to section 509(b) of Pub. L. 96-88, which is
classified to section 3508(b) of Title 20, Education.

TRANSFER OF FUNCTIONS

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

CHAPTER 4—ANIMALS, MEATS, AND MEAT
AND DAIRY PRODUCTS

SUBCHAPTER I—EXAMINATION OF ANIMALS,
MEATS, AND MEAT AND DAIRY PRODUCTS

Sec.
71 to 99. Transferred, Repealed, or Omitted.

SUBCHAPTER II—IMPORTATION OF CATTLE AND
QUARANTINE

101. Suspension of importation of all animals.
102 to 107. Repealed or Omitted.

SUBCHAPTER III—PREVENTION OF INTRODUCTION
AND SPREAD OF CONTAGION

111 to 113. Repealed or Omitted.

113a. Establishment of research laboratories for foot-
and-mouth disease and other animal dis-
eases; research contracts; employment of
technicians and scientists; appropriations.

114 to 114h. Repealed.

114i. Pseudorabies eradication.

115 to 135b. Repealed, Omitted, or Transferred.
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Sec.

136. Additional inspection services.

136a. Collection of fees for inspection services.
SUBCHAPTER IV—-IMPORTATION OF MILK AND

CREAM

141. Prohibition of importation without permit.

142. Milk or cream when unfit for importation.

143. Inspection; certified statement in lieu thereof;

waiver of requirements of section 142; regu-
lations; suspension and revocation of per-

mits.

144. Unlawful receiving of imported milk or cream.

145. Penalties.

146. Authorization of appropriations.

147. Repeal of inconsistent laws.

148. Powers of State with respect to milk or cream
lawfully imported.

149. Definitions.

SUBCHAPTER I—EXAMINATION OF ANI-

MALS, MEATS, AND MEAT AND DAIRY
PRODUCTS

§§ 71 to 92. Transferred

CODIFICATION

Section 71, act Mar. 4, 1907, ch. 2907, 34 Stat. 1260,
which related to inspection of meat and meat food
products, examination of cattle before slaughtering, sep-
arate slaughtering of diseased animals and examina-
tion of carcasses, was transferred to section 603 of this
title.

Section 72, act Mar. 4, 1907, ch. 2907, 34 Stat. 1260,
which related to post mortem examination of carcasses,
marking and labeling, destruction of condemned carcasses,
and reinspection, was transferred to section 604 of this
title.

Section 73, act Mar. 4, 1907, ch. 2907, 34 Stat. 1261,
which related to examination of carcasses brought into
slaughtering or packing establishments and of meat food
products issued from and returned thereto, was trans-
ferred to section 605 of this title.

Section 74, act Mar. 4, 1907, ch. 2907, 34 Stat. 1261,
which related to examination and inspection of meat
food products, marks of inspection, destruction of con-
demned products, and products for export, was trans-
ferred to section 606 of this title and was subsequently
repealed by Pub. L. 110-234, title XI, §11016(b)(1)(B), May
22, 2008, 122 Stat. 1369, and Pub. L. 110-246, § 4(a), title XI,
§11016(b)(1)(B), June 18, 2008, 122 Stat. 1664, 2131.

Section 75, act Mar. 4, 1907, ch. 2907, 34 Stat. 1262,
which related to labeling of receptacles and coverings of
meat and meat food products inspected and passed, su-
pervision by inspectors, prohibition of sales under false
names, was transferred to section 607 of this title.

Section 76, act Mar. 4, 1907, ch. 2907, 34 Stat. 1262,
which related to sanitary inspection and regulation of
slaughtering and packing establishments, and rejection
of meat or meat food products unfit for food, was trans-
ferred to section 608 of this title.

Section 77, act Mar. 4, 1907, ch. 2907, 34 Stat. 1262,
which related to examination of cattle and food products
thereof slaughtered and prepared during night time, was
transferred to section 609 of this title.

Section 78, act Mar. 4, 1907, ch. 2907, 34 Stat. 1262,
which related to prohibition of transportation of car-
casses, meat, or meat food products not properly inspect-
ed and marked, was transferred to section 610 of this
title.

Section 79, act Mar. 4, 1907, ch. 2907, 34 Stat. 1263,
which related to forgery, alteration, and unauthorized
use of marks, labels, and certificates, was transferred to
section 611 of this title.

Section 80, act Mar. 4, 1907, ch. 2907, 34 Stat. 1263,
which related to inspection of animals for export, was
transferred to section 612 of this title and was subse-
quently repealed by Pub. L. 107-171, title X, §10418(a)(19),
May 13, 2002, 116 Stat. 508.
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Section 81, act Mar. 4, 1907, ch. 2907, 34 Stat. 1263,
which related to certificates of condition of animals for
export, was transferred to section 613 of this title and
was subsequently repealed by Pub. L. 107-171, title X,
§10418(a)(19), May 13, 2002, 116 Stat. 508.

Section 82, act Mar. 4, 1907, ch. 2907, 34 Stat. 1263,
which related to clearance to vessels carrying cattle for
export with proper certificate of inspection, was trans-
ferred to section 614 of this title and was subsequently
repealed by Pub. L. 107-171, title X, §10418(a)(19), May 13,
2002, 116 Stat. 508.

Section 83, act Mar. 4, 1907, ch. 2907, 34 Stat. 1263,
which related to inspection of carcasses, the meat of
which is intended for export, was transferred to section
615 of this title.

Section 84, act Mar. 4, 1907, ch. 2907, 34 Stat. 1263,
which related to certificates of condition of carcasses,
the meat of which is intended for export, was transferred
to section 616 of this title.

Section 85, act Mar. 4, 1907, ch. 2907, 34 Stat. 1263,
which related to clearance to vessels carrying meat for
export with proper certificate of inspection, was trans-
ferred to section 617 of this title.

Section 86, act Mar. 4, 1907, ch. 2907, 34 Stat. 1263,
which related to official certificates of inspection and
delivery of copies thereof to different parties, was trans-
ferred to section 618 of this title.

Section 87, act Mar. 4, 1907, ch. 2907, 34 Stat. 1264,
which related to prohibition of transportation or sale of
meat or meat food products without complying with pro-
visions of inspection law, was transferred to section 619
of this title.

Section 88, act Mar. 4, 1907, ch. 2907, 34 Stat. 1264,
which related to offenses and penalties, was transferred
to section 620 of this title.

Section 89, act Mar. 4, 1907, ch. 2907, 34 Stat. 1264,
which related to appointment of inspectors, their duties,
and rule making authority of the Secretary of Agricul-
ture, was transferred to section 621 of this title.

Section 90, act Mar. 4, 1907, ch. 2907, 34 Stat. 1264,
which related to penalties for bribery, was transferred to
section 622 of this title.

Section 91, acts Mar. 4, 1907, ch. 2907, 34 Stat. 1265;
June 29, 1938, ch. 810, 52 Stat. 1235, which related to defi-
nitions, exceptions to inspection requirements in case of
farmers and retailers, and penalties for sale of meat and
meat food products unfit for food, was transferred to
section 623 of this title.

Section 92, act Mar. 4, 1907, ch. 2907, 34 Stat. 1265,
which was a proviso following the first sentence of sec-
tion 91 of this title, was restored to that section and has
been transferred to section 623 of this title.

§ 93. Repealed. May 29, 1928, ch. 901, § 1(92), 45
Stat. 993

Section, act Mar. 4, 1907, ch. 2907, 34 Stat. 1265, related
to statement in annual estimates as to persons employed,
their compensation and expenses.

§§ 94 to 95. Transferred

CODIFICATION

Section 94, act June 30, 1914, ch. 131, 38 Stat. 420, which
related to inspection of reindeer, was transferred to sec-
tion 692 of this title.

Section 94a, act May 23, 1908, ch. 192, 35 Stat. 254,
which related to inspection of dairy products for export,
was transferred to section 693 of this title.

Section 95, acts June 30, 1906, ch. 3913, 34 Stat. 679;
June 26, 1934, ch. 756, §2, 48 Stat. 1225, which related to
authorization of appropriations for expenses of inspec-
tion, was transferred to section 694 of this title.

§ 96. Repealed. Pub. L. 90-201, § 18, Dec. 15, 1967,
81 Stat. 600

Section, act July 24, 1919, ch. 26, 41 Stat. 241, provided
for marking horse meat transported in interstate com-
merce. See section 619 of this title.
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EFFECTIVE DATE OF REPEAL

Repeal effective Dec. 15, 1967, see section 20 of Pub. L.
90-201, set out as an Effective Date note under section
601 of this title.

§§ 97 to 97d. Omitted

CODIFICATION

Sections 97 to 97d, act July 30, 1947, ch. 356, title I, §1,
61 Stat. 531, 532, set up a meat inspection fund and pro-
vided for payment for meat inspection service by the per-
sons or organizations who were furnished such inspec-
tion on and after July 1, 1947. These provisions ceased to
be effective on July 1, 1948, under section 98 of this title
which requires the cost of such inspection to be borne
by the United States. The unobligated balance in the
meat inspection fund was carried to the general fund of
the Treasury by act June 19, 1948, ch. 543, §1, 62 Stat.
515.

§ 98. Transferred

CODIFICATION

Section, act June 5, 1948, ch. 423, 62 Stat. 344, which
related to payment of cost of meat inspection, was trans-
ferred to section 695 of this title.

§ 99. Repealed. July 28, 1953, ch. 251, title I, § 101,
67 Stat. 208

Section, act Aug. 31, 1951, ch. 374, title I, §101, 65 Stat.
229, related to reimbursement for excess expenses of meat
inspection.

SUBCHAPTER II-IMPORTATION OF CATTLE
AND QUARANTINE

§ 101. Suspension of importation of all animals

Whenever, in the opinion of the President, it
shall be necessary for the protection of animals
in the United States against infectious or conta-
gious diseases, he may, by proclamation, suspend
the importation of all or any class of animals for
a limited time, and may change, modify, revoke,
or renew such proclamation, as the public good
may require; and during the time of such suspen-
sion the importation of any such animals shall
be unlawful.

(Aug. 30, 1890, ch. 839, §9, 26 Stat. 416.)

§§ 102 to 105. Repealed. Pub. L. 107-171, title X,
§ 10418(a)(6), May 13, 2002, 116 Stat. 507

Section 102, act Aug. 30, 1890, ch. 839, §7, 26 Stat. 416,
related to quarantine of imported animals.

Section 103, act Aug. 30, 1890, ch. 839, §8, 26 Stat. 416,
related to prohibition of importation of animals except
at quarantine ports, slaughter of infected animals, ap-
praisal, and payment.

Section 104, act Aug. 30, 1890, ch. 839, §6, 26 Stat. 416;
June 28, 1926, ch. 700, §2, 44 Stat. 775; Feb. 28, 1931, ch.
348, 46 Stat. 1460; July 22, 1954, ch. 558, §32, 68 Stat. 510;
Jan. 28, 1956, ch. 12, §1, 70 Stat. 5; Pub. L. 97-461, §4, Jan.
12, 1983, 96 Stat. 2524; Pub. L. 103-182, title III, §361(b),
Dec. 8, 1993, 107 Stat. 2122; Pub. L. 103-465, title IV, §431(h),
Dec. 8, 1994, 108 Stat. 4969, related to importation of ani-
mals.

Section 105, act Aug. 30, 1890, ch. 839, §10, 26 Stat. 417;
Pub. L. 103-182, title III, §361(c), Dec. 8, 1993, 107 Stat.
2122; Pub. L. 103-465, title IV, §431(i), Dec. 8, 1994, 108
Stat. 4969, related to inspection of animals.

§§ 106, 107. Omitted

CODIFICATION

Sections, acts Aug. 10, 1917, ch. 52, §9, 40 Stat. 275; Nov.
21, 1918, ch. 212, §3, 40 Stat. 1048, related to slaughter of



Page 981

tick-infested cattle. Section 12 of act Aug. 10, 1917, pro-
vided that the act should cease to be in effect when the
national emergency resulting from World War I had passed.

SUBCHAPTER III—PREVENTION OF
INTRODUCTION AND SPREAD OF CONTAGION

§§ 111, 112. Repealed. Pub. L. 107-171, title X,
§ 10418(a)(7), (8), May 13, 2002, 116 Stat. 507,
508

Section 111, act Feb. 2, 1903, ch. 349, §2, 32 Stat. 792;
July 22, 1954, ch. 558, §33, 68 Stat. 510; Jan. 28, 1956, ch.
12, §2, 70 Stat. 5, related to regulations to prevent con-
tagious diseases.

Section 112, act May 29, 1884, ch. 60, § 4, 23 Stat. 32; Feb.
2, 1903, ch. 349, §1, 32 Stat. 791; Feb. 7, 1928, ch. 30, 45
Stat. 59, related to investigations as to pleuropneumonia
and other diseases and regulations.

SHORT TITLE

Act Feb. 2, 1903, ch. 349, 32 Stat. 791, classified to former
sections 112 and 120 to 122 of this title, is popularly
known as the Cattle Contagious Diseases Act of 1903.

Act May 29, 1884, ch. 60, 23 Stat. 31, classified to former
sections 112, 113 to 114a-1, 115, 116, 117 to 120, and 130 of
this title and section 391 of Title 7, Agriculture, is popu-
larly known as the Animal Industry Act.

§ 112a. Omitted

CODIFICATION

Section, act Feb. 7, 1928, ch. 30, 45 Stat. 59, amended
acts May 29, 1884, ch. 60, 23 Stat. 31; Feb. 2, 1903, ch. 349,
32 Stat. 791; and Mar. 3, 1905, ch. 1496, 33 Stat. 1264, to
include live poultry in their provisions, added ‘‘and/or
live poultry’’ following ‘‘live stock’ wherever the term
“live stock’ appeared, and extended the penalties, terms,
and provisions of said acts to live poultry. For complete
classification of such acts to the Code, see Short Title
note set out under section 112 of this title and Tables.

§ 113. Repealed. Pub. L. 107-171, title X,
§ 10418(a)(7), (8), May 13, 2002, 116 Stat. 507,
508

Section, act May 29, 1884, ch. 60, § 5, 23 Stat. 32; Feb. 2,
1903, ch. 349, §1, 32 Stat. 791; Feb. 7, 1928, ch. 30, 45 Stat.
59, related to measures to prevent exportation of dis-
eased livestock and live poultry.

§ 113a. Establishment of research laboratories for
foot-and-mouth disease and other animal dis-
eases; research contracts; employment of
technicians and scientists; appropriations

The Secretary of Agriculture is authorized to
establish research laboratories, including the ac-
quisition of necessary land, buildings, or facili-
ties, and also the making of research contracts
under the authority contained in section 3105(a)
of title 7, for research and study, in the United
States or elsewhere, of foot-and-mouth disease and
other animal diseases which in the opinion of the
Secretary constitute a threat to the livestock in-
dustry of the United States: Provided, That no
live virus of foot-and-mouth disease may be in-
troduced for any purpose into any part of the
mainland of the United States (except coastal is-
lands separated therefrom by water navigable for
deep-water navigation and which shall not be con-
nected with the mainland by any tunnel) unless
the Secretary determines that it is necessary and
in the public interest for the conduct of research
and study in the United States (except at Brookhav-
en National Laboratory in Upton, New York) and
issues a permit under such rules as the Secretary

TITLE 21—FOOD AND DRUGS

§113a

shall promulgate to protect animal health, ex-
cept that the Secretary of Agriculture may trans-
port said virus in the original package across the
mainland under adequate safeguards, and except
further, that in the event of outbreak of foot-and-
mouth disease in this country, the Secretary of
Agriculture may, at his discretion, permit said
virus to be brought into the United States under
adequate safeguards. To carry out the provisions
of this section, the Secretary is authorized to
employ technical experts or scientists: Provided,
That the number so employed shall not exceed
five and that the maximum compensation for each
shall not exceed the highest rate of grade 18 of
the General Schedule. There is authorized to be
appropriated such sums as Congress may deem
necessary; in addition, the Secretary is author-
ized to utilize in carrying out this section, funds
otherwise available for the control or eradication
of such diseases.

(May 29, 1884, ch. 60, §12, as added Apr. 24, 1948,
ch. 229, 62 Stat. 198; amended July 31, 1956, ch. 804,
title I, §119, 70 Stat. 742; Pub. L. 85-573, July 31,
1958, 72 Stat. 454; Pub. L. 87-793, §1001(e), Oct. 11,
1962, 76 Stat. 864; Pub. L. 88-426, title III, §305(1),
Aug. 14, 1964, 78 Stat. 422; Pub. L. 101-624, title
XVI, §1618(b), Nov. 28, 1990, 104 Stat. 3733.)

CODIFICATION

Provisions that authorized the Secretary to employ
technical experts and scientists ‘‘without regard to the
Classification Act’’, meaning the Classification Act of
1923, were omitted as obsolete. Sections 1202 and 1204 of
the Classification Act of 1949, 63 Stat. 972, 973, repealed
the 1923 Act and all laws or parts of laws inconsistent
with the 1949 Act. While section 1106(a) of the 1949 Act
provided that references in other laws to the 1923 Act
should be held and considered to mean the 1949 Act, it
did not have the effect of continuing the exception con-
tained in this section because of section 1106(b) which
provided that the application of the 1949 Act to any posi-
tion, officer, or employee shall not be affected by section
1106(a). The Classification Act of 1949 was repealed by
Pub. L. 89-554, Sept. 6, 1966, §8(a), 80 Stat. 632 (the first
section of which revised and enacted Title 5, Govern-
ment Organization and Employees, into law). Section 5102
of Title 5 contains the applicability provisions of the
1949 Act, and section 5103 of Title 5 authorizes the Office
of Personnel Management to determine the applicability
to specific positions and employees.

AMENDMENTS

1990—Pub. L. 101-624 substituted ‘‘United States (ex-
cept’” for ““United States except’’ and ‘‘tunnel) unless the
Secretary determines that it is necessary and in the
public interest for the conduct of research and study in
the United States (except at Brookhaven National Lab-
oratory in Upton, New York) and issues a permit under
such rules as the Secretary shall promulgate to protect
animal health,” for ‘‘tunnel, and’’.

1962—Pub. L. 87-793 substituted ‘‘shall not exceed the
highest rate of grade 18 of the General Schedule” for
“‘shall not exceed $19,000 per annum’’.

1958—Pub. L. 85-573 inserted in proviso clause of first
sentence the exception clause respecting transportation
of virus in original package across mainland under ade-
quate safeguards.

EFFECTIVE DATE OF 1962 AMENDMENT
Amendment by Pub. L. 87-793 effective on first day of
first pay period which begins on or after Oct. 11, 1962.
REPEALS

Act July 31, 1956, ch. 804, title I, §119, 70 Stat. 742,
which increased the maximum compensation of techni-
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cal experts or scientists, was repealed by Pub. L. 88-426,
title III, §305(1), Aug. 14, 1964, 78 Stat. 422.

L1VE VIRUS FOOT AND MOUTH DISEASE RESEARCH

Pub. L. 110-234, title VII, § 7524, May 22, 2008, 122 Stat.
1273, and Pub. L. 110-246, §4(a), title VII, § 7524, June 18,
2008, 122 Stat. 1664, 2034, provided that:

‘““(a) IN GENERAL.—The Secretary [of Agriculture] shall
issue a permit required under section 12 of the Act of
May 29, 1884 (21 U.S.C. 113a) to the Secretary of Home-
land Security for work on the live virus of foot and mouth
disease at any facility that is a successor to the Plum
Island Animal Disease Center and charged with research-
ing high-consequence biological threats involving zoonot-
ic and foreign animal diseases (referred to in this sec-
tion as the ‘successor facility’).

““(b) LIMITATION TO SINGLE FACILITY.—Not more than
1 facility shall be issued a permit under subsection (a).

““(c) LIMITATION ON VALIDITY.—The permit issued un-
der this section shall be valid unless the Secretary de-
termines that the study of live foot and mouth disease
virus at the successor facility is not being carried out in
accordance with the regulations promulgated by the Sec-
retary pursuant to the Agricultural Bioterrorism Pro-
tection Act of 2002 (7 U.S.C. 8401 et seq.).

“‘(d) AUTHORITY.—The suspension, revocation, or other
impairment of the permit issued under this section—

‘“(1) shall be made by the Secretary; and
‘“(2) is a nondelegable function.”’

[Pub. L. 110-234 and Pub. L. 110-246 enacted identical
provisions. Pub. L. 110-234 was repealed by section 4(a) of
Pub. L. 110-246, set out as a note under section 8701 of
Title 7, Agriculture.]

REFERENCES IN OTHER LAWS TO GS-16, 17, OR 18 PAY
RATES

References in laws to the rates of pay for GS-16, 17, or
18, or to maximum rates of pay under the General Sched-
ule, to be considered references to rates payable under
specified sections of Title 5, Government Organization
and Employees, see section 529 [title I, §101(c)(1)] of Pub.
L. 101-509, set out in a note under section 5376 of Title 5.

§§ 114 to 114d-1. Repealed. Pub. L. 107-171, title
X, § 10418(a)(8), (9), May 13, 2002, 116 Stat. 508

Section 114, act May 29, 1884, ch. 60, § 3, 23 Stat. 32, re-
lated to regulations for suppression of diseases and co-
operation of States and Territories.

Section 114a, act May 29, 1884, ch. 60, §11, as added
Sept. 21, 1944, ch. 412, title I, §101(a), 58 Stat. 734; amend-
ed Oct. 30, 1951, ch. 637, §1, 656 Stat. 693; Aug. 8, 1953, ch.
381, 67 Stat. 493; Aug. 3, 1956, ch. 950, §2, 70 Stat. 1032;
Pub. L. 87-518, §7, July 2, 1962, 76 Stat. 131; Pub. L.
101-624, title XXV, §2509(c)(2), Nov. 28, 1990, 104 Stat. 4071,
related to control and eradication of diseases, coopera-
tion of States and farmers’ associations, purchase and
destruction of diseased animals, and defined ‘‘State’’ for
statutory purposes.

A prior section 11 of act May 29, 1884, required annual
reports to Congress concerning the suppression of con-
tagious diseases among domestic animals, and was clas-
sified to section 560 of former Title 5, prior to repeal by
act May 29, 1928, ch. 901, §1, 45 Stat. 993.

Section 114a-1, act May 29, 1884, ch. 60, §13, as added
Oct. 30, 1951, ch. 637, §2, 656 Stat. 693, related to interstate
movement of domestic animals reacting to tests for bru-
cellosis, immediate slaughter, and rules and regulations.

Section 114b, act Feb. 28, 1947, ch. 8, §1, 61 Stat. 7; Pub.
L. 89-521, §1, July 27, 1966, 80 Stat. 330; Pub. L. 92-152, § 1,
Nov. 5, 1971, 85 Stat. 418; Pub. L. 94-231, §3, Mar. 15, 1976,
90 Stat. 216; Pub. L. 101-255, § 1(1), Mar. 15, 1990, 104 Stat.
114; Pub. L. 101-624, title XXV, §2505, Nov. 28, 1990, 104
Stat. 4068, related to cooperation in animal disease con-
trol.

Section 114c, act Feb. 28, 1947, ch. 8, §2, 61 Stat. 7; Aug.
3, 1956, ch. 950, §3, 70 Stat. 1033; Pub. L. 92-152, § 2, Nov. 5,
1971, 85 Stat. 419; Pub. L. 101-255, § 1(2), Mar. 15, 1990, 104
Stat. 114, related to use of funds.
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Section 114d, act Feb. 28, 1947, ch. 8, §3, as added Pub.
L. 101-255, §1(3), Mar. 15, 1990, 104 Stat. 114, related to
sale of sterile screwworms.

A prior section 114d, act Feb. 28, 1947, ch. 8, §3, 61 Stat.
8, related to reports by Secretary of Agriculture to Con-
gress with respect to activities carried on under sections
114b and 114c of this title, prior to repeal by Pub. L.
86-533, §1(20), June 29, 1960, 74 Stat. 249.

Section 114d-1, act Feb. 28, 1947, ch. 8, §5, as added
Pub. L. 89-521, §2, July 27, 1966, 80 Stat. 330; amended
Pub. L. 101-255, §1(5), Mar. 15, 1990, 104 Stat. 114, related
to cooperation with public and private entities.

SHORT TITLE

Section 6 of act Feb. 28, 1947, ch. 8, as added by Pub. L.
101-255, §1(6), Mar. 15, 1990, 104 Stat. 114, provided that
the act Feb. 28, 1947, ch. 8, which enacted sections 114b to
114d-1 of this title and provisions set out as a note under
former section 114b of this title, could be referred to as
the ““Animal Disease Control Cooperation Act of 1947°.

§§ 114d-2 to 114d-6. Repealed. Pub. L. 92-152, § 3,
Now. 5, 1971, 85 Stat. 419

Section 114d-2, Pub. L. 90-388, §1, July 6, 1968, 82 Stat.
294, provided for cooperation with Central America in
control and eradication of foot-and-mouth disease or rin-
derpest.

Section 114d-3, Pub. L. 90-388, §2, July 6, 1968, 82 Stat.
294, provided for uses of funds.

Section 114d-4, Pub. L. 90-388, § 3, July 6, 1968, 82 Stat.
294, defined governments of Central America.

Section 114d-5, Pub. L. 90-388, §4, July 6, 1968, 82 Stat.
294, provided for cooperation with public and private or-
ganizations and individuals.

Section 114d-6, Pub. L. 90-388, § 5, July 6, 1968, 82 Stat.
294, provided for authorization of appropriations.

§§ 114e to 114h. Repealed. Pub. L. 107-171, title X,
§ 10418(a)(10), (11), May 13, 2002, 116 Stat. 508

Section 114e, act June 16, 1948, ch. 477, §1, 62 Stat. 458,
related to research and investigations into the control
and eradication of cattle grubs.

Section 114f, act June 16, 1948, ch. 477, §2, 62 Stat. 458,
defined the term ‘‘State’’ and authorized appropriations.

Section 114g, Pub. L. 87-209, §1, Sept. 6, 1961, 75 Stat.
481, related to hog cholera eradication program.

Section 114h, Pub. L. 87-209, §2, Sept. 6, 1961, 75 Stat.
481, related to advisory committee.

§ 114i. Pseudorabies eradication

(a) Findings

Congress finds that efforts to eradicate pseu-
dorabies in United States swine populations by
the Department of Agriculture in cooperation with
State agencies and the pork industry have a high
priority and should be continued until pseudora-
bies is completely eradicated in the United States.

(b) Establishment of program

The Secretary of Agriculture shall establish and
carry out a program for the eradication of pseu-
dorabies in United States swine populations.

(¢) Use of funds for testing and control of
pseudorabies

The Secretary shall ensure that not less than
65 percent of the funds appropriated for the pro-
gram established under subsection (b) shall be
used for testing and screening of animals and for
other purposes directly related to the eradication
or control of pseudorabies. This requirement on
the use of appropriated funds for this program
shall not be implemented in a manner that would
adversely affect any other animal or plant dis-
ease or pest eradication or control program.
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(d) Authorization of appropriations

There are authorized to be appropriated for each
of the fiscal years 1991 through 2007 such sums as
may be necessary for the purpose of carrying out
the program established under subsection (b).

(Pub. L. 101-624, title XXV, § 2506, Nov. 28, 1990, 104
Stat. 4068; Pub. L. 104-127, title IX, §916, Apr. 4,
1996, 110 Stat. 1187; Pub. L. 107-171, title X, § 10505,
May 13, 2002, 116 Stat. 511.)

AMENDMENTS

2002—Subsec. (d). Pub. L. 107-171 substituted ‘‘2007°" for
£42002°".

1996—Subsec. (d). Pub. L. 104-127 substituted ‘2002’* for
1995,

§§ 115 to 128. Repealed. Pub. L. 107-171, title X,
§ 10418(a)(7), (8), (12)-(14), May 13, 2002, 116
Stat. 507, 508

Section 115, act May 29, 1884, ch. 60, §6, 23 Stat. 32;
June 28, 1926, ch. 700, § 1, 44 Stat. 774; Feb. 7, 1928, ch. 30,
45 Stat. 59; Pub. L. 87-763, Oct. 9, 1962, 76 Stat. 762, pro-
hibited transportation of diseased livestock and live
poultry.

Section 116, act May 29, 1884, ch. 60, 23 Stat. 31; May 31,
1920, ch. 217, 41 Stat. 699, related to excepted shipment of
certain cattle.

Section 117, act May 29, 1884, ch. 60, § 7, 23 Stat. 32; Feb.
7, 1928, ch. 30, 45 Stat. 59; Pub. L. 95-439, §1, Oct. 10, 1978,
92 Stat. 1061; Pub. L. 97-461, §5, Jan. 12, 1983, 96 Stat.
2524, related to penalties for transportation of diseased
livestock or live poultry.

Section 118, act May 29, 1884, ch. 60, §9, 23 Stat. 33;
June 25, 1948, ch. 646, §1, 62 Stat. 909, related to duty of
United States attorneys.

Section 119, act May 29, 1884, ch. 60, § 2, 23 Stat. 31; Feb.
9, 1889, ch. 122, §1, 25 Stat. 659; July 14, 1890, ch. 707, 26
Stat. 288; Feb. 7, 1928, ch. 30, 45 Stat. 59, related to ap-
pointment of agents to examine and report on methods
of treatment of animals, and means for suppression of
diseases.

Section 120, act May 29, 1884, ch. 60, §§4, 5, 23 Stat. 32;
Feb. 2, 1903, ch. 349, §1, 32 Stat. 791; Feb. 7, 1928, ch. 30, 45
Stat. 59, related to regulation of exportation and trans-
portation of infected livestock and live poultry.

Section 121, act Feb. 2, 1903, ch. 349, §1, 32 Stat. 791;
Feb. 7, 1928, ch. 30, 45 Stat. 59, related to shipments from
areas suspected to be infected and to control of animals
and live poultry.

Section 122, act Feb. 2, 1903, ch. 349, §3, 32 Stat. 792;
Pub. L. 97-461, §6, Jan. 12, 1983, 96 Stat. 2525, related to
offenses and penalties.

Section 123, act Mar. 3, 1905, ch. 1496, §1, 33 Stat. 1264;
Feb. 7, 1928, ch. 30, 45 Stat. 59; Pub. L. 87-518, §8(a), July
2, 1962, 76 Stat. 131; Pub. L. 95-439, §2, Oct. 10, 1978, 92
Stat. 1061, related to quarantine.

Section 124, act Mar. 3, 1905, ch. 1496, §2, 33 Stat.
1264; Feb. 7, 1928, ch. 30, 45 Stat. 59; Pub. L. 87-518,
§8(b), July 2, 1962, 76 Stat. 131, prohibited transporta-
tion or delivery therefor from quarantined State or
Territory or portion thereof, of quarantined animals
and live poultry.

Section 125, act Mar. 3, 1905, ch. 1496, § 3, 33 Stat. 1265;
Feb. 7, 1928, ch. 30, 45 Stat. 59; Pub. L. 87-518, § 8(b), July
2, 1962, 76 Stat. 131; Pub. L. 95-439, §3, Oct. 10, 1978, 92
Stat. 1061, related to regulations for inspection, disinfec-
tion, and certification, and delivery and shipment of quar-
antined animals and live poultry from State or Terri-
tory.

Section 126, act Mar. 3, 1905, ch. 1496, §4, 33 Stat. 1265;
Feb. 7, 1928, ch. 30, 45 Stat. 59; Pub. L. 87-518, §8(b), July
2, 1962, 76 Stat. 131, related to moving quarantined ani-
mals and live poultry from State or Territory, under reg-
ulations.

Section 127, act Mar. 3, 1905, ch. 1496, § 6, 33 Stat. 1265;
Pub. L. 97-461, §7, Jan. 12, 1983, 96 Stat. 2525, related to
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penalties for transportation from quarantined State, Ter-
ritory, etc.

Section 128, act June 30, 1914, ch. 131, 38 Stat. 419; Pub.
L. 87-518, §9, July 2, 1962, 76 Stat. 131, related to exten-
sion of quarantine law to carriers in interstate com-
merce.

SHORT TITLE

Act Mar. 3, 1905, ch. 1496, 33 Stat. 1264, which enacted
sections 123 to 127 of this title, was popularly known as
the ‘“‘Cattle Contagious Diseases Act of 1905°°.

§ 129. Omitted

CODIFICATION

Section, Pub. L. 107-76, title I, Nov. 28, 2001, 115 Stat.
712, related to transfer of funds for emergency arrest of
animal, poultry, or plant diseases or pests, and was from
the Agriculture, Rural Development, Food and Drug Ad-
ministration, and Related Agencies Appropriations Act,
2002. Similar provisions which are permanent are classi-
fied to sections 7772 and 8316 of Title 7, Agriculture.

PRIOR PROVISIONS

Provisions similar to those in this section were con-
tained in the following prior appropriation acts:

Pub. L. 106-387, §1(a) [title I], Oct. 28, 2000, 114 Stat.
1549, 1549A-9, repealed by Pub. L. 107-171, title X,
§10418(a)(15), May 13, 2002, 116 Stat. 508.

Pub. L. 106-78, title I, Oct. 22, 1999, 113 Stat. 1143.

Pub. L. 105-277, div. A, §101(a) [title I], Oct. 21, 1998, 112
Stat. 2681, 2681-8.

Pub. L. 105-86, title I, Nov. 18, 1997, 111 Stat. 2086.
Pub. L. 104-180, title I, Aug. 6, 1996, 110 Stat. 1576.
Pub. L. 104-37, title I, Oct. 21, 1995, 109 Stat. 307.
Pub. L. 103-330, title I, Sept. 30, 1994, 108 Stat. 2443.
Pub. L. 103-111, title I, Oct. 21, 1993, 107 Stat. 1054.
Pub. L. 102-341, title I, Aug. 14, 1992, 106 Stat. 882.
Pub. L. 102-142, title I, Oct. 28, 1991, 105 Stat. 886.
Pub. L. 101-506, title I, Nov. 5, 1990, 104 Stat. 1323.
Pub. L. 101-161, title I, Nov. 21, 1989, 103 Stat. 959.
Pub. L. 100460, title I, Oct. 1, 1988, 102 Stat. 2237.
Pub. L. 100-202, §101(k) [title I], Dec. 22, 1987, 101 Stat.

1329-322, 1329-331.

Pub. L. 99-500, §101(a) [title I], Oct. 18, 1986, 100 Stat.
1783, 1783-8, and Pub. L. 99-591, §101(a) [title I], Oct. 30,
1986, 100 Stat. 3341, 3341-8.

Pub. L. 99-190, §101(a) [H.R. 3037, title I], Dec. 19, 1985,
99 Stat. 1185; Pub. L. 100-202, § 106, Dec. 22, 1987, 101 Stat.
1329-433.

Pub. L. 97-370, title I, Dec. 18, 1982, 96 Stat. 1792.
Pub. L. 97-103, title I, Dec. 23, 1981, 95 Stat. 1472.
Pub. L. 96-528, title I, Dec. 15, 1980, 94 Stat. 3099.
Pub. L. 96-108, title I, Nov. 9, 1979, 93 Stat. 826.
Pub. L. 95-448, title I, Oct. 11, 1978, 92 Stat. 1076.
Pub. L. 95-97, title I, Aug. 12, 1977, 91 Stat. 813.
Pub. L. 94-351, title I, July 12, 1976, 90 Stat. 854.
Pub. L. 94-122, title I, Oct. 21, 1975, 89 Stat. 645.
Pub. L. 93-563, title I, Dec. 31, 1974, 88 Stat. 1824.
Pub. L. 93-135, title I, Oct. 24, 1973, 87 Stat. 472.
Pub. L. 92-399, title I, Aug. 22, 1972, 86 Stat. 594.
Pub. L. 92-73, title I, Aug. 10, 1971, 85 Stat. 185.
Pub. L. 91-566, title I, Dec. 22, 1970, 84 Stat. 1482.
Pub. L. 91-127, title I, Nov. 26, 1969, 83 Stat. 246.
Pub. L. 90463, title I, Aug. 8, 1968, 82 Stat. 640.
Pub. L. 90-113, title I, Oct. 24, 1967, 81 Stat. 321.
Pub. L. 89-556, title I, Sept. 7, 1966, 80 Stat. 690.
Pub. L. 89-316, title I, Nov. 2, 1965, 79 Stat. 1166.
Pub. L. 88-573, title I, Sept. 2, 1964, 78 Stat. 863.
Pub. L. 88-250, title I, Dec. 30, 1963, 77 Stat. 821.
Pub. L. 87-879, title I, Oct. 24, 1962, 76 Stat. 1204.
Pub. L. 87-112, title I, July 26, 1961, 75 Stat. 228.
Pub. L. 86-532, title I, June 29, 1960, 74 Stat. 233.
Pub. L. 86-80, title I, July 8, 1959, 73 Stat. 168.
Pub. L. 85-459, title I, June 13, 1958, 72 Stat. 189.
Pub. L. 85-118, title I, Aug. 2, 1957, 71 Stat. 330.

June 4, 1956, ch. 355, title I, 70 Stat. 230.
May 23, 1955, ch. 43, title I, 69 Stat. 52.
June 29, 1954, ch. 409, title I, 68 Stat. 305.
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July 28, 1953, ch. 251, title III, 67 Stat. 223.
July 5, 1952, ch. 574, title III, 66 Stat. 354.
Aug. 31, 1951, ch. 374, title II, 65 Stat. 243.
Sept. 6, 1950, ch. 896, Ch. VI, title I, 64 Stat. 661.
June 29, 1949, ch. 280, title I, 63 Stat. 332.
June 19, 1948, ch. 543, 62 Stat. 515.

July 30, 1947, ch. 356, title I, 61 Stat. 532.
June 22, 1946, ch. 445, 60 Stat. 278.

May b, 1945, ch. 109, 59 Stat. 144.

June 28, 1944, ch. 296, 58 Stat. 434.

July 12, 1943, ch. 215, 57 Stat. 403.

July 22, 1942, ch. 516, 56 Stat. 676.

July 1, 1941, ch. 267, 55 Stat. 418.

June 25, 1940, ch. 421, 54 Stat. 542.

June 30, 1939, ch. 253, title I, 53 Stat. 951.
June 16, 1938, ch. 464, title I, 52 Stat. 722.
June 29, 1937, ch. 404, 50 Stat. 406.

June 4, 1936, ch. 489, 49 Stat. 1432.

May 17, 1935, ch. 131, title I, 49 Stat. 257.
Mar. 26, 1934, ch. 89, 48 Stat. 477.

Mar. 3, 1933, ch. 203, 47 Stat. 1442.

July 7, 1932, ch. 443, 47 Stat. 620.

Feb. 23, 1931, ch. 278, 46 Stat. 1252.

May 27, 1930, ch. 341, 46 Stat. 403.

Feb. 16, 1929, ch. 227, 45 Stat. 1198.

May 16, 1928, ch. 572, 45 Stat. 548.

Jan. 18, 1927, ch. 39, 44 Stat. 1005.

May 11, 1926, ch. 286, 44 Stat. 529.

Feb. 10, 1925, ch. 200, 43 Stat. 851.

Dec. 5, 1924, ch. 4, 43 Stat. 683.

June 5, 1924, ch. 266, 43 Stat. 458.

Apr. 2, 1924, ch. 81, 43 Stat. 40.

Feb. 26, 1923, ch. 119, 42 Stat. 1318.

May 11, 1922, ch. 185, 42 Stat. 536.

Mar. 4, 1917, ch. 179, 39 Stat. 1167.

§§ 129a to 131. Repealed. Pub. L. 107-171, title X,
§ 10418(a)(1), (8), (16), May 13, 2002, 116 Stat.
507, 508

Section 129a, Pub. L. 97-46, §1, Sept. 25, 1981, 95 Stat.
953; Pub. L. 106-224, title IV, §438(b), June 20, 2000, 114
Stat. 454, related to transfer of funds for emergency ar-
rest of animal or poultry diseases. Section was formerly
classified to section 147b of Title 7, Agriculture.

Section 130, act May 29, 1884, ch. 60, § 8, 23 Stat. 33; 1967
Reorg. Plan No. 3, §402(430), eff. Aug. 11, 1967, 32 F.R.
11669, 81 Stat. 948; Pub. L. 93-198, title IV, §401, Dec. 24,
1973, 87 Stat. 793, related to pleuropneumonia in District
of Columbia and duties of Council of the District of Co-
lumbia.

Section 131, act May 26, 1910, ch. 256, 36 Stat. 440, re-
lated to fences along international boundary lines to keep
out diseased animals.

EFFECTIVE DATE

Pub. L. 9746, §2, Sept. 25, 1981, 95 Stat. 953, provided
that section 129a of this title was to become effective
Sept. 25, 1981, prior to repeal by Pub. L. 107-171, title X,
§10418(a)(1), May 13, 2002, 116 Stat. 507.

§ 132. Transferred

CODIFICATION

Section, act May 23, 1908, ch. 192, 35 Stat. 254, which
related to inspection of dairy products for export, was
transferred to section 693 of this title.

§ 133. Repealed. July 13, 1949, ch. 307, 63 Stat. 410

Section, act July 24, 1946, ch. 592, 60 Stat. 633, related
to establishment of a quarantine station on Swan Island.

§§ 134 to 135b. Repealed. Pub. L. 107-171, title X,
§ 10418(a)(17), (18), May 13, 2002, 116 Stat. 508

Section 134, Pub. L. 87-518, § 1, July 2, 1962, 76 Stat. 129,
related to definitions for Pub. L. 87-518.

Section 134a, Pub. L. 87-518, §2, July 2, 1962, 76 Stat.
129, related to seizure, quarantine, and disposal of live-
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stock or poultry to guard against introduction or dis-
semination of communicable disease.

Section 134b, Pub. L. 87-518, §3, July 2, 1962, 76 Stat.
130, related to regulations for clean and sanitary move-
ment of animals.

Section 134c, Pub. L. 87-518, §4, July 2, 1962, 76 Stat.
130, related to regulations for movement of animals af-
fected or exposed to communicable disease.

Section 134d, Pub. L. 87-518, §5, July 2, 1962, 76 Stat.
130, related to inspections, seizures, and issuance of war-
rants.

Section 134e, Pub. L. 87-518, §6, July 2, 1962, 76 Stat.
131; Pub. L. 97-461, §8, Jan. 12, 1983, 96 Stat. 2525, related
to enforcement provisions.

Section 134f, Pub. L. 87-518, §11, July 2, 1962, 76 Stat.
132, related to promulgation of regulations.

Section 134g, Pub. L. 87-518, §12, July 2, 1962, 76 Stat.
132, related to authority in addition to other laws and
repeal of inconsistent provisions.

Section 134h, Pub. L. 87-518, §13, July 2, 1962, 76 Stat.
132, related to separability.

Section 135, Pub. L. 91-239, § 1, May 6, 1970, 84 Stat. 202;
Pub. L. 103-465, title IV, §431(j), Dec. 8, 1994, 108 Stat.
4969, related to the establishment of international ani-
mal quarantine station, acceptance of gifts, cooperation
with breeders’ organizations, and collection of fees.

Section 135a, Pub. L. 91-239, §2, May 6, 1970, 84 Stat.
202; Pub. L. 97-461, §9, Jan. 12, 1983, 96 Stat. 25625, related
to smuggling penalties.

Section 135b, Pub. L. 91-239, §3, May 6, 1970, 84 Stat.
202, related to authorization of appropriations.

§ 136. Additional inspection services

The Secretary of Agriculture, in carrying out reg-
ulations prohibiting or restricting the entry of ma-
terials that may harbor pests, or diseases, is au-
thorized to enter into agreements with operators or
owners of vessels or aircraft for the purpose of pro-
viding inspection services at points of entry in the
United States in addition to the regular or on-call
basis currently available in connection with such
vessels or aircraft. Any such agreement shall pro-
vide for the payment by the operator or owner of an
amount determined by the Secretary to be neces-
sary to defray the costs of providing additional serv-
ice pursuant to such agreement.

(Pub. L. 101-624, title XXV, §2508, Nov. 28, 1990, 104
Stat. 4069.)

§ 136a. Collection of fees for inspection services

(a) Quarantine and inspection fees
(1) Fees authorized

The Secretary of Agriculture may prescribe
and collect fees sufficient—

(A) to cover the cost of providing agricul-
tural quarantine and inspection services in
connection with the arrival at a port in the
customs territory of the United States, or the
preclearance or preinspection at a site outside
the customs territory of the United States, of
an international passenger, commercial ves-
sel, commercial aircraft, commercial truck,
or railroad car;

(B) to cover the cost of administering this
subsection; and

(C) through fiscal year 2002, to maintain a
reasonable balance in the Agricultural Quar-
antine Inspection User Fee Account established
under paragraph (5).

(2) Limitation

In setting the fees under paragraph (1), the
Secretary shall ensure that the amount of the
fees is commensurate with the costs of agricul-
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tural quarantine and inspection services with
respect to the class of persons or entities pay-
ing the fees. The costs of the services with re-
spect to passengers as a class includes the costs
of related inspections of the aircraft or other
vehicle.

(3) Status of fees

Fees collected under this subsection by any
person on behalf of the Secretary are held in
trust for the United States and shall be remit-
ted to the Secretary in such manner and at
such times as the Secretary may prescribe.

(4) Late payment penalties

If a person subject to a fee under this subsec-
tion fails to pay the fee when due, the Secre-
tary shall assess a late payment penalty, and
the overdue fees shall accrue interest, as re-
quired by section 3717 of title 31.

(5) Agricultural Quarantine Inspection User Fee
Account

(A) Establishment

There is established in the Treasury of the
United States a fund, to be known as the ‘“‘Ag-
ricultural Quarantine Inspection User Fee Ac-
count’’, which shall contain all of the fees col-
lected under this subsection and late payment
penalties and interest charges collected under
paragraph (4) through fiscal year 2002.

(B) Use of account

For each of fiscal years 1996 through 2002,
funds in the Agricultural Quarantine Inspec-
tion User Fee Account shall be available, in
such amounts as are provided in advance in
appropriations Acts, to cover the costs associ-
ated with the provision of agricultural quar-
antine and inspection services and the admin-
istration of this subsection. Amounts made
available under this subparagraph shall be avail-
able until expended.

(C) Excess fees

Fees and other amounts collected under this
subsection in any of fiscal years 1996 through
2002 in excess of $100,000,000 shall be available
for the purposes specified in subparagraph (B)
until expended, without further appropriation.

(6) Use of amounts collected after fiscal year
2002

After September 30, 2002, the unobligated bal-
ance in the Agricultural Quarantine Inspection
User Fee Account and fees and other amounts
collected under this subsection shall be cred-
ited to the Department of Agriculture accounts
that incur the costs associated with the provi-
sion of agricultural quarantine and inspection
services and the administration of this subsec-
tion. The fees and other amounts shall remain
available to the Secretary until expended with-
out fiscal year limitation.

(7) Staff years

The number of full-time equivalent positions
in the Department of Agriculture attributable
to the provision of agricultural quarantine and
inspection services and the administration of
this subsection shall not be counted toward the
limitation on the total number of full-time equiv-
alent positions in all agencies specified in sec-
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tion 5(b) of the Federal Workforce Restructur-
ing Act of 1994 (Public Law 103-226; 5 U.S.C. 3101
note) or other limitation on the total number of
full-time equivalent positions.

(b) Omitted

(¢) Animal inspection and veterinary diagnostics
(1) Animal inspection

The Secretary may prescribe and collect fees
to reimburse the Secretary for the cost of car-
rying out the provisions of the Federal Animal
Quarantine Laws that relate to the importa-
tion, entry, and exportation of animals, arti-
cles, or means of conveyance.

(2) Veterinary diagnostics

The Secretary may prescribe and collect fees
to recover the costs of carrying out the provi-
sions of the Animal Health Protection Act [7 U.S.C.
8301 et seq.] that relate to veterinary diagnostics.

(8) Fees

All fees collected pursuant to this subsection
and any late payment penalties or accrued in-
terest collected pursuant to this subsection shall
be credited to the accounts that incur the cost
and shall remain available until expended with-
out fiscal year limitation.

(4) Liability

Any person for whom an activity related to the
importation, entry, or exportation of an animal,
article, or means of conveyance or relating to
veterinary diagnostics, is performed pursuant to
the section, shall be liable for payment of fees
assessed. Upon failure to pay such fees when due,
the Secretary shall assess a late payment pen-
alty, and such overdue fees shall accrue interest,
as required by section 3717 of title 31. All fees,
late payment penalties, and accrued interest col-
lected shall be credited to such accounts that in-
cur the costs and shall remain available until
expended without fiscal year limitation.

(5) Leins?
(A) In general

The Secretary shall have a lien against the
animal, article, means of conveyance, or fa-
cility for which services have been provided
under this section for the fees, any late pay-
ment penalty, and any accrued interest as-
sessed under this subsection.

(B) Other animals, etc.

In the case of any person who fails to make
payment when due under this subsection, the
Secretary shall have a lien against any ani-
mal, article, or means of conveyance thereaf-
ter imported, moved in interstate commerce,
or attempted to be exported by the person af-
ter the date of such failure until the date on
which such owner or operator make? full pay-
ment to the Secretary under this subsection.

(C) Sales of animals, etc.
(i) Authority

The Secretary may, if a person does not
pay fees, late payment penalties, or accrued
interest on such, after providing reasonable

180 in original. Probably should be ‘‘Liens’.

280 in original. Probably should be ‘‘makes’’.
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notice of default to such person, sell at pub-
lic sale after reasonable public notice, or
otherwise dispose of, any such animal, ar-
ticle, means of conveyance or facility on which
the Secretary has a lien under this para-
graph.

(ii) Excess proceeds

If the sale proceeds under clause (i) ex-
ceed the fees due, any late payment penalty
assessed, any accrued interest on such, and
the expenses associated with the sale, such
excess shall be paid to the owner of the ani-
mal, article, means of conveyance, or facil-
ity if such owner submits an application for
such excess together with proof of owner-
ship not later than 6 months after the date
of such sale. If no such application is made,
such excess shall be credited to accounts
that incur the costs associated with the fees
collected and shall remain available until
expended, without fiscal year limitation. The
Secretary shall suspend performance of serv-
ices to persons who have failed to pay fees,
late payment penalty, or accrued interest
under this section.

(d) Regulations

The Secretary may prescribe such regulations
as the Secretary determines necessary to carry
out the provisions of this section.

(e) Recovery of amounts owed

An action may be brought for the recovery of
fees, late payment penalties, and accrued interest
which have not been paid in accordance with this
section against any person obligated for payment
of such assessments under this section in any
United States district court or other United States
court for any territory or possession in any juris-
diction in which such person is found or resides or
transacts business, and such court shall have ju-
risdiction to hear and decide such action.

(f) Definitions
(1) Animal quarantine laws

For purposes of this section, the term ‘‘ani-
mal quarantine laws’’ means—

(A) section 306 of the Tariff Act of 19302 (19
U.S.C. 1306);

(B) section 9 of the Act of August 30, 1890
(21 U.S.C. 101);

(C) the Animal Health Protection Act [7 U.S.C.
8301 et seq.]; or

(D) any other Act administered by the Sec-
retary relating to plant or animal diseases or
pests.

(2) Customs territory

For the purposes of subsection (a), the term
“‘customs territory of the United States’ means
the 50 States, the District of Columbia, and Puerto
Rico.

(3) Person

For the purposes of this section, the term
“‘person’’ means an individual, corporation, part-
nership, trust, association, or any other public
or private entity, or any officer, employee, or
agent thereof.

3 See References in Text note below.
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(4) United States

For the purposes of subsection (b), the term
“United States’” means the several States of the
United States, the District of Columbia, Guam,
the Commonwealth of the Northern Mariana Is-
lands, the Commonwealth of Puerto Rico, the
Virgin Islands of the United States, and all other
territories and possessions of the United States.

(5) Vessel

For the purposes of subsection (a), the term
‘“‘vessel’”” does not include any ferry.

(Pub. L. 101-624, title XXV, § 2509, Nov. 28, 1990, 104
Stat. 4069; Pub. L. 101-508, title I, §1203, Nov. 5,
1990, 104 Stat. 1388-11; Pub. L. 102-237, title X,
§1015, Dec. 13, 1991, 105 Stat. 1902; Pub. L. 104-127,
title IX, §917, Apr. 4, 1996, 110 Stat. 1187; Pub. L.
107-171, title X, §10418(b)(5), May 13, 2002, 116 Stat.
509.)

REFERENCES IN TEXT

The Animal Health Protection Act, referred to in sub-
secs. (€)(2), ()(1)(C), is subtitle E (§§10401-10418) of title
X of Pub. L. 107-171, May 13, 2002, 116 Stat. 494, which is
classified principally to chapter 109 (§8301 et seq.) of
Title 7, Agriculture. For complete classification of this
Act to the Code, see Short Title note set out under sec-
tion 8301 of Title 7 and Tables.

Section 306 of the Tariff Act of 1930 (19 U.S.C. 1306),
referred to in subsec. (f)(1)(A), was repealed by Pub. L.
107-171, title X, §10418(a)(5), May 13, 2002, 116 Stat. 507.

CODIFICATION

Section is comprised of section 2509 of Pub. L. 101-624.
Subsec. (b) and another subsec. (¢)(2) of section 2509 of
Pub. L. 101-624 amended section 7759(f) of Title 7, Agri-
culture, and section 114a of this title, respectively.

AMENDMENTS

2002—Subsec. (¢)(2). Pub. L. 107-171, § 10418(b)(5)(A), add-
ed par. (2) relating to veterinary diagnostics.

Subsec. (£)(1)(B) to (0). Pub. L. 107-171, §10418(b)(5)(B),
added subpars. (B) to (D) and struck out former subpars.
(B) to (0O), which read as follows:

“(B) sections 6 through 10 of the Act of August 30, 1890
(26 Stat. 416, chapter 839; 21 U.S.C. 101-105);

““(C) section 2 of the Act of February 2, 1903 (32 Stat.
792, chapter 349; 21 U.S.C. 111);

‘(D) the Act of May 29, 1884 (23 Stat. 32, chapter 60; 21
U.S.C. 112 to 114a-1, 115, 117-119, and 130) (commonly known
as the ‘Animal Industry Act’);

“(E) the Act of February 28, 1947 (61 Stat. 7, chapter 8;
21 U.S.C. 114b, 114c, and 114d-1);

“(F) the Act of June 16, 1948 (62 Stat. 458, chapter 477;
21 U.S.C. 114e and 114f);

“(G) Public Law 87-209 (21 U.S.C. 114g and 114h);

““(H) the Act of May 31, 1920 (41 Stat. 699, chapter 217;
21 U.S.C. 116);

“(I) the Act of February 2, 1903 (32 Stat. 791, chapter
349; 21 U.S.C. 112 and 120-122) (commonly known as the
‘Cattle Contagious Diseases Act of 1903°);

“(J) the Act of March 3, 1905 (33 Stat. 1264, chapter
1496; 21 U.S.C. 123-127) (commonly known as the ‘Cattle
Contagious Diseases Act of 1905);

“(K) the matter under the heading ‘Bureau of Animal
Industry’ of the Act of June 30, 1914 (38 Stat. 419, chapter
131; 21 U.S.C. 128);

‘(L) section 101 of Public Law 92-73 (21 U.S.C. 129);

‘(M) the matter under the heading ‘Miscellaneous’ of
the Act of May 26, 1910 (36 Stat. 440, chapter 256; 21 U.S.C.
131);

“(N) sections 1 through 6 and 11 through 13 of Public
Law 87-518 (21 U.S.C. 134-134h); or

“(0) any other Act administered by the Secretary re-
lating to plant or animal diseases or pests, other than
the first section of Public Law 91-239 (21 U.S.C. 135).”
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1996—Subsec. (a). Pub. L. 104-127 added subsec. (a) and
struck out heading and text of former subsec. (a) which
consisted of pars. (1) to (4) relating to quarantine, in-
spection, and transportation fees.

1991—Subsec. (a)(1). Pub. L. 102-237, §1015(1), designat-
ed existing provisions as subpar. (A), realigned margin,
added heading, and added subpars. (B) to (D).

Subsec. (a)(3)(B)(ii). Pub. L. 102-237, §1015(2), added
cl. (ii) and struck out former cl. (ii) which read as fol-
lows: “The Secretary of Treasury shall use the Ac-
count to provide reimbursements to any appropria-
tions accounts that incur the costs associated with
the services authorized in paragraph (1). Any such re-
imbursement shall be subject to appropriations under
clause (v).”

Subsec. (a)(4). Pub. L. 102-237, § 1015(3), substituted ‘‘Sub-
ject to the limits set forth in paragraph (1), the’’ for
“The’”.

1990—Subsec. (a)(1). Pub. L. 101-508, §1203(1), substitut-
ed ‘““an international passenger, commercial vessel, com-
mercial aircraft, commercial truck, or railroad car.”’ for
‘“‘a commercial vessel, commercial aircraft, commercial
truck, or railroad car,”.

Subsec. (a)(3)(B)(ii). Pub. L. 101-508, § 1203(2)(A), insert-
ed at end “Any such reimbursement shall be subject to
appropriations under clause (v).”

Subsec. (a)(3)(B)(v). Pub. L. 101-508, §1203(2)(B), added
cl. (v).

EFFECTIVE DATE OF 1990 AMENDMENT

Amendment by Pub. L. 101-508 effective Nov. 29, 1990,
see section 1301 of Pub. L. 101-508, set out as an Effec-
tive Date note under section 1994 of Title 7, Agricul-
ture.

REPORT ON AGRICULTURAL QUARANTINE INSPECTION
FuND

Pub. L. 104-66, title I, §1012(c), Dec. 21, 1995, 109 Stat.
712, provided that: ‘“The Secretary of Agriculture shall
not be required to submit a report to the appropriate
committees of Congress on the status of the Agricultur-
al Quarantine Inspection fund more frequently than an-
nually.”’

SUBCHAPTER IV—-IMPORTATION OF MILK
AND CREAM

FEDERAL FooD, DRUG, AND COSMETIC ACT

Nothing contained in chapter 9 (§301 et seq.) of this
title shall be construed as in any way affecting, modi-
fying, repealing, or superseding the provisions of this
subchapter, see section 392(b) of this title.

§ 141. Prohibition of importation without permit

On and after May 16, 1927, the importation into
the United States of milk and cream is prohibited
unless the person by whom such milk or cream is
shipped or transported into the United States holds
a valid permit from the Secretary of Health and
Human Services.

(Feb. 15, 1927, ch. 1565, §1, 44 Stat. 1101; 1940 Reorg.
Plan No. IV, §12, eff. June 30, 1940, 5 F.R. 2421, 54
Stat. 1237; 1953 Reorg. Plan No. 1, §5, eff. Apr. 11,
1953, 18 F.R. 2053, 67 Stat. 631; Pub. L. 96-88, title
V, §509(b), Oct. 17, 1979, 93 Stat. 695.)

CHANGE OF NAME

“Secretary of Health and Human Services’’ substitut-
ed in text for ‘‘Secretary of Health, Education, and Wel-
fare’” pursuant to section 509(b) of Pub. L. 96-88, which is
classified to section 3508(b) of Title 20, Education.

SHORT TITLE

Act July 12, 1943, ch. 221, title II, 57 Stat. 499, provided
in part that act Feb. 15, 1927, which is classified to this
subchapter, may be cited as ‘“‘Import Milk Act’.
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TRANSFER OF FUNCTIONS

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

§ 142. Milk or cream when unfit for importation

Milk or cream shall be considered unfit for im-
portation (1) when all cows producing such milk or
cream are not healthy and a physical examination
of all such cows has not been made within one
year previous to such milk being offered for im-
portation; (2) when such milk or cream, if raw, is
not produced from cows which have passed a tu-
berculin test applied by a duly authorized official
veterinarian of the United States, or of the coun-
try in which such milk or cream is produced, with-
in one year previous to the time of the importa-
tion, showing that such cows are free from tuber-
culosis; (3) when the sanitary conditions of the dairy
farm or plant in which such milk or cream is pro-
duced or handled do not score at least fifty points
out of one hundred points according to the meth-
ods for scoring as provided by the score cards used
by the Bureau of Dairy Industry of the United
States Department of Agriculture at the time such
dairy farms or plants are scored; (4) in the case of
raw milk if the number of bacteria per cubic centi-
meter exceeds three hundred thousand and in the
case of raw cream seven hundred and fifty thou-
sand, in the case of pasteurized milk if the num-
ber of bacteria per cubic centimeter exceeds one
hundred thousand, and in the case of pasteurized
cream five hundred thousand; (5) when the temper-
ature of milk or cream at the time of importation
exceeds fifty degrees Fahrenheit.

(Feb. 15, 1927, ch. 155, §2, 44 Stat. 1101.)
TRANSFER OF FUNCTIONS

Agricultural Research Service became the successor
to functions of Bureau of Dairy Industry under Secre-
tary of Agriculture’s Memorandum 1320, Supplement 4,
Nov. 2, 1953.

§ 143. Inspection; certified statement in lieu
thereof; waiver of requirements of section
142; regulations; suspension and revocation
of permits

The Secretary of Health and Human Services
shall cause such inspections to be made as are
necessary to insure that milk and cream are so
produced and handled as to comply with the pro-
visions of section 142 of this title, and in all cases
when he finds that such milk and/or cream is
produced and handled so as not to be unfit for im-
portation under clauses 1, 2, and 3 of section 142
of this title, he shall issue to persons making ap-
plication therefor permits to ship milk and/or cream
into the United States: Provided, That in lieu of
the inspections to be made by or under the direc-
tion of the Secretary he may, in his discretion,
accept a duly certified statement signed by a duly
accredited official of an authorized department of
any foreign government and/or of any State of
the United States or any municipality thereof that
the provisions in clauses 1, 2, and 3 of section 142
of this title have been complied with. Such cer-
tificate of the accredited official of an authorized
department of any foreign government shall be in
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the form prescribed by the Secretary, who is au-
thorized and directed to prescribe such form as
well as rules and regulations regulating the issu-
ance of permits to import milk or cream into the
United States.

The Secretary is authorized, in his discretion,
to waive the requirement of clause 4 of section
142 of this title when issuing permits to operators
of condenseries in which milk and/or cream is
used when sterilization of the milk and/or cream
is a necessary process: Provided, however, That no
milk and/or cream shall be imported whose bac-
terial count per cubic centimeter in any event ex-
ceeds one million two hundred thousand: Pro-
vided, further, That such requirements shall not
be waived unless the farm producing such milk to
be imported is within a radius of fifteen miles of
the condensery in which it is to be processed:
Provided further, That if milk and/or cream im-
ported when the requirements of clause 4 of sec-
tion 142 of this title, have been so waived, is sold,
used, or disposed of in its raw state or otherwise
than as condensed milk by any person, the per-
mit shall be revoked and the importer shall be
subject to fine, imprisonment, or other penalty
prescribed by this subchapter.

The Secretary is directed to waive the require-
ments of clauses 2 and 5 of section 142 of this
title insofar as the same relate to milk when is-
suing permits to operators of, or to producers for
delivery to, creameries and condensing plants in
the United States within twenty miles of the point
of production of the milk, and who import no raw
milk except for pasteurization or condensing: Pro-
vided, That if milk imported when the require-
ments of clauses 2 and 5 of section 142 of this
title have been so waived is sold, used, or disposed
of in its raw state, or otherwise than as pasteur-
ized, condensed, or evaporated milk by any per-
son, the permit shall be revoked and the importer
shall be subjected to fine, imprisonment, or other
penalty prescribed by this subchapter.

The Secretary is authorized and directed to make
and enforce such regulations as may in his judg-
ment be necessary to carry out the purpose of
this subchapter for the handling of milk and cream,
for the inspection of milk, cream, cows, barns,
and other facilities used in the production and
handling of milk and/or cream and the handling,
keeping, transporting, and importing of milk and/
or cream: Provided, however, That unless and un-
til the Secretary shall provide for inspections to
ascertain that clauses 1, 2, and 3 of section 142 of
this title have been complied with, the Secretary
shall issue temporary permits to any applicants
therefor to ship or transport milk and/or cream
into the United States.

The Secretary is authorized to suspend or re-
voke any permit for the shipment of milk or cream
into the United States when he shall find that the
holder thereof has failed to comply with the pro-
visions of or has violated this subchapter or any
of the regulations made hereunder, or that the
milk and/or cream brought or shipped by the hold-
er of such permit into the United States is not
produced and handled in conformity with, or that
the quality thereof does not conform to, all of the
provisions of section 142 of this title.

(Feb. 15, 1927, ch. 155, §3, 44 Stat. 1102; 1940 Reorg.
Plan No. IV, §12, eff. June 30, 1940, 5 F.R. 2421, 54
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Stat. 1237; 1953 Reorg. Plan No. 1, §5, eff. Apr. 11,
1953, 18 F.R. 2053, 67 Stat. 631; Pub. L. 96-88, title
V, §509(b), Oct. 17, 1979, 93 Stat. 695.)

CHANGE OF NAME

“Secretary of Health and Human Services’’ substitut-
ed in text for “‘Secretary of Health, Education, and Wel-
fare’” pursuant to section 509(b) of Pub. L. 96-88, which is
classified to section 3508(b) of Title 20, Education.

TRANSFER OF FUNCTIONS

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

§ 144. Unlawful receiving of imported milk or
cream

It shall be unlawful for any person in the United
States to receive milk or cream imported into
the United States unless the importation is in ac-
cordance with the provisions of this subchapter.

(Feb. 15, 1927, ch. 155, §4, 44 Stat. 1103.)

§ 145. Penalties

Any person who knowingly violates any provi-
sion of this subchapter shall, in addition to all
other penalties prescribed by law, be punished by
a fine of not less than $50 nor more than $2,000, or
by imprisonment for not more than one year, or
by both such fine and imprisonment.

(Feb. 15, 1927, ch. 155, §5, 44 Stat. 1103.)

§ 146. Authorization of appropriations

There is authorized to be appropriated, out of
any moneys in the Treasury not otherwise appro-
priated, the sum of $50,000 per annum, to enable
the Secretary of Health and Human Services to
carry out the provisions of this subchapter.

(Feb. 15, 1927, ch. 155, §6, 44 Stat. 1103; 1940 Reorg.
Plan No. IV, §12, eff. June 30, 1940, 5 F.R. 2421, 54
Stat. 1237; 1953 Reorg. Plan No. 1, §5, eff. Apr. 11,
1953, 18 F.R. 2053, 67 Stat. 631; Pub. L. 96-88, title
V, §509(b), Oct. 17, 1979, 93 Stat. 695.)
CHANGE OF NAME

“Secretary of Health and Human Services’’ substitut-

ed in text for “‘Secretary of Health, Education, and Wel-

fare’” pursuant to section 509(b) of Pub. L. 96-88, which is
classified to section 3508(b) of Title 20, Education.

TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Adminis-
trator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and Drug
Administration to Federal Security Agency, see Transfer
of Functions notes set out under section 321 of this title.

§ 147. Repeal of inconsistent laws

Any laws or parts of laws inconsistent with this
subchapter are repealed.

(Feb. 15, 1927, ch. 155, §7, 44 Stat. 1103.)

§ 148. Powers of State with respect to milk or
cream lawfully imported

Nothing in this subchapter is intended nor shall
be construed to affect the powers of any State, or
any political subdivision thereof, to regulate the
shipment of milk or cream into, or the handling,
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sale, or other disposition of milk or cream in,
such State or political subdivision after the milk
and/or cream shall have been lawfully imported
under the provisions of this subchapter.

(Feb. 15, 1927, ch. 155, §8, 44 Stat. 1103.)

§ 149. Definitions

When used in this subchapter—

(a) The term ‘‘person’’ means an individual, part-
nership, association, or corporation.

(b) The term ‘‘United States’’ means the fifty
States and the District of Columbia.

(Feb. 15, 1927, ch. 155, §9, 44 Stat. 1103; Pub. L.
86-70, §19, June 25, 1959, 73 Stat. 145; Pub. L. 86-624,
§15, July 12, 1960, 74 Stat. 415.)

AMENDMENTS
1960—Subsec. (b). Pub. L. 86-624 substituted ‘‘means
the fifty States and the District of Columbia’ for ‘‘means
continental United States, including Alaska’.
1959—Subsec. (b). Pub. L. 86-70 inserted ‘, including
Alaska’” after ‘‘continental United States’.

CHAPTER 5—VIRUSES, SERUMS, TOXINS,
ANTITOXINS, AND ANALOGOUS PRODUCTS

Sec.

151. Preparation and sale of worthless or harmful
products for domestic animals prohibited;
preparation to be in compliance with rules at
licensed establishments.

152. Importation regulated and prohibited.

153. Inspection of imports; denial of entry and de-
struction.

154. Regulations for preparation and sale; licenses.

154a. Special licenses for special circumstances; ex-
pedited procedure; conditions; exemptions;
criteria.

155. Permits for importation.

156. Licenses conditioned on permitting inspection;
suspension of licenses.

157. Inspection.

158. Offenses; punishment.

159. Enforcement; penalties applicable; Congression-

al findings.

FEDERAL FooD, DRUG, AND COSMETIC ACT

Nothing contained in chapter 9 (§301 et seq.) of this
title shall be construed as in any way affecting, modi-
fying, repealing, or superseding the provisions of this
chapter, see section 392(b) of this title.

§ 151. Preparation and sale of worthless or harm-
ful products for domestic animals prohibited;
preparation to be in compliance with rules at
licensed establishments

It shall be unlawful for any person, firm, or cor-
poration to prepare, sell, barter, or exchange in
the District of Columbia, or in the Territories, or
in any place under the jurisdiction of the United
States, or to ship or deliver for shipment in or
from the United States, the District of Columbia,
any territory of the United States, or any place
under the jurisdiction of the United States, any
worthless, contaminated, dangerous, or harmful
virus, serum, toxin, or analogous product intend-
ed for use in the treatment of domestic animals,
and no person, firm, or corporation shall prepare,
sell, barter, exchange, or ship as aforesaid any vi-
rus, serum, toxin, or analogous product manufac-
tured within the United States and intended for
use in the treatment of domestic animals, unless
and until the said virus, serum, toxin, or analo-
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gous product shall have been prepared, under and
in compliance with regulations prescribed by the
Secretary of Agriculture, at an establishment hold-
ing an unsuspended and unrevoked license issued
by the Secretary of Agriculture as hereinafter
authorized.

(Mar. 4, 1913, ch. 145, §1 (part), 37 Stat. 832; Pub.
L. 99-198, title XVII, §1768(a), Dec. 23, 1985, 99
Stat. 1654.)

CODIFICATION

The sections of this chapter are comprised of the sen-
tences of the eighth paragraph under the heading ‘‘Bu-
reau of Animal Industry,” in the Department of Agri-
culture Appropriation Act, 1914, as amended.

Another section 1768 of Pub. L. 99-198, cited as a credit
to this section, amended section 136y of Title 7, Agri-
culture.

AMENDMENTS

1985—Pub. L. 99-198 substituted ‘‘in or from the United
States, the District of Columbia, any territory of the
United States, or any place under the jurisdiction of the
United States’ for ‘“‘from one State or Territory or the
District of Columbia to any other State or Territory or
the District of Columbia’.

EFFECTIVE DATE OF 1985 AMENDMENT

Pub. L. 99-198, title XVII, §1768(f), Dec. 23, 1985, 99
Stat. 16565, provided that:

‘(1) Except as provided in paragraph (2), the amend-
ments made by this section [enacting sections 154a and
159 of this title and amending this section and sections
154 and 157 of this title] shall become effective on the
date of enactment of this Act [Dec. 23, 1985].

““(2)(A) Subject to subparagraphs (B) through (D), in
the case of a person, firm, or corporation preparing, sell-
ing, bartering, exchanging, or shipping a virus, serum,
toxin, or analogous product during the 12-month period
ending on the date of enactment of this Act [Dec. 23,
1985] solely for intrastate commerce or for exportation,
such product shall not after such date of enactment, as a
result of its not having been licensed or produced in a
licensed establishment, be considered in violation of the
eighth paragraph of the matter under the heading ‘BU-
REAU OF ANIMAL INDUSTRY’ of the Act entitled ‘An
Act making appropriations for the Department of Agri-
culture for the fiscal year ending June thirtieth, nine-
teen hundred and fourteen’, approved March 14, 1913 (as
amended by this section) [this chapter], until the first
day of the 49th month following the date of enactment of
this Act.

‘““(B) The exemption granted by subparagraph (A) may
be extended by the Secretary of Agriculture for a period
up to 12 months in an individual case on a showing by a
person, firm, or corporation of good cause and a good
faith effort to comply with such eighth paragraph with
due diligence.

““(C) The exemption granted by subparagraph (A) must
be claimed by the person, firm, or corporation preparing
such product by the first day of the 13th month following
the date of enactment of this Act [Dec. 23, 1985], in the
form and manner prescribed by the Secretary, unless the
Secretary grants an extension of the time to claim such
exemption in an individual case for good cause shown.

‘(D) On the issuance by the Secretary of a license to
such person, firm, or corporation for such product prior
to the first day of the 49th month following the date of
enactment of this Act [Dec. 23, 1985], or the end of an
extension of the exemption granted by the Secretary,
the exemption granted by subparagraph (A) shall termi-
nate with respect to such product.”

SHORT TITLE

Act Mar. 4, 1913, ch. 145, §1 [part], 37 Stat. 832, which is
classified to this chapter, is popularly known as the ““Vi-
rus-Serum-Toxin Act’.
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TRANSFER OF FUNCTIONS

For transfer of functions of the Secretary of Agricul-
ture relating to agricultural import and entry inspec-
tion activities under this chapter to the Secretary of
Homeland Security, and for treatment of related refer-
ences, see sections 231, 551(d), 552(d), and 557 of Title 6,
Domestic Security, and the Department of Homeland Se-
curity Reorganization Plan of November 25, 2002, as modi-
fied, set out as a note under section 542 of Title 6.

APPROPRIATIONS

An appropriation of $25,000 was made by act Mar. 4,
1918, for the purpose of carrying into effect these provi-
sions. The appropriation for the fiscal year 1926 was by
act Feb. 10, 1925, ch. 200, 43 Stat. 827.

§ 152. Importation regulated and prohibited

The importation into the United States of any
virus, serum, toxin, or analogous product for use
in the treatment of domestic animals, and the
importation of any worthless, contaminated, dan-
gerous, or harmful virus, serum, toxin, or analo-
gous product for use in the treatment of domestic
animals, is prohibited without (1) a permit from
the Secretary of Agriculture, or (2) in the case of
an article originating in Canada, such permit or,
in lieu of such permit, such certification by Can-
ada as may be prescribed by the Secretary of Ag-
riculture.

(Mar. 4, 1913, ch. 145, §1 (part), 37 Stat. 832; Pub.
L. 100449, title III, §301(d), Sept. 28, 1988, 102 Stat.
1868.)

AMENDMENT OF SECTION

For termination of amendment by section 501(c)
of Pub. L. 100-449, see Effective and Termination
Dates of 1988 Amendment note below.

CODIFICATION
See note set out under section 151 of this title.
AMENDMENTS

1988—Pub. L. 100-449 temporarily amended section gen-
erally. Prior to amendment, section read as follows: ‘““The
importation into the United States, without a permit
from the Secretary of Agriculture, of any virus, serum,
toxin, or analogous product for use in the treatment of
domestic animals, and the importation of any worthless,
contaminated, dangerous, or harmful virus, serum, tox-
in, or analogous product for use in the treatment of do-
mestic animals, are prohibited.”” See Effective and Ter-
mination Dates of 1988 Amendment note below.

EFFECTIVE AND TERMINATION DATES OF 1988
AMENDMENT

Amendment by Pub. L. 100-449 effective on the date the
United States-Canada Free-Trade Agreement enters into
force (Jan. 1, 1989), and to cease to have effect on the
date the Agreement ceases to be in force, see section
501(a), (c) of Pub. L. 100-449, set out in a note under sec-
tion 2112 of Title 19, Customs Duties.

TRANSFER OF FUNCTIONS

For transfer of functions of the Secretary of Agricul-
ture relating to agricultural import and entry inspec-
tion activities under this chapter to the Secretary of
Homeland Security, and for treatment of related refer-
ences, see sections 231, 551(d), 552(d), and 557 of Title 6,
Domestic Security, and the Department of Homeland Se-
curity Reorganization Plan of November 25, 2002, as modi-
fied, set out as a note under section 542 of Title 6.

§ 153. Inspection of imports; denial of entry and
destruction

The Secretary of Agriculture is authorized to
cause the Bureau of Animal Industry to examine
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and inspect all viruses, serums, toxins, and anal-
ogous products, for use in the treatment of do-
mestic animals, which are being imported or of-
fered for importation into the United States, to
determine whether such viruses, serums, toxins,
and analogous products are worthless, contami-
nated, dangerous, or harmful, and if it shall ap-
pear that any such virus, serum, toxin, or analo-
gous product, for use in the treatment of domes-
tic animals, is worthless, contaminated, danger-
ous, or harmful, the same shall be denied entry
and shall be destroyed or returned at the expense
of the owner or importer.

(Mar. 4, 1918, ch. 145, §1 (part), 37 Stat. 832.)

CODIFICATION
See note set out under section 151 of this title.

TRANSFER OF FUNCTIONS

For transfer of functions of the Secretary of Agri-
culture relating to agricultural import and entry in-
spection activities under this chapter to the Secre-
tary of Homeland Security, and for treatment of re-
lated references, see sections 231, 551(d), 552(d), and
557 of Title 6, Domestic Security, and the Department
of Homeland Security Reorganization Plan of Novem-
ber 25, 2002, as modified, set out as a note under sec-
tion 542 of Title 6.

§ 154. Regulations for preparation and sale; li-
censes

The Secretary of Agriculture is authorized to
make and promulgate from time to time such
rules and regulations as may be necessary to pre-
vent the preparation, sale, barter, exchange, or
shipment as aforesaid of any worthless, contami-
nated, dangerous, or harmful virus, serum, toxin,
or analogous product for use in the treatment of
domestic animals, or otherwise to carry out this
chapter, and to issue, suspend, and revoke licenses
for the maintenance of establishments for the prep-
aration of viruses, serums, toxins, and analogous
products, for use in the treatment of domestic
animals, intended for sale, barter, exchange, or
shipment as aforesaid.

(Mar. 4, 1913, ch. 145, §1 (part), 37 Stat. 832; Pub.
L. 99-198, title XVII, §1768(b), Dec. 23, 1985, 99
Stat. 1654.)

CODIFICATION

See note set out under section 151 of this title.

Another section 1768 of Pub. L. 99-198, cited as a credit
to this section, amended section 136y of Title 7, Agri-
culture.

AMENDMENTS

1985—Pub. L. 99-198 inserted ‘‘or otherwise to carry out
this chapter,”” after ‘“‘domestic animals,”’.

EFFECTIVE DATE OF 1985 AMENDMENT

Amendment by Pub. L. 99-198 effective Dec. 23, 1985, ex-
cept as otherwise provided, see section 1768(f) of Pub. L.
99-198, set out as a note under section 151 of this title.

TRANSFER OF FUNCTIONS

For transfer of functions of the Secretary of Agricul-
ture relating to agricultural import and entry inspec-
tion activities under this chapter to the Secretary of
Homeland Security, and for treatment of related refer-
ences, see sections 231, 551(d), 552(d), and 557 of Title 6,
Domestic Security, and the Department of Homeland Se-
curity Reorganization Plan of November 25, 2002, as modi-
fied, set out as a note under section 542 of Title 6.
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§ 154a. Special licenses for special circumstances;
expedited procedure; conditions; exemptions;
criteria

In order to meet an emergency condition, lim-
ited market or local situation, or other special
circumstance (including production solely for intra-
state use under a State-operated program), the
Secretary may issue a special license under an
expedited procedure on such conditions as are nec-
essary to assure purity, safety, and a reasonable
expectation of efficacy. The Secretary shall ex-
empt by regulation from the requirement of prep-
aration pursuant to an unsuspended and unre-
voked license any virus, serum, toxin, or analo-
gous product prepared by any person, firm, or
corporation—

(1) solely for administration to animals of such
person, firm, or corporation;
(2) solely for administration to animals under

a veterinarian-client-patient relationship in the

course of the State licensed professional prac-

tice of veterinary medicine by such person, firm,
or corporation; or

(3) solely for distribution within the State of
production pursuant to a license granted by such

State under a program determined by the Sec-

retary to meet criteria under which the State—

(A) may license virus, serum, toxin, and anal-
ogous products and establishments that produce
such products;

(B) may review the purity, safety, potency,
and efficacy of such products prior to licen-
sure;

(C) may review product test results to as-
sure compliance with applicable standards for
purity, safety, and potency, prior to release to
the market;

(D) may deal effectively with violations of
State law regulating virus, serum, toxin, and
analogous products; and

(B) exercises the authority referred to in
subclauses (A) through (D) consistent with
the intent of this chapter of prohibiting the
preparation, sale, barter, exchange, or ship-
ment of worthless, contaminated, dangerous,
or harmful virus, serum, toxin, or analogous
products.

(Mar. 4, 1913, ch. 145, §1 [part], as added Pub. L.
99-198, title XVII, §1768(c), Dec. 23, 1985, 99 Stat.
1654.)

CODIFICATION

See note set out under section 151 of this title.

Another section 1768 of Pub. L. 99-198, cited as a credit
to this section, amended section 136y of Title 7, Agri-
culture.

EFFECTIVE DATE

Section effective Dec. 23, 1985, except as otherwise pro-
vided, see section 1768(f) of Pub. L. 99-198, set out as an
Effective Date of 1985 Amendment note under section 151
of this title.

TRANSFER OF FUNCTIONS

For transfer of functions of the Secretary of Agricul-
ture relating to agricultural import and entry inspec-
tion activities under this chapter to the Secretary of
Homeland Security, and for treatment of related refer-
ences, see sections 231, 551(d), 552(d), and 557 of Title 6,
Domestic Security, and the Department of Homeland Se-
curity Reorganization Plan of November 25, 2002, as modi-
fied, set out as a note under section 542 of Title 6.
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§ 155. Permits for importation

The Secretary of Agriculture is authorized to
issue permits for the importation into the United
States of viruses, serums, toxins, and analogous
products, for use in the treatment of domestic
animals, which are not worthless, contaminated,
dangerous, or harmful.

(Mar. 4, 1913, ch. 145, §1 (part), 37 Stat. 833.)

CODIFICATION
See note set out under section 151 of this title.

TRANSFER OF FUNCTIONS

For transfer of functions of the Secretary of Agricul-
ture relating to agricultural import and entry inspec-
tion activities under this chapter to the Secretary of
Homeland Security, and for treatment of related refer-
ences, see sections 231, 551(d), 552(d), and 557 of Title 6,
Domestic Security, and the Department of Homeland Se-
curity Reorganization Plan of November 25, 2002, as modi-
fied, set out as a note under section 542 of Title 6.

§ 156. Licenses conditioned on permitting inspec-
tion; suspension of licenses

All licenses issued under authority of this chap-
ter to establishments where such viruses, serums,
toxins, or analogous products are prepared for sale,
barter, exchange, or shipment as aforesaid, shall
be issued on condition that the licensee shall per-
mit the inspection of such establishments and of
such products and their preparation; and the Sec-
retary of Agriculture may suspend or revoke any
permit or license issued under authority of said
chapter, after opportunity for hearing has been
granted the licensee or importer, when the Sec-
retary of Agriculture is satisfied that such li-
cense or permit is being used to facilitate or ef-
fect the preparation, sale, barter, exchange, or ship-
ment as aforesaid, or the importation into the
United States of any worthless, contaminated, dan-
gerous, or harmful virus, serum, toxin, or analo-
gous product for use in the treatment of domestic
animals.

(Mar. 4, 1913, ch. 145, §1 (part), 37 Stat. 833.)

REFERENCES IN TEXT

This chapter, referred to in text, was in the original
‘“‘this Act’’, meaning act Mar. 4, 1913, ch. 145, 37 Stat. 828,
which enacted this chapter, sections 155 and 393 of Title
7, Agriculture, section 316 of Title 15, Commerce and
Trade, sections 501, 502, 512, 558, and 560 of Title 16, Con-
servation, and section 630 of former Title 31, Money and
Finance, and amended section 83 of former Title 5, Exec-
utive Departments and Government Officers and Employ-
ees, and sections 518 and 673 of Title 16.

Section 316 of Title 15 was omitted from the Code as
superseded by section 5701 et seq. of Title 5, Government
Organization and Employees. Section 630 of former Title
31 was repealed by act Sept. 12, 1950, ch. 946, title III,
§301(64), 64 Stat. 842. Section 83 of former Title 5 was re-
pealed and reenacted as section 5946 of Title 5 by Pub. L.
89-554, Sept. 6, 1966, 80 Stat. 514. For complete classifica-
tion of act Mar. 4, 1913, to the Code, see Tables.

CODIFICATION
See note set out under section 151 of this title.

TRANSFER OF FUNCTIONS

For transfer of functions of the Secretary of Agricul-
ture relating to agricultural import and entry inspec-
tion activities under this chapter to the Secretary of
Homeland Security, and for treatment of related refer-
ences, see sections 231, 551(d), 552(d), and 557 of Title 6,
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Domestic Security, and the Department of Homeland Se-
curity Reorganization Plan of November 25, 2002, as modi-
fied, set out as a note under section 542 of Title 6.

§ 157. Inspection

Any officer, agent, or employee of the Depart-
ment of Agriculture duly authorized by the Sec-
retary of Agriculture for the purpose may, at any
hour during the daytime or nighttime, enter and
inspect any establishment where any virus, se-
rum, toxin, or analogous product for use in the
treatment of domestic animals is prepared for sale,
barter, exchange, or shipment as aforesaid.

(Mar. 4, 1913, ch. 145, §1 (part), 37 Stat. 833; Pub.
L. 99-198, title XVII, §1768(d), Dec. 23, 1985, 99
Stat. 1655.)

CODIFICATION

See note set out under section 151 of this title.

Another section 1768 of Pub. L. 99-198, cited as a credit
to this section, amended section 136y of Title 7, Agri-
culture.

AMENDMENTS

1985—Pub. L. 99-198 struck out ‘‘licensed under this
chapter’” after “‘enter and inspect any establishment’’.

EFFECTIVE DATE OF 1985 AMENDMENT

Amendment by Pub. L. 99-198 effective Dec. 23, 1985, ex-
cept as otherwise provided, see section 1768(f) of Pub. L.
99-198, set out as a note under section 151 of this title.

TRANSFER OF FUNCTIONS

For transfer of functions of the Secretary of Agricul-
ture relating to agricultural import and entry inspec-
tion activities under this chapter to the Secretary of
Homeland Security, and for treatment of related refer-
ences, see sections 231, 551(d), 552(d), and 557 of Title 6,
Domestic Security, and the Department of Homeland Se-
curity Reorganization Plan of November 25, 2002, as modi-
fied, set out as a note under section 542 of Title 6.

§ 158. Offenses; punishment

Any person, firm, or corporation who shall vio-
late any of the provisions of this chapter shall be
deemed guilty of a misdemeanor, and shall, upon
conviction, be punished by a fine of not exceeding
$1,000 or by imprisonment not exceeding one year,
or by both such fine and imprisonment, in the
discretion of the court.

(Mar. 4, 1913, ch. 145, §1 (part), 37 Stat. 833.)

REFERENCES IN TEXT
For explanation of ‘“‘this chapter’’, referred to in text,

see References in Text note set out under section 156 of
this title.

CODIFICATION
See note set out under section 151 of this title.

§ 159. Enforcement; penalties applicable; Con-
gressional findings

The procedures of sections 672, 673, and 674 of
this title (relating to detentions, seizures and con-
demnations, and injunctions, respectively) shall
apply to the enforcement of this chapter with re-
spect to any product prepared, sold, bartered, ex-
changed, or shipped in violation of this chapter
or a regulation promulgated under this chapter.
The provisions (including penalties) of section 675
of this title shall apply to the performance of of-
ficial duties under this chapter. Congress finds
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that (i) the products and activities that are regu-
lated under this chapter are either in interstate
or foreign commerce or substantially affect such
commerce or the free flow thereof, and (ii) regu-
lation of the products and activities as provided
in this chapter is necessary to prevent and elimi-
nate burdens on such commerce and to effectively
regulate such commerce.

(Mar. 4, 1913, ch. 145, §1 (part), as added Pub. L.
99-198, title XVII, §1768(e), Dec. 23, 1985, 99 Stat.
1655.)

CODIFICATION

See note set out under section 151 of this title.

Another section 1768 of Pub. L. 99-198, cited as a credit
to this section, amended section 136y of Title 7, Agri-
culture.

EFFECTIVE DATE

Section effective Dec. 23, 1985, except as otherwise pro-
vided, see section 1768(f) of Pub. L. 99-198, set out as an
Effective Date of 1985 Amendment note under section 151
of this title.

CHAPTER 5A—BUREAU OF NARCOTICS
§§ 161 to 165. Omitted

CODIFICATION

Section 161, acts June 14, 1930, ch. 488, §1, 46 Stat. 585;
Oct. 15, 1949, ch. 695, §6(a), 63 Stat. 881, established a Bu-
reau of Narcotics in the Department of the Treasury
and provided for appointment of a Commissioner of Nar-
cotics for the Bureau with duty of making an annual re-
port to Congress.

Section 162, acts June 14, 1930, ch. 488, §2, 46 Stat. 585;
June 26, 1930, ch. 623, §1, 46 Stat. 819; Oct. 27, 1970, Pub.
L. 91-513, title III, §1101(a)(4), 84 Stat. 1291, provided for
appointment and compensation of a deputy commission-
er and other personnel for the Bureau of Narcotics, re-
quired the deputy to be an acting Commissioner during
absence or disability of the Commissioner or a vacancy
in the office, and authorized designation of a member of
the Treasury Department as an acting Commissioner in
event there is no Commissioner or deputy commissioner.

Section 163, act Mar. 3, 1927, ch. 348, §4(a), 44 Stat.
1382, provided for transfer of control of narcotic drugs to
the Secretary of the Treasury from the Commissioner of
Internal Revenue and his assistants, agents, and inspec-
tors.

Section 164, acts June 14, 1930, ch. 488, §3, 46 Stat. 586;
June 26, 1930, ch. 623, §2, 46 Stat. 819; Ex. Ord. No. 6639,
Mar. 10, 1934, abolished the Federal Narcotics Control
Board and transferred powers of such Board to the Com-
missioner of Narcotics, authorized the Secretary of the
Treasury to confer or impose his duties under section 163
of this title upon the Commissioner or other personnel of
the Bureau of Narcotics, continued in effect orders, rules,
and regulations in existence on July 1, 1930, until modi-
fied, superseded, or repealed by the Commissioner, with
approval of the Secretary of the Treasury, and provided
for determination before such Bureau of Narcotics of pro-
ceedings, investigations, and other matters pending on
July 1, 1930 before Bureau of Prohibition or Federal Nar-
cotics Control Board respecting narcotic drug law ad-
ministration or enforcement. Bureau of Prohibition per-
sonnel, records, property, and unexpended balances of
appropriations were previously transferred to Bureau of
Narcotics as were powers of the Attorney General re-
specting the Bureau of Prohibition to the Commissioner
of Internal Revenue.

Section 165, act June 14, 1930, ch. 488, §5, 46 Stat. 587,
provided for review of decisions of Commissioner of Nar-
cotics by the Secretary of the Treasury.

TRANSFER OF FUNCTIONS

Functions of the Secretary of the Treasury adminis-
tered through or respecting the Bureau of Narcotics and
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all functions of the Bureau, the Commissioner of Nar-
cotics, and the officers, employees and agencies of the
Bureau were transferred to the Attorney General and
the Bureau and the office of Commaissioner of Narcotics
were abolished by Reorg. Plan No. 1 of 1968, eff. Apr. 8,
1968, 33 F.R. 5611, 82 Stat. 1367, set out in the Appendix to
Title 5, Government Organization and Employees. All po-
sitions, personnel, property, records, and unexpended bal-
ances of appropriations, allocations, and other funds of
the Bureau and the Treasury Department, in connection
with functions transferred under this reorganization plan,
were transferred to the Justice Department.

The Bureau of Narcotics and Dangerous Drugs, includ-
ing the office of Director thereof, in the Department of
Justice was abolished by Reorg. Plan No. 2 of 1973, eff.
July 1, 1973, 38 F.R. 156932, 87 Stat. 1091, set out in the
Appendix to Title 5, Government Organization and Em-
ployees. Reorg. Plan No. 2 of 1973 also created in the De-
partment of Justice a single, comprehensive agency for
the enforcement of drug laws to be known as the Drug
Enforcement Administration, empowered the Attorney Gen-
eral to authorize the performance by officers, employees,
and agencies of the Department of functions transferred
to him, and directed the Attorney General to coordinate
all drug law enforcement functions to assure maximum
cooperation between the Drug Enforcement Administra-
tion, the Federal Bureau of Investigation, and the other
units of the Department of Justice involved in drug law
enforcement.

CHAPTER 6—NARCOTIC DRUGS

EXECUTIVE ORDER No. 10302

Ex. Ord. No. 10302, Nov. 5, 1951, 16 F.R. 11257, formerly
set out as a note preceding section 171, which established
the Interdepartmental Committee on Narcotics, was re-
voked by Ex. Ord. No. 11529, Apr. 24, 1970, 35 F.R. 6697.

IMPORTATION OR EXPORTATION

§§ 171 to 174. Repealed. Pub. L. 91-513, title III,
§ 1101(a)(2), (4), Oct. 27, 1970, 84 Stat. 1291

Section 171, acts Feb. 9, 1909, ch. 100, §1, 35 Stat. 614;
Jan. 17, 1914, ch. 9, 38 Stat. 275; May 26, 1922, ch. 202, §1,
42 Stat. 596; June 14, 1930, ch. 488, §3, 46 Stat. 586; July 1,
1944, ch. 377, §8, 58 Stat. 721; Mar. 8, 1946, ch. 81, §7, 60
Stat. 39; Aug. 8, 1953, ch. 394, §8, 67 Stat. 506, defined
““narcotic drug”’, ‘“United States’’, and ‘‘person’’. See sec-
tion 801 et seq. of this title.

Section 172, acts Feb. 9, 1909, ch. 100, §2(a), 35 Stat. 614;
Jan. 17, 1914, ch. 9, 38 Stat. 275; June 7, 1924, ch. 352, 43
Stat. 657, established a Federal Narcotics Control Board.
Act May 26, 1922, ch. 202, §1, 42 Stat. 596, also classified
to this section, was repealed by Pub. L. 89-554, §8(a),
Sept. 6, 1966, 80 Stat. 645.

Section 173, acts Feb. 9, 1909, ch. 100, § 2(b), (d), 356 Stat.
614; Jan. 17, 1914, ch. 9, 38 Stat. 275; May 26, 1922, ch. 202,
§1, 42 Stat. 596; June 7, 1924, ch. 352, 43 Stat. 657; June 14,
1930, ch. 488, §3, 46 Stat. 586, prohibited importation of
narcotic drugs. See section 801 et seq. of this title.

Section 173a, act June 14, 1930, ch. 488, § 6, 46 Stat. 587,
provided for importation of additional amounts of coca
leaves.

Section 174, acts Feb. 9, 1909, ch. 100, §2(c), (f), 35 Stat.
614; Jan. 17, 1914, ch. 9, 38 Stat. 275; May 26, 1922, ch. 202,
§1, 42 Stat. 596; June 7, 1924, ch. 352, 43 Stat. 657; Nov. 2,
1951, ch. 666, §§1, 5(1), 65 Stat. 767; July 18, 1956, ch. 629,
title I, §105, 70 Stat. 570, set penalties for bringing nar-
cotic drugs into the United States contrary to law. See
chapter 13 of this title.

EFFECTIVE DATE OF REPEAL

Repeal effective on first day of seventh calendar month
that begins after Oct. 27, 1970, see section 1105(a) of Pub.
L. 91-513, set out as an Effective Date note under section
951 of this title.

SAVINGS PROVISION

Pub. L. 91-513, title III, §1103, Oct. 27, 1970, 84 Stat.
1294, provided that:
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‘“(a) Prosecutions for any violation of law occurring
prior to the effective date of section 1101 [the first day
of the seventh calendar month that begins after Oct.
26, 1970] shall not be affected by the repeals or amend-
ments made by such section or section 1102 [repealing
sections 171 to 174, 176 to 185, 188 to 188n, 191 to 193,
197, 198, 199, 501 to 517 of this title, sections 1401 to
1407, and 3616 of Title 18, Crimes and Criminal Proce-
dure, sections 4701 to 4707, 4711 to 4716, 4721 to 4726,
4731 to 4736, 4741 to 4746, 4751 to 4757, 4761, 4762, 4771 to
4776, 7237, 7238, and 7491 of Title 26, Internal Revenue
Code, sections 529a and 529g of former Title 31, Money
and Finance, and section 1421m of Title 48, Territories
and Insular Possessions, and amending sections 162 and
967 of this title, section 4251 of Title 18, section 1584 of
Title 19, Customs Duties, sections 4901, 4905, 6808, 7012,
7103, 7236, 7607, 7609, 7641, 7651, and 7655 of Title 26, sec-
tion 2901 of Title 28, Judiciary and Judicial Procedure,
sections 529d, 529e, and 529f of former Title 31, section
304m of former Title 40, Public Buildings, Property,
and Works, section 3411 of Title 42, The Public Health
and Welfare, section 239a of Title 46, Shipping, and sec-
tion 787 of former Title 49, Transportation], or abated
by reason thereof.

““(b) Civil seizures or forfeitures and injunctive proceed-
ings commenced prior to the effective date of section
1101 [the first day of the seventh calendar month that
begins after Oct. 26, 1970] shall not be affected by the
repeals or amendments made by such section or section
1102, or abated by reason thereof.”’

§ 175. Repealed. June 27, 1952, ch. 477, title IV,
§ 403(a)(10), 66 Stat. 279

Section, acts Feb. 9, 1909, ch. 100, §2(e), 35 Stat. 614;
Jan. 17, 1914, ch. 9, 38 Stat. 275; May 26, 1922, ch. 202, §1,
42 Stat. 596; June 7, 1924, ch. 352, 43 Stat. 657, related to
deportation of convicted aliens. See section 1251 et seq.
of Title 8, Aliens and Nationality.

§§ 176 to 185. Repealed. Pub. L. 91-513, title III,
§ 1101(a)(2), (9), Oct. 27, 1970, 84 Stat. 1291,
1292

Section 176, acts Feb. 9, 1909, ch. 100, § 2(g), 35 Stat. 614;
Jan. 17, 1914, ch. 9, 38 Stat. 275; May 26, 1922, ch. 202 §1,
42 Stat. 596; June 7, 1924, ch. 352, 43 Stat. 657, covered
liability of masters of vessels and persons in charge of
railroad cars and other vehicles used to carry narcotic
drugs.

Section 176a, act Feb. 9, 1909, ch. 100, §2(h), as added
July 18, 1956, ch. 629, title I, §106, 70 Stat. 570, covered
illegal importation of marihuana and set penalties for
such illegal importation. See section 801 et seq. of this
title.

Section 176b, act Feb. 9, 1909, ch. 100, §2(i), as added
July 18, 1956, ch. 629, title I, §107, 70 Stat. 571, prohibited
sale of heroin to juveniles and set penalties for such il-
legal sale. See section 801 et seq. of this title.

Section 177, acts Feb. 9, 1909, ch. 100, § 2(a), 35 Stat. 614;
Jan. 17, 1914, ch. 9, 38 Stat. 275; May 26, 1922, ch. 202, §1,
42 Stat. 596; June 7, 1924, ch. 352, 43 Stat. 657, vested ad-
ministration of Narcotic Drugs Import and Export Act
in Department of the Treasury.

Section 178, act Feb. 9, 1909, ch. 100, §4, as added Jan.
17, 1914, ch. 9, 38 Stat. 275, prohibited possession of smok-
ing opium. See section 801 et seq. of this title.

Section 179, act Feb. 9, 1909, ch. 100, §4, as added Jan.
17, 1914, ch. 9, 38 Stat. 275, covered liability of masters of
vessels and persons in charge of railroad cars or other
vehicles for possession of smoking heroin. See section 801
et seq. of this title.

Section 180, act Feb. 9, 1909, ch. 100, §5, as added Jan.
17, 1914, ch. 9, 38 Stat. 275; amended May 26, 1922, ch. 202,
§2, 42 Stat. 597; June 14, 1930, ch. 488, §3, 46 Stat. 586,
prohibited admission of smoking opium even for trans-
portation to another country or for transferal from one
vessel to another.

Section 181, act Feb. 9, 1909, ch. 100, §3, as added Jan.
17, 1914, ch. 9, 38 Stat. 275, created a presumption of il-
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legal importation based upon presence of smoking opium
in United States.

Section 182, act Feb. 9, 1909, ch. 100, §6, as added Jan.
17, 1914, ch. 9, 348 Stat. 275; amended May 26, 1922, ch.
202, §2, 42 Stat. 597; June 14, 1930, ch. 488, §3, 46 Stat. 586;
Apr. 22, 1960, Pub. L. 86-429, §15, 74 Stat. 66, forbade ex-
portation of narcotic drugs. See section 801 et seq. of
this title.

Section 183, act Feb. 9, 1909, ch. 100, §7, as added Jan.
17, 1914, ch. 9, 38 Stat. 277, set out penalties for illegal
exportation of narcotic drugs.

Section 184, act Feb. 9, 1909, ch. 100, §8, as added Jan.
17, 1914, ch. 9, 38 Stat. 277; amended May 26, 1922, ch. 202,
§3, 42 Stat. 598, provided for seizure and forfeiture of nar-
cotic drugs found on vessels and not shown on manifest
or landed from vessels without a permit.

Section 184a, acts July 11, 1941, ch. 289, §1, 55 Stat. 584;
July 18, 1956, ch. 629, title I, §108, 70 Stat. 571, made il-
legal bringing on board a vessel of United States any
narcotic drugs not constituting a part of the cargo.

Section 185, act Feb. 9, 1909, ch. 100, §9, as added May
26, 1922, ch. 202, §4, 42 Stat. 598, authorized the citation
of act Feb. 9, 1909, ch. 100, as the ‘“Narcotic Drugs Import
and Export Act’.

EFFECTIVE DATE OF REPEAL

Repeal effective on first day of seventh calendar month
that begins after Oct. 26, 1970, see section 1105(a) of Pub.
L. 91-513, set out as an Effective Date note under section
951 of this title.

SAVINGS PROVISION

Prosecutions for any violation of law occurring, and
civil seizures or forfeitures and injunctive proceedings
commenced, prior to the effective date of repeal of these
sections by section 1101 of Pub. L. 91-513 not to be af-
fected or abated by reason thereof, see section 1103 of
Pub. L. 91-513, set out as a note under sections 171 to 174
of this title.

MARIHUANA AND HEALTH REPORTING
§§ 186, 187. Transferred

CODIFICATION

Section 186, Pub. L. 91-296, title V, § 501, June 30, 1970,
84 Stat. 352, which related to congressional findings as
to marihuana use, the need for a better understanding
of the health consequences, and the lack of informa-
tion thereto, was transferred and set out as a note un-
der section 242 of Title 42, The Public Health and Wel-
fare.

Section 187, Pub. L. 91-296, title V, §502, June 30, 1970,
84 Stat. 352, which directed the Secretary of Health, Edu-
cation and Welfare to report to Congress on the current
information on the health consequence of marihuana use,
with recommendations for legislative and administrative
action and to submit a preliminary report no later than
90 days after June 30, 1970, was transferred and set out
as a note under section 242 of Title 42.

DOMESTIC CONTROL OF PRODUCTION AND
DISTRIBUTION OF THE OPIUM POPPY

§§ 188 to 188n. Repealed. Pub. L. 91-513, title III,
§ 1101(a)(7), Oct. 27, 1970, 84 Stat. 1292

Sections, acts Dec. 11, 1942, ch. 720, 56 Stat. 1045; June
25, 1959, Pub. L. 86-70, §20, 73 Stat. 145; July 12, 1960, Pub.
L. 86-624, §16, 74 Stat. 415, known as the ‘“‘Opium Poppy
Control Act of 1942, provided for the domestic control of
production and distribution of the opium poppy. Sec-
tions 1 to 17 of said Act of Dec. 11, 1942, were classified,
respectively, to sections 188, 188 notes, and 188a to 188n
of this title.

EFFECTIVE DATE OF REPEAL

Repeal effective on first day of seventh calendar month
that begins after Oct. 26, 1970, see section 1105(a) of Pub.
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L. 91-513, set out as an Effective Date note under section
951 of this title.

SAVINGS PROVISION

Prosecutions for any violation of law occurring, and
civil seizures or forfeitures and injunctive proceedings
commenced, prior to the effective date of repeal of these
sections by section 1101 of Pub. L. 91-513 not to be af-
fected or abated by reason thereof, see section 1103 of
Pub. L. 91-513, set out as a note under section 171 of this
title.

IMPORTATION BY CHINESE SUBJECTS OR
TRAFFICKING 1IN, IN CHINA, BY UNITED
STATES CITIZENS

§§ 191 to 193. Repealed. Pub. L. 91-513, title III,
§ 1101(a)(1), Oct. 27, 1970, 84 Stat. 1291

Sections, acts Feb. 23, 1887, ch. 210, 24 Stat. 409; June
25, 1948, ch. 646, §§5, 39, 62 Stat. 986, 992, prohibited im-
portation of opium by Chinese subjects and the traffick-
ing in, in China, of opium by United States citizens. Sec-
tions 1 to 3 of said Act of Feb. 23, 1887, were classified to
sections 191 to 193, respectively, of this title.

EFFECTIVE DATE OF REPEAL

Repeal effective on first day of seventh calendar month
that begins after Oct. 26, 1970, see section 1105(a) of Pub.
L. 91-513, set out as an Effective Date note under section
951 of this title.

SAVINGS PROVISION

Prosecutions for any violation of law occurring, and
civil seizures or forfeitures and injunctive proceedings
commenced, prior to the effective date of repeal of these
sections by section 1101 of Pub. L. 91-513 not to be af-
fected or abated by reason thereof, see section 1103 of
Pub. L. 91-513, set out as a Savings Provision note under
section 171 of this title.

MISCELLANEOUS

§ 196. Repealed. July 1, 1944, ch. 373, title XIII,
§ 1313, 58 Stat. 714

Section, act June 14, 1930, ch. 488, §4(b), (c), 46 Stat.
587; 1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4
F.R. 2728, 53 Stat. 1424, related to studies and investiga-
tions by Surgeon General of the Public Health Service.
See section 242 of Title 42, The Public Health and Wel-
fare.

RENUMBERING OF REPEALING ACT

Title XIII, §1313, formerly title VI, §611, of act July 1,
1944, which repealed these sections, was renumbered title
VII, §711, by act Aug. 13, 1946, ch. 958, §5, 60 Stat. 1049;
§ 713, by act Feb. 28, 1948, ch. 83, §9(b), 62 Stat. 47; title
VIII, §813, by act July 30, 1956, ch. 779, § 3(b), 70 Stat. 721;
title IX, §913, by Pub. L. 88-581, §4(b), Sept. 4, 1964, 78
Stat. 919; title X, §1013, by Pub. L. 89-239, §3(b), Oct. 6,
1965, 79 Stat. 931; title XI, § 1113, by Pub. L. 91-572, §6(b),
Dec. 24, 1970, 84 Stat. 1506; title XII, §1213, by Pub. L.
92-294, §3(b), May 16, 1972, 86 Stat. 137; title XIII, §1313,
by Pub. L. 93-154, §2(b)(2), Nov. 16, 1973, 87 Stat. 604, and
was repealed by Pub. L. 93-222, §7(b), Dec. 29, 1973, 87
Stat. 936.

§§ 197, 198. Repealed. Pub. L. 91-513, title III,
§ 1101(a)(4), Oct. 27, 1970, 84 Stat. 1291

Section 197, act June 14, 1930, ch. 488, § 7, 46 Stat. 587,
directed Secretary of the Treasury to cooperate with
Secretary of State in discharge of international obli-
gations of United States concerning traffic in narcotic
drugs.

Section 198, acts June 14, 1930, ch. 488, §8, 46 Stat. 587;
July 18, 1956, ch. 629, title III, § 302, 70 Stat. 575, directed
Secretary of the Treasury to cooperate with the several
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States in suppression of abuse of narcotic drugs in their
respective jurisdictions.

EFFECTIVE DATE OF REPEAL

Repeal effective on first day of seventh calendar month
that begins after Oct. 26, 1970, see section 1105(a) of Pub.
L. 91-513, set out as an Effective Date note under section
951 of this title.

SAVINGS PROVISION

Prosecutions for any violation of law occurring, and
civil seizures or forfeitures and injunctive proceedings
commenced, prior to the effective date of repeal of these
sections by section 1101 of Pub. L. 91-513 not to be af-
fected or abated by reason thereof, see section 1103 of
Pub. L. 91-513, set out as a note under sections 171 to 174
of this title.

§§ 198a to 198c. Transferred

CODIFICATION

Section 198a, act Aug. 11, 1955, ch. 800, §1, 69 Stat. 684,
as amended, which related to the authority of Secretary
of the Treasury to issue subpenas, administer oaths and
compel attendance of witnesses for purpose of any inves-
tigation, was transferred to section 967 of this title.

Section 198b, act Aug. 11, 1955, ch. 800, §2, 69 Stat. 685,
which related to service of subpenas and proof of serv-
ice, was transferred to section 968 of this title.

Section 198c, act Aug. 11, 1955, ch. 800, §3, 69 Stat. 685,
which related to contempt proceedings, was transferred
to section 969 of this title.

§199. Repealed. Pub. L. 91-513, title
§ 1101(a)(5), Oct. 27, 1970, 84 Stat. 1292

Section, act July 3, 1930, ch. 829, 46 Stat. 850, author-
ized payment to persons giving information concerning
violations of narcotics laws. See section 886(a) of this
title.

111,

EFFECTIVE DATE OF REPEAL

Repeal effective on first day of seventh calendar month
that begins after Oct. 26, 1970, see section 1105(a) of Pub.
L. 91-513, set out as an Effective Date note under section
951 of this title.

SAVINGS PROVISION

Prosecutions for any violation of law occurring, and
civil seizures or forfeitures and injunctive proceedings
commenced, prior to the effective date of repeal of
this section by section 1101 of Pub. L. 91-513 not to be
affected or abated by reason thereof, see section 1103 of
Pub. L. 91-513, set out as a note under section 171 of
this title.

§§ 200 to 200b. Repealed. Nov. 2, 1951, ch. 666,
§ 5(2), 65 Stat. 769

Sections, acts Aug. 12, 1937, ch. 598, §§1-3, 50 Stat. 627;
July 1, 1944, ch. 377, §9, 58 Stat. 721; Mar. 8, 1946, ch. 81,
§8, 60 Stat. 39, related to punishment for offenses after
first offense. See section 801 et seq. of this title.

SAVINGS PROVISION

Act Nov. 2, 1951, ch. 666, §6, 656 Stat. 769, provided that
any rights or liabilities now existing under former sec-
tions 200 to 200b of this title should not be affected by
their repeal.

CHAPTER 7—PRACTICE OF PHARMACY AND
SALE OF POISONS IN CONSULAR DISTRICTS
IN CHINA

Sec.

201. Doing business without a license unlawful; em-
ployment of Chinese subjects.

202. Certain classes of persons and corporations ex-

cepted; insecticides.
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§ 201

Sec.

203. Application for license; requirements; qualifica-
tions for license.

204. Issuance of license.

205. Display of license in pharmacy.

206. Revocation of license.
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§ 201. Doing business without a license unlawful;
employment of Chinese subjects

It shall be unlawful in the consular districts of
the United States in China for any person whose
permanent allegiance is due to the United States
not licensed as a pharmacist within the meaning
of this chapter to conduct or manage any phar-
macy, drug or chemical store, apothecary shop, or
other place of business for the retailing, compound-
ing, or dispensing of any drugs, chemicals, or poi-
sons, or for the compounding of physicians’ pre-
scriptions, or to keep exposed for sale at retail,
any drugs, chemicals, or poisons, except as herein-
after provided, or, except as hereinafter provided,
for any person whose permanent allegiance is due
to the United States not licensed as a pharmacist
within the meaning of this chapter to compound,
dispense, or sell, at retail, any drug, chemical, poi-
son, or pharmaceutical preparation upon the pre-
scription of a physician, or otherwise, or to com-
pound physicians’ prescriptions, except as an aid
to and under the proper supervision of a pharma-
cist licensed under this chapter. And it shall be
unlawful for any person, firm, or corporation owing
permanent allegiance to the United States owning
partly or wholly or managing a pharmacy, drug
store, or other place of business to cause or permit
any person other than a licensed pharmacist to
compound, dispense, or sell at retail any drug, med-
icine, or poison, except as an aid to and under the
proper supervision of a licensed pharmacist. Where
it is necessary for a person, firm, or corporation
whose permanent allegiance is due to the United
States and owning partly or wholly or managing a
pharmacy, drug store, or other place of business to
employ Chinese subjects to compound, dispense, or
sell at retail any drug, medicine, or poison, such
person, firm, or corporation, owner, part owner, or
manager of a pharmacy, drug store, or other place
of business may employ such Chinese subjects when
their character, ability, and age of twenty-one years
or over have been certified to by at least two rec-
ognized and reputable practitioners of medicine, or
two pharmacists licensed under this chapter whose
permanent allegiance is due to the United States.

(Mar. 3, 1915, ch. 74, §1, 38 Stat. 817.)
CODIFICATION

Section is comprised of part of section 1 of act Mar. 3,
1915. Remainder of such section 1 is classified to section
202 of this title.



§ 202

§ 202. Certain classes of persons and corpora-
tions excepted; insecticides

Nothing in section 201 of this title shall be con-
strued to interfere with any recognized and rep-
utable practitioner of medicine, dentistry, or vet-
erinary surgery in the compounding of his own
prescriptions, or to prevent him from supplying
to his patients such medicines as he may deem
proper, except as hereinafter provided; nor with
the exclusively wholesale business of any person,
firm, or corporation whose permanent allegiance
is due to the United States dealing and licensed
as pharmacists, or having in their employ at least
one person who is so licensed, except as herein-
after provided; nor with the sale by persons, firms,
or corporations whose permanent allegiance is due
to the United States other than pharmacists of
poisonous substances sold exclusively for use in
the arts, or as insecticides, when such substances
are sold in unbroken packages bearing labels hav-
ing plainly printed upon them the name of the
contents, the word ‘‘Poison’’, when practicable the
name of at least one suitable antidote, and the
name and address of the vender.

(Mar. 3, 1915, ch. 74, §1, 38 Stat. 818.)

CODIFICATION

Section is comprised of part of section 1 of act Mar. 3,
1915. Remainder of such section 1 is classified to section
201 of this title.

§ 203. Application for license;
qualifications for license

requirements;

Every person whose permanent allegiance is due
to the United States desiring to practice as a
pharmacist in the consular districts in China shall
file with the consul an application, duly verified
under oath, setting forth the name and age of the
applicant, the place or places at which he pursued
and the time spent in the study of pharmacy, the
experience which the applicant has had in com-
pounding physicians’ prescriptions under the di-
rection of a licensed pharmacist, and the name
and location of the school or college of pharmacy,
if any, of which he is a graduate, and shall sub-
mit evidence sufficient to show to the satisfac-
tion of said consul that he is of good moral char-
acter and not addicted to the use of alcoholic lig-
uors or narcotic drugs so as to render him unfit
to practice pharmacy. Applicants shall be not less
than twenty-one years of age and shall have had
at least four years’ experience in the practice of
pharmacy or shall have served three years under
the instruction of a regularly licensed pharma-
cist, and any applicant who has been graduated
from a school or college of pharmacy recognized
by the proper board of his State, Territory, Dis-
trict of Columbia, or other possession of the United
States as in good standing shall be entitled to
practice upon presentation of his diploma.

(Mar. 3, 1915, ch. 74, §2, 38 Stat. 818.)

CODIFICATION

The words ‘‘now practicing as a pharmacist or,”” which
preceded ‘‘desiring to practice’” in the original text of
this section, were omitted as obsolete.

§ 204. Issuance of license

If the applicant for license as a pharmacist has
complied with the requirements of section 203 of
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this title, the consul shall issue to him a license
which shall entitle him to practice pharmacy in
the consular districts of the United States in Chi-
na, subject to the provisions of this chapter.

(Mar. 3, 1915, ch. 74, §3, 38 Stat. 819.)
§ 205. Display of license in pharmacy

Every license to practice pharmacy shall be
conspicuously displayed by the person to whom
the same has been issued in the pharmacy, drug
store, or place of business, if any, of which the
said person is the owner or part owner or man-
ager.

(Mar. 3, 1915, ch. 74, §5, 38 Stat. 819.)
§ 206. Revocation of license

The license of any person whose permanent al-
legiance is due to the United States to practice
pharmacy in the consular districts of the United
States in China may be revoked by the consul if
such person be found to have obtained such 1i-
cense by fraud, or be addicted to the use of any
narcotic or stimulant, or to be suffering from phys-
ical or mental disease, in such manner and to
such extent as to render it expedient that in the
interests of the public his license be canceled; or
to be of an immoral character; or if such person
be convicted in any court of competent jurisdic-
tion of any offense involving moral turpitude. It
shall be the duty of the consul to investigate any
case in which it is discovered by him or made to
appear to his satisfaction that any license issued
under the provisions of this chapter is revocable
and shall, after full hearing, if in his judgment
the facts warrant it, revoke such license.

(Mar. 3, 1915, ch. 74, §4, 38 Stat. 819.)

§ 207. Restrictions on sales; written orders or
prescriptions

It shall be unlawful for any person, firm, or cor-
poration whose permanent allegiance is due to
the United States, either personally or by servant
or agent or as the servant or agent of any other
person or of any firm or corporation, to sell, fur-
nish, or give away any cocaine, salts of cocaine,
or preparation containing cocaine or salts of co-
caine, or morphine or preparation containing mor-
phine or salts of morphine, or any opium or prep-
aration containing opium, or any chloral hydrate
or preparation containing chloral hydrate, except
upon the original written order or prescription of
a recognized and reputable practitioner of medi-
cine, dentistry, or veterinary medicine, which or-
der or prescription shall be dated and shall con-
tain the name of the person for whom prescribed,
or, if ordered by a practitioner of veterinary med-
icine, shall state the kind of animal for which or-
dered and shall be signed by the person giving
the order or prescription. Such order or prescrip-
tion shall be, for a period of three years, retained
on file by the person, firm, or corporation who
compounds or dispenses the article ordered or pre-
scribed, and it shall not be compounded or dis-
pensed after the first time except upon the writ-
ten order of the original prescriber.

(Mar. 3, 1915, ch. 74, §6, 38 Stat. 819.)
CODIFICATION

Section is comprised of part of section 6 of act Mar. 3,
1915. Remainder of such section 6 is classified to section
208 of this title.
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§ 208. Certain preparations and sales excepted

The provisions of section 207 of this title shall
not apply to preparations containing not more than
two grains of opium or not more than one-quarter
grain of morphine, or not more than one-quarter
grain of cocaine, or not more than two grains of
chloral hydrate in the fluid ounce, or, of a solid
preparation, in one avoirdupois ounce, nor shall
they apply to preparations sold in good faith for
diarrhea and cholera, each bottle or package of
which is accompanied by specific directions for
use and caution against habitual use, nor to lini-
ments or ointments sold in good faith as such
when plainly labeled ‘‘for external use only’’, nor
to powder of ipecac and opium, commonly known
as Dover’s powder, when sold in quantities not ex-
ceeding twenty grains. The provisions of this sec-
tion or section 207 of this title shall not be con-
strued to permit the selling, furnishing, giving
away, or prescribing for the use of any habitual
users of the same any cocaine, salts of cocaine,
or preparation containing cocaine or salts of co-
caine, or morphine or salts of morphine, or prep-
arations containing morphine or salts of morphine,
or any opium or preparation containing opium, or
any chloral hydrate or preparation containing chlo-
ral hydrate. But the preceding sentence shall not
be construed to prevent any recognized or reputa-
ble practitioner of medicine whose permanent al-
legiance is due to the United States from furnish-
ing in good faith for the use of any habitual user
of narcotic drugs who is under his professional
care such substances as he may deem necessary
for their treatment, when such prescriptions are
not given or substances furnished for the purpose
of evading the provisions of this section. But the
provisions of this section or section 207 of this
title shall not apply to sales at wholesale between
jobbers, manufacturers, and retail druggists, hos-
pitals, and scientific or public institutions.

(Mar. 3, 1915, ch. 74, §6, 38 Stat. 819.)
CODIFICATION

Section is comprised of section 6 of act Mar. 3, 1915.
Remainder of such section 6 is classified to section 207 of
this title.

§ 209. Poisons; book entry of sale; labels

It shall be unlawful for any person, firm, or cor-
poration whose permanent allegiance is due to
the United States to sell or deliver to any other
person any of the following-described substances,
or any poisonous compound, combination, or prep-
aration thereof, to wit: The compounds of and
salts of antimony, arsenic, barium, chromium, cop-
per, gold, lead, mercury, silver, and zinc, the caus-
tic hydrates of sodium and potassium, solution or
water of ammonia, methyl alcohol, paregoric, the
concentrated mineral acids, oxalic and hydrocya-
nic acids and their salts, yellow phosphorus, Paris
green, carbolic acid, the essential oils of almonds,
pennyroyal, tansy, rue, and savin; croton oil, cre-
osote, chloroform, cantharides, or aconite, bella-
donna, bitter almonds, colchicum, cotton root, coc-
culus indicus, conium, cannabis indica, digitalis,
ergot, hyoscyamus, ignatia, lobelia, nux vomica,
physostigma, phytolacca, strophanthus, stramo-
nium, veratrum viride, or any of the poisonous
alkaloids or alkaloidal salts derived from the fore-
going, or any other poisonous alkaloids or their
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salts, or any other virulent poison, except in the
manner following, and, moreover, if the applicant
be less than eighteen years of age, except upon
the written order of a person known or believed
to be an adult.

It shall first be learned, by due inquiry, that
the person to whom delivery is about to be made
is aware of the poisonous character of the sub-
stance and that it is desired for a lawful purpose,
and the box, bottle, or other package shall be
plainly labeled with the name of the substance,
the word ‘‘Poison’’, the name of at least one suit-
able antidote, when practicable, and the name and
address of the person, firm, or corporation dis-
pensing the substance. And before delivery be made
of any of the foregoing substances, excepting so-
lution or water of ammonia and sulphate of cop-
per, there shall be recorded in a book kept for
that purpose the name of the article, the quan-
tity delivered, the purpose for which it is to be
used, the date of delivery, the name and address
of the person for whom it is procured, and the
name of the individual personally dispensing the
same; and said book shall be preserved by the
owner thereof for at least three years after the
date of the last entry therein. The foregoing pro-
visions shall not apply to articles dispensed upon
the order of persons believed by the dispenser to
be recognized and reputable practitioners of med-
icine, dentistry, or veterinary surgery. When a
physician writes upon his prescription a request
that it be marked or labeled ‘‘Poison’ the phar-
macist shall, in the case of liquids, place the
same in a colored glass, roughened bottle, of the
kind commonly known in trade as a ‘‘poison bot-
tle’”’, and, in the case of dry substances, he shall
place a poison label upon the container. The record
of sale and delivery above mentioned shall not be
required of manufacturers and wholesalers who
shall sell any of the foregoing substances at whole-
sale to licensed pharmacists, but the box, bottle,
or other package containing such substance, when
sold at wholesale, shall be properly labeled with
the name of the substance, the word ‘‘Poison,”
and the name and address of the manufacturer or
wholesaler. It shall not be necessary, in sales ei-
ther at wholesale or at retail, to place a poison
label upon, nor to record the delivery of, the sul-
phide of antimony, or the oxide or carbonate of
zinc, or of colors ground in oil and intended for
use as paints, or calomel; nor in the case of prep-
arations containing any of the substances named
in this section, when a single box, bottle, or other
package, or when the bulk of one-half fluid ounce
or the weight of one-half avoirdupois ounce does
not contain more than an adult medicinal dose of
such substance; nor in the case of liniments or
ointments sold in good faith as such, when plainly
labeled ‘‘For external use only’’; nor, in the case
of preparations put up and sold in the form of
pills, tablets, or lozenges, containing any of the
substances enumerated in this section and intend-
ed for internal use, when the dose recommended
does not contain more than one-fourth of an adult
medicinal dose of such substance.

For the purpose of this and of every other sec-
tion of this chapter no box, bottle, or other pack-
age shall be regarded as having been labeled ‘‘Poi-
son’’ unless the word ‘‘Poison’’ appears conspicu-
ously thereon, printed in plain, uncondensed goth-
ic letters in red ink.



§ 210

(Mar. 3, 1915, ch. 74, §7, 38 Stat. 820.)

§ 210. Pharmacist; unauthorized use of title

It shall be unlawful for any person whose per-
manent allegiance is due to the United States,
not legally licensed as a pharmacist, to take, use,
or exhibit the title of pharmacist, or licensed or
registered pharmacist, or the title of druggist or
apothecary, or any other title or description of
like import.

(Mar. 3, 1915, ch. 74, §10, 38 Stat. 821.)

§ 211. Preservation of originals of prescriptions
compounded and copies thereof; inspection
of prescriptions by consular officers; mark-
ing containers of drugs

Every person, firm, or corporation whose per-
manent allegiance is due to the United States
owning, partly owning, or managing a drug store
or pharmacy shall keep in his place of business a
suitable book or file, in which shall be preserved
for a period of not less than three years the origi-
nal of every prescription compounded or dispensed
at such store or pharmacy, or a copy of such pre-
scription, except when the preservation of the origi-
nal is required by section 207 or 208 of this title.
Upon request the owner, part owner, or manager
of such store shall furnish to the prescribing phy-
sician, or to the person for whom such prescrip-
tion was compounded or dispensed, a true and
correct copy thereof. Any prescription required
by section 207 or 208 of this title, and any pre-
scription for, or register of sales of, substances
mentioned in such sections shall at all times be
open to inspection by duly authorized consular
officers in the consular districts of the United
States in China. No person, firm, or corporation
whose permanent allegiance is due to the United
States shall, in a consular district, compound or
dispense any drug or drugs or deliver the same to
any other person without marking on the contain-
er thereof the name of the drug or drugs con-
tained therein and directions for using the same.

(Mar. 3, 1915, ch. 74, §9, 38 Stat. 821.)

§ 212. Offenses; punishment; duty to enforce pro-
visions

Any person, firm, or corporation, whose perma-
nent allegiance is due to the United States, vio-
lating any of the provisions of this chapter shall
be deemed guilty of a misdemeanor and, upon
conviction thereof, shall be punished by a fine of
not less than $50 and not more than $100 or by
imprisonment for not less than one month and not
more than sixty days, or by both such fine and
imprisonment, in the discretion of the court, and
if the offense be continuing in its character, each
week or part of a week during which it continues
shall constitute a separate and distinct offense.
And it shall be the duty of the consular and ju-
dicial officers of the United States in China to
enforce the provisions of this chapter.

(Mar. 3, 1915, ch. 74, §11, 38 Stat. 821.)
§ 213. Fraudulent representations to evade or de-
feat restrictions

No person, firm, or corporation whose perma-
nent allegiance is due to the United States seek-
ing to procure in the consular districts of the
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United States in China any substance the sale of
which is regulated by the provisions of this chap-
ter shall make any fraudulent representations so
as to evade or defeat the restrictions herein im-
posed.

(Mar. 3, 1915, ch. 74, §8, 38 Stat. 821.)

§ 214. Previous laws unaffected

Nothing in this chapter shall be construed as
modifying or revoking any of the provisions of
sections 191 to 193! of this title.

(Mar. 3, 1915, ch. 74, §13, 38 Stat. 822.)

REFERENCES IN TEXT

Sections 191 to 193 of this title, referred to in text,
were repealed by Pub. L. 91-513, title III, §1101(a)(1), Oct.
27, 1970, 84 Stat. 1291. See section 801 et seq. of this title.

§ 215. “Consul” defined

The word ‘‘consul”’ as used in this chapter shall
mean the consular officer in charge of the dis-
trict concerned.

(Mar. 3, 1915, ch. 74, §12, 38 Stat. 822.)
CHAPTER 8—NARCOTIC FARMS

§§ 221 to 237. Repealed. July 1, 1944, ch. 373, title
XIII, § 1313, 58 Stat. 714

Section 221, act Jan. 19, 1929, ch. 82, §1, 45 Stat. 1085,
defined ‘‘habit-forming narcotic drug’’, ‘‘narcotic’’, and
“addict’”’. See section 201 of Title 42, The Public Health
and Welfare.

Section 222, act Jan. 19, 1929, ch. 82, §2, 45 Stat. 1085,
provided for narcotic farms.

Section 222a, act June 23, 1935, ch. 725, §1, 49 Stat. 1840,
provided name for narcotic farm at Lexington, Ky.

Section 222b, act Mar. 28, 1938, ch. 55, §1, 52 Stat. 134,
provided name for narcotic farm at Fort Worth, Texas.

Section 223, act Jan. 19, 1929, ch. 82, §3, 45 Stat. 1085;
1939 Reorg. Plan No. I, §205(b), eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1425, provided for an annual estimate of ex-
penses of maintenance of narcotic farms.

Section 224, act Jan. 19, 1929, ch. 82, §4, 45 Stat. 1086,
provided for construction of buildings for two of the nar-
cotic farms.

Section 225, acts Jan. 19, 1929, ch. 82, §5, 45 Stat. 1086;
June 14, 1930, ch. 488, §4(a), 46 Stat. 586; 1939 Reorg. Plan
No. I, §§201, 205, eff. July 1, 1939, 4 F.R. 2728, 53 Stat. 1424,
provided for control and management of narcotic farms.

Section 226, act Jan. 19, 1929, ch. 82, §6, 45 Stat. 1086;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for care and treatment
of addicts.

Section 227, act Jan. 19, 1929, ch. 82, §7, 45 Stat. 1086,
provided for transfer to and from farms of addicts who
are prisoners.

Section 228, act Jan. 19, 1929, ch. 82, §8, 45 Stat. 1087,
provided that it was the duty of prosecuting officers to
report convicted persons believed to be addicts.

Section 229, act Jan. 19, 1929, ch. 82, §9, 45 Stat. 1087;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for employment of ad-
dicts.

Section 230, act Jan. 19, 1929, ch. 82, §10, 45 Stat. 1087,
provided for parole of inmates.

Section 231, act Jan. 19, 1929, ch. 82, §11, 45 Stat. 1087;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for discharge of addicts.

Section 232, act Jan. 19, 1929, ch. 82, §12, 45 Stat. 1088;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for admission of volun-
tary patients.

1 See References in Text note below.
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Section 233, act Jan. 19, 1929, ch. 82, §13, 45 Stat. 1088;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided for furnishing of gratu-
ities and transportation to discharged convicts.

Section 234, act. Jan. 19, 1929, ch. 82, §14, 45 Stat. 1089;
1939 Reorg. Plan No. I, §§201, 205, eff. July 1, 1939, 4 F.R.
2728, 53 Stat. 1424, 1425, provided penalties for introduc-
tion of narcotic drugs into a narcotic farm.

Section 235, act Jan. 19, 1929, ch. 82, §15, 45 Stat. 1089,
provided penalties for escape of inmates.

Section 236, act Jan. 19, 1929, ch. 82, §16, 45 Stat. 1089,
provided penalties for procuring of escape by inmates.

Section 237, act Jan. 19, 1929, ch. 82, §17, 45 Stat. 1089,
provided for deportation of alien inmates who are enti-
tled to a discharge from narcotic farms.

RENUMBERING OF REPEALING ACT

Title XIII, §1313, formerly title VI, §611, of act July 1,
1944, which repealed these sections, was renumbered title
VII, §711, by act Aug. 13, 1946, ch. 958, §5, 60 Stat. 1049;
§713, by act Feb. 28, 1948, ch. 83, §9(b), 62 Stat. 47; title
VIII, § 813, by act July 30, 1956, ch. 779, §3(b), 70 Stat. 721;
title IX, §913, by Pub. L. 88-581, §4(b), Sept. 4, 1964, 78
Stat. 919; title X, §1013, by Pub. L. 89-239, §3(b), Oct. 6,
1965, 79 Stat. 931; title XI, §1113, by Pub. L. 91-572, §6(b),
Dec. 24, 1970, 84 Stat. 1506; title XII, §1213, by Pub. L.
92-294, §3(b), May 16, 1972, 86 Stat. 137; title XIII, §1313,
by Pub. L. 93-154, §2(b)(2), Nov. 16, 1973, 87 Stat. 604, and
was repealed by Pub. L. 93-222, §7(b), Dec. 29, 1973, 87
Stat. 936.
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microorganisms.

New animal drugs.

Classification of devices intended for human
use.

Reporting.
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Premarket approval.
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Breakthrough devices.

Banned devices.

Judicial review.
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cant decisions regarding devices.

Notification and other remedies.

Program to improve the device recall system.

Records and reports on devices.

General provisions respecting control of de-
vices intended for human use.

State and local requirements respecting de-
vices.

Postmarket surveillance.

Accredited persons.

Priority review to encourage treatments for
tropical diseases.

Priority review for qualified infectious disease
products.

PART B—DRUGS FOR RARE DISEASES OR CONDITIONS

360aa.

360Dbb.

360cc.

360dd.

360ee.

360ff.

360ff-1.

Recommendations for investigations of drugs
for rare diseases or conditions.

Designation of drugs for rare diseases or condi-
tions.

Protection for drugs for rare diseases or condi-
tions.

Open protocols for investigations of drugs for
rare diseases or conditions.

Grants and contracts for development of drugs
for rare diseases and conditions.

Priority review to encourage treatments for
rare pediatric diseases.

Targeted drugs for rare diseases.

PART C—ELECTRONIC PRODUCT RADIATION CONTROL

360hh.
360ii.
360jj.
360Kkk.
36011.

360mm.
360nn.
36000.
360pDp.
360qq.
360rr.
360ss.

Definitions.

Program of control.

Studies by Secretary.

Performance standards for electronic products.

Notification of defects in and repair or replace-
ment of electronic products.

Imports.

Inspection, records, and reports.

Prohibited acts.

Enforcement.

Repealed.

Federal-State cooperation.

State standards.

PART D—DISSEMINATION OF TREATMENT INFORMATION
360aaa to 360aaa—6. Omitted.

PART E—GENERAL PROVISIONS RELATING TO DRUGS

360bbb.

AND DEVICES

Expanded access to unapproved therapies and
diagnostics.

360bbb-0. Expanded access policy required for investiga-

tional drugs.

360bbb-0a.Investigational drugs for use by eligible pa-

tients.

360bbb-1. Dispute resolution.
360bbb-2. Classification of products.
360bbb-3. Authorization for medical products for use in

emergencies.

360bbb-3a.Emergency use of medical products.
360bbb-3b.Products held for emergency use.
360bbb-3c.Expedited development and review of medical

products for emergency uses.

360bbb-4. Countermeasure development, review, and tech-

nical assistance.

360bbb—4a.Priority review to encourage treatments for

agents that national

threats.

present security

360bbb-5. Critical Path Public-Private Partnerships.
360bbb-6. Risk communication.
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360bbb-7. Notification.

360bbb-8. Consultation with external experts on rare dis-
eases, targeted therapies, and genetic target-
ing of treatments.

360bbb-8a.0ptimizing global clinical trials.

360bbb-8b.Use of clinical investigation data from outside
the United States.

360bbb-8c.Patient participation in medical product dis-
cussion.

360bbb-8d.Notification, nondistribution, and recall of
controlled substances.

PART F—NEW ANIMAL DRUGS FOR MINOR USE AND
MINOR SPECIES

360ccc. Conditional approval of new animal drugs for
minor use and minor species and certain new
animal drugs.
360ccc-1. Index of legally marketed unapproved new ani-
mal drugs for minor species.
360ccc—-2. Designated new animal drugs for minor use or
minor species.

PART G—MEDICAL GASES

360ddd. Definitions.

360ddd-1. Regulation of medical gases.

360ddd-2. Inapplicability of drug fees to designated med-
ical gases.

PART H—PHARMACEUTICAL DISTRIBUTION SUPPLY CHAIN

360eee.  Definitions.

360eee-1. Requirements.

360eee-2. National standards for prescription drug whole-
sale distributors.

National standards for third-party logistics
providers.

Uniform national policy.

360eee-3.
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PART I—NONPRESCRIPTION SUNSCREEN AND OTHER
ACTIVE INGREDIENTS

360fff. Definitions.
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360fff-2. Eligibility determinations; data submission;
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360fff-3. GRASE determination.
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360fff-7. Report.
SUBCHAPTER VI—COSMETICS

361. Adulterated cosmetics.

362. Misbranded cosmetics.

363. Regulations making exemptions.

364. Repealed.

SUBCHAPTER VII—GENERAL AUTHORITY

PART A—GENERAL ADMINISTRATIVE PROVISIONS

371. Regulations and hearings.

372. Examinations and investigations.
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373. Records.

374. Inspection.

374a. Inspections relating to food allergens.
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physical tests.
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379a. Presumption of existence of jurisdiction.

379Db. Consolidated administrative and laboratory fa-
cility.

379c. Transferred.

379d. Automation of Food and Drug Administration.
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379d-1. Conflicts of interest.

379d-2. Policy on the review and clearance of scientific
articles published by FDA employees.

3794d-3. Streamlined hiring authority.

379d-3a. Hiring authority for scientific, technical, and
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3794-4. Reporting requirements.

379d-5. Guidance document regarding product promo-
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PART B—COLORS
379%e. Listing and certification of color additives for

foods, drugs, devices, and cosmetics.
PART C—FEES

SUBPART 1—FREEDOM OF INFORMATION FEES

379f. Recovery and retention of fees for freedom of
information requests.
SUBPART 2—FEES RELATING TO DRUGS
379g. Definitions.
379h. Authority to assess and use drug fees.
379h-1. Fees relating to advisory review of prescrip-
tion-drug television advertising.
379h-2. Reauthorization; reporting requirements.
SUBPART 3—FEES RELATING TO DEVICES
379i. Definitions.
379j. Authority to assess and use device fees.
379j-1. Reauthorization; reporting requirements.
SUBPART 4—FEES RELATING TO ANIMAL DRUGS
379j-11. Definitions.
379j-12. Authority to assess and use animal drug fees.
379j-13. Reauthorization; reporting requirements.
SUBPART 5—FEES RELATING TO GENERIC NEW ANIMAL
DRUGS
379j-21. Authority to assess and use generic new animal
drug fees.
379j-22. Reauthorization; reporting requirements.
SUBPART 6—FEES RELATED TO FOOD
379j-31. Authority to collect and use fees.
SUBPART 7—FEES RELATING TO GENERIC DRUGS
379j-41. Definitions.
379j-42. Authority to assess and use human generic
drug fees.
379j-43. Reauthorization; reporting requirements.
SUBPART 8—FEES RELATING TO BIOSIMILAR BIOLOGICAL
PRODUCTS
379j-61. Definitions.
379j-62. Authority to assess and use biosimilar biologi-
cal product fees.
379j-63. Reauthorization; reporting requirements.
SUBPART 9—FEES RELATING TO OUTSOURCING FACILITIES
379j-61. Definitions.
379j-62. Authority to assess and use outsourcing facil-
ity fees.
PART D—INFORMATION AND EDUCATION
379Kk. Information system.
379k-1.  Electronic format for submissions.
3791. Education.

PART E—ENVIRONMENTAL IMPACT REVIEW

3790. Environmental impact.

PART F—NATIONAL UNIFORMITY FOR NONPRESCRIPTION
DRUGS AND PREEMPTION FOR LABELING OR PACKAGING
OF COSMETICS

379r.
379s.

National uniformity for nonprescription drugs.
Preemption for labeling or packaging of cos-
metics.
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379v. Safety report disclaimers.
PART H—SERIOUS ADVERSE EVENT REPORTS
379aa. Serious adverse event reporting for nonpre-
scription drugs.
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plements.
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SUBCHAPTER VIII-IMPORTS AND EXPORTS

381. Imports and exports.

382. Exports of certain unapproved products.
383. Office of International Relations.

384. Importation of prescription drugs.

384a. Foreign supplier verification program.

384Db. Voluntary qualified importer program.

384c. Inspection of foreign food facilities.

384d. Accreditation of third-party auditors.

384e. Recognition of foreign government inspections.

384f. Strengthening FDA and CBP coordination and
capacity.

384g. Restricting entrance of illicit drugs.

SUBCHAPTER IX—TOBACCO PRODUCTS

387. Definitions.

387a. FDA authority over tobacco products.

387a-1. Final rule.

387hb. Adulterated tobacco products.

387c. Misbranded tobacco products.

387d. Submission of health information to the Sec-
retary.

387e. Annual registration.

387f. General provisions respecting control of tobac-
co products.

387f-1. Enforcement action plan for advertising and
promotion restrictions.

387g. Tobacco product standards.

387h. Notification and other remedies.

387i. Records and reports on tobacco products.

387j. Application for review of certain tobacco prod-
ucts.

387k. Modified risk tobacco products.

3871. Judicial review.

387Tm. Equal treatment of retail outlets.

387n. Jurisdiction of and coordination with the Fed-
eral Trade Commission.

3870. Regulation requirement.

387p. Preservation of State and local authority.

387q. Tobacco Products Scientific Advisory Commit-
tee.

387r. Drug products used to treat tobacco depend-
ence.

387s. User fees.

387t. Labeling, recordkeeping, records inspection.

387u. Studies of progress and effectiveness.

SUBCHAPTER X—MISCELLANEOUS

391. Separability clause.

392. Exemption of meats and meat food products.

393. Food and Drug Administration.

393a. Office of Pediatric Therapeutics.

394. Scientific review groups.
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396. Practice of medicine.

397. Contracts for expert review.

398. Notices to States regarding imported food.

399. Grants to enhance food safety.

399a. Office of the Chief Scientist.

399D. Office of Women’s Health.
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399d. Employee protections.

399e. Nanotechnology.

399f. Ensuring adequate information regarding
pharmaceuticals for all populations, particu-
larly underrepresented subpopulations, in-
cluding racial subgroups.

399g. Food and Drug Administration Intercenter In-
stitutes.

399h. Grants for studying continuous drug manufac-
turing.

399i. Food and Drug Administration Working Capital
Fund.

SUBCHAPTER I—SHORT TITLE

§ 301. Short title

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

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

EFFECTIVE DATE; POSTPONEMENT IN CERTAIN CASES

Act June 23, 1939, ch. 242, §§1, 2, 53 Stat. 853, 854, pro-
vided that:

“[SEc. 1] (a) The effective date of the following provi-
sions of the Federal Food, Drug, and Cosmetic Act is
hereby postponed until January 1, 1940: Sections 402(c)
[342(c) of this title]; 403(e)(1) [343(e)(1) of this title]; 403(g),
(h), (1), (), and (k) [343(g) to (k) of this title]; 501(a), (4)
[351(a)(4) of this title]; 502(b), (d), (e), (f), (g), and (h)
[352(b), (d) to (h) of this title]; 601(e) [361(e) of this titlel;
and 602(b) [362(b) of this title].

““(b) The Secretary of Agriculture shall promulgate
regulations further postponing to July 1, 1940[,] the ef-
fective date of the provisions of sections 403(e)(1) [343(e)(1)
of this title]; 403(g), (h), (i), (j), and (k) [343(g) to (K)];
502(b), (d), (e), (), (g), and (h) [352(b), (d) to (h) of this
title]; and 602(b) [362(b) of this title] of such Act with
respect to lithographed labeling which was manufactured
prior to February 1, 1939, and to containers bearing la-
beling which, prior to February 1, 1939, was lithographed,
etched, stamped, pressed, printed, fused or blown on or
in such containers, where compliance with such provi-
sions would be unduly burdensome by reason of causing
the loss of valuable stocks of such labeling or containers,
and where such postponement would not prevent the pub-
lic interest being adequately served: Provided, That in
no case shall such regulations apply to labeling which
would not have complied with the requirements of the
Food and Drugs Act of June 30, 1906, as amended.

“SEC. 2. (a) The provisions of section 8 [section 10 of
this title], paragraph fifth, under the heading ‘In the
case of food:’, of the Food and Drugs Act of June 30, 1906,
as amended, and regulations promulgated thereunder, and
all other provisions of such Act to the extent that they
may relate to the enforcement of such section 8 [section
10 of this title] and of such regulations, shall remain in
force until January 1, 1940.

‘““(b) The provisions of such Act of June 30, 1906, as
amended, [sections 1 to 5, 7 to 15, and 372a of this title]
to the extent that they impose, or authorize the imposi-
tion of, any requirement imposed by section 403(k) of the
Federal Food, Drug, and Cosmetic Act [section 343(k) of
this title], shall remain in force until January 1, 1940.

““(c) Notwithstanding the provisions of section 1 of this
Act, such section shall not apply—

‘“(1) to the provisions of section 502(d) and (e) of the
Federal Food, Drug, and Cosmetic Act [352(d), (e) of
this title], insofar as such provisions relate to any sub-
stance named in section 8 [section 10 of this title],
paragraph second, under the heading ‘In the case of
drugs:’, of the Food and Drugs Act of June 30, 1906, as
amended, or a derivative of any such substance; or

‘“(2) to the provisions of section 502(b), (d), (e), (f),
(g), and (h) of the Federal Food, Drug, and Cosmetic
Act [352(b), (d) to (h) of this title], insofar as such pro-
visions relate to drugs to which section 505 [355 of this
title] of such Act applies.””
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EFFECTIVE DATE

Act June 25, 1938, ch. 675, §1002(a), formerly §902(a), 52
Stat. 1059; renumbered §1002(a), Pub. L. 111-31, div. A,
title I, §101(b)(2), June 22, 2009, 123 Stat. 1784, provided
that: “This Act [enacting this chapter and repealing sec-
tions 1 to 5 and 7 to 15 of this title], shall take effect
twelve months after the date of its enactment [June 25,
1938]. The Federal Food and Drugs Act of June 30, 1906,
as amended (U.S.C., 1934 ed., title 21, secs. 1-15), shall re-
main in force until such effective date, and, except as
otherwise provided in this subsection, is hereby repealed
effective upon such date: Provided, That the provisions of
section 701 [section 371 of this title] shall become effec-
tive on the enactment of this Act, and thereafter the
Secretary is authorized hereby to (1) conduct hearings
and to promulgate regulations which shall become effec-
tive on or after the effective date of this Act as the Sec-
retary shall direct, and (2) designate prior to the effec-
tive date of this Act food having common or usual names
and exempt such food from the requirements of clause
(2) of section 403(i) [section 343(i) of this title] for a rea-
sonable time to permit the formulation, promulgation,
and effective application of definitions and standards of
identity therefor as provided by section 401 [section 341
of this title]: Provided further, That sections 502(j), 505,
and 601(a) [sections 352(j), 355, 361(a), respectively of this
title], and all other provisions of this Act to the extent
that they may relate to the enforcement of such sec-
tions, shall take effect on the date of the enactment of
this Act, except that in the case of a cosmetic to which
the proviso of section 601(a) [section 361(a) of this title],
relates, such cosmetic shall not, prior to the ninetieth
day after such date of enactment, be deemed adulterated
by reason of the failure of its label to bear the legend
prescribed in such proviso: Provided further, That the Act
of March 4, 1923 (U.S.C., 1934 ed., title 21, sec. 6 [section
321a of this title]; 42 Stat. 1500, ch. 268), defining butter
and providing a standard therefor; the Act of July 24,
1919 (U.S.C., 1934 ed., title 21, sec. 10 [section 321b of this
title]; 41 Stat. 271, ch. 26], defining wrapped meats as in
package form; and the amendment to the Food and Drugs
Act, section 10A, approved August 27, 1935 (U.S.C. 1934
ed., Sup. III, title 21, sec. 14a [section 372a of this title])
shall remain in force and effect and be applicable to the
provisions of this Act.”

SHORT TITLE OF 2018 AMENDMENT

Pub. L. 115271, §1(a), Oct. 24, 2018, 132 Stat. 3894, pro-
vided that: ““This Act [see Tables for classification] may
be cited as the ‘Substance Use-Disorder Prevention that
Promotes Opioid Recovery and Treatment for Patients
and Communities Act’ or the ‘SUPPORT for Patients and
Communities Act’.”’

Pub. L. 115-271, title III, §3011, Oct. 24, 2018, 132 Stat.
3935, provided that: “This chapter [chapter 2 (§§3011-3014)
of subtitle A of title III of Pub. L. 115-271, enacting sec-
tions 360bbb-8d and 384f of this title, amending sections
331 and 381 of this title, and enacting provisions set out
as a note under section 331 of this title] may be cited as
the ‘Stop Counterfeit Drugs by Regulating and Enhanc-
ing Enforcement Now Act’ or the ‘SCREEN Act’.”’

Pub. L. 115-271, title III, §3021, Oct. 24, 2018, 132 Stat.
3938, provided that: ‘““This chapter [chapter 3 (§§ 3021, 3022)
of subtitle A of title III of Pub. L. 1156-271, enacting sec-
tion 384g of this title and amending sections 331, 335a,
and 381 of this title] may be cited as the ‘Stop Illicit
Drug Importation Act of 2018°.”’

Pub. L. 115271, title III, §3031, Oct. 24, 2018, 132 Stat.
3940, provided that: ““This chapter [chapter 4 (§§ 3031, 3032)
of subtitle A of title III of Pub. L. 115-271, amending sec-
tion 355-1 of this title] may be cited as the ‘Securing
Opioids and Unused Narcotics with Deliberate Disposal
and Packaging Act of 2018’ or the ‘SOUND Disposal and
Packaging Act’.”’

Pub. L. 115234, §1, Aug. 14, 2018, 132 Stat. 2427, pro-
vided that: ‘“This Act [amending sections 348, 352, 360b,
360cce, 360cce-1, 379j-11 to 379j-13, 379-21, 379j-22, and
2102 of this title, enacting provisions set out as notes un-
der this section and sections 348, 352, 360b, 360ccc-1, 379j—11
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to 379j-13, 379j-21, and 379j—22 of this title, and repealing
provisions set out as notes under sections 379j-12, 379j-13,
379j-21, and 379j-22 of this title] may be cited as the ‘Ani-
mal Drug and Animal Generic Drug User Fee Amend-
ments of 2018’.”

Pub. L. 115-234, title I, §101(a), Aug. 14, 2018, 132 Stat.
2428, provided that: ‘“This title [amending sections 379j-11
to 379j-13 of this title, enacting provisions set out as
notes under sections 379j—11 to 379j-13 of this title, and
repealing provisions set out as notes under sections 379j-12
and 379j-13 of this title] may be cited as the ‘Animal
Drug User Fee Amendments of 2018’.”"

Pub. L. 115-234, title II, §201(a), Aug. 14, 2018, 132 Stat.
2432, provided that: ‘“This title [amending sections 379j-21
and 379j-22 of this title, enacting provisions set out as
notes under sections 379j-21 and 379j-22 of this title, and
repealing provisions set out as notes under sections 379j—21
and 379j—22 of this title] may be cited as the ‘Animal Ge-
neric Drug User Fee Amendments of 2018’.”"

Pub. L. 115-176, §1, May 30, 2018, 132 Stat. 1372, pro-
vided that: ““This Act [enacting section 360bbb-0a of this
title and provisions set out as a note under section 360bbb-0a
of this title] may be cited as the ‘Trickett Wendler, Frank
Mongiello, Jordan McLinn, and Matthew Bellina Right
to Try Act of 2017°.”

SHORT TITLE OF 2017 AMENDMENT

Pub. L. 115-52, §1, Aug. 18, 2017, 131 Stat. 1005, provided
that: ‘““This Act [see Tables for classification] may be cit-
ed as the ‘FDA Reauthorization Act of 2017°.”’

Pub. L. 115-52, title I, §101(a), Aug. 18, 2017, 131 Stat.
1006, provided that: ‘““This title [amending sections 379h,
379h-2, and 379j-12 of this title, enacting provisions set
out as notes under sections 379g and 379h-2 of this title,
and repealing provisions set out as notes under sections
3792 and 379h-2 of this title] may be cited as the ‘Pre-
scription Drug User Fee Amendments of 2017°.”

Pub. L. 115-52, title II, §201(a), Aug. 18, 2017, 131 Stat.
1013, provided that: ‘‘This title [amending sections 360d,
360e, 360m, 379d-3, 379i, 379j, 379j-1, and 379k-1 of this
title, enacting provisions set out as notes under sections
379i and 379j—-1 of this title, and repealing provisions set
out as a note under section 379i of this title] may be cit-
ed as the ‘Medical Device User Fee Amendments of 2017°.”

Pub. L. 115-52, title III, §301(a), Aug. 18, 2017, 131 Stat.
1020, provided that: ‘“This title [amending sections 379j-41
to 379j-43 of this title, enacting provisions set out as
notes under sections 379j-41 and 379j-43 of this title, and
repealing provisions set out as notes under sections 379j—41
and 379j-43 of this title] may be cited as the ‘Generic
Drug User Fee Amendments of 2017°.”’

Pub. L. 115-52, title IV, §401(a), Aug. 18, 2017, 131 Stat.
1028, provided that: ‘““This title [amending sections 379j-51
to 379j-53 of this title, enacting provisions set out as
notes under sections 379j-51 and 379j-53 of this title, and
repealing provisions set out as notes under sections 379j-51
and 379j-563 of this title] may be cited as the ‘Biosimilar
User Fee Amendments of 2017°.”’

SHORT TITLE OF 2016 AMENDMENT

Pub. L. 114-229, § 1, Sept. 30, 2016, 130 Stat. 943, provided
that: “This Act [amending section 360ff of this title and
enacting provisions set out as a note under section 360ff
of this title] may be cited as the ‘Advancing Hope Act of
2016°.”"

Pub. L. 114-146, §1, Apr. 19, 2016, 130 Stat. 357, provided
that: ““This Act [amending section 360n of this title] may
be cited as the ‘Adding Zika Virus to the FDA Priority
Review Voucher Program Act’.”

SHORT TITLE OF 2015 AMENDMENT

Pub. L. 114-114, §1, Dec. 28, 2015, 129 Stat. 3129, pro-
vided that: ““This Act [amending section 331 of this title
and enacting provisions set out as notes under section
331 of this title] may be cited as the ‘Microbead-Free
Waters Act of 2015°.”’

Pub. L. 114-89, §1, Nov. 25, 2015, 129 Stat. 698, provided
that: ““This Act [amending sections 355, 360b, 360ccc to
360ccc-2, 811, 823, and 953 of this title, section 156 of Title
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35, Patents, and section 262 of Title 42, The Public Health
and Welfare] may be cited as the ‘Improving Regulatory
Transparency for New Medical Therapies Act’.””

SHORT TITLE OF 2014 AMENDMENT

Pub. L. 113-233, §1, Dec. 16, 2014, 128 Stat. 2127, pro-
vided that: ‘“This Act [amending section 360n of this
title] may be cited as the ‘Adding Ebola to the FDA Pri-
ority Review Voucher Program Act’.”’

Pub. L. 113-195, §1, Nov. 26, 2014, 128 Stat. 2035, pro-
vided that: “This Act [enacting part I of subchapter V of
this chapter and provisions set out as a note under sec-
tion 360fff of this title] may be cited as the ‘Sunscreen
Innovation Act’.”

SHORT TITLE OF 2013 AMENDMENT

Pub. L. 113-54, §1, Nov. 27, 2013, 127 Stat. 587, provided
that: “This Act [enacting part H of subchapter V and
subpart 9 of part C of subchapter VII of this chapter and
sections 353a-1 and 353b of this title, amending sections
331, 333, 352 to 3563a, 353b, 353c, and 360eee-1 of this title,
and enacting provisions set out as notes under this sec-
tion and sections 331, 333, and 353 of this title] may be
cited as the ‘Drug Quality and Security Act’.”

Pub. L. 113-54, title I, §101, Nov. 27, 2013, 127 Stat. 587,
provided that: ““This Act [probably means ‘“This title”’,
enacting subpart 9 of part C of subchapter VII of this
chapter and sections 353a-1 and 353b of this title, amend-
ing sections 331, 352, 3563a, 353b, and 353c of this title, and
enacting provisions set out as notes under this section
and section 331 of this title] may be cited as the ‘Com-
pounding Quality Act’.”

Pub. L. 113-54, title II, §201, Nov. 27, 2013, 127 Stat. 599,
provided that: ‘“This title [enacting part H of subchapter
V of this chapter, amending sections 331, 333, 352, 353,
and 360eee-1 of this title, and enacting provisions set out
as notes under sections 331, 333, and 353 of this title] may
be cited as the ‘Drug Supply Chain Security Act’.”

Pub. L. 113-14, §1, June 13, 2013, 127 Stat. 451, provided
that: ““This Act [amending sections 379j-11 to 379j-13,
379j-21, and 379j-22 of this title, enacting provisions set
out as notes under this section and sections 379j-11 to
379j-13, 379j-21, and 379j-22 of this title, and repealing
provisions set out as notes under sections 379j-11, 379j-21,
and 379j-22 of this title] may be cited as the ‘Animal
Drug and Animal Generic Drug User Fee Reauthoriza-
tion Act of 2013’.”’

Pub. L. 113-14, title I, §101(a), June 13, 2013, 127 Stat.
451, provided that: ‘““This title [amending sections 379j-11
to 379j-13 of this title, enacting provisions set out as
notes under sections 379j-11 to 379j-13 of this title, and
repealing provisions set out as notes under section 379j-11
of this title] may be cited as the ‘Animal Drug User Fee
Amendments of 2013".”’

Pub. L. 113-14, title II, §201(a), June 13, 2013, 127 Stat.
464, provided that: ““This title [amending sections 379j-21
and 379j-22 of this title, enacting provisions set out as
notes under sections 379j-21 and 379j-22 of this title, and
repealing provisions set out as notes under sections 379j-21
and 379j—22 of this title] may be cited as the ‘Animal Ge-
neric Drug User Fee Amendments of 2013°.”’

SHORT TITLE OF 2012 AMENDMENT

Pub. L. 112-193, §1, Oct. 5, 2012, 126 Stat. 1443, provided
that: “This Act [amending sections 352, 379j, and 379j-42
of this title and enacting provisions set out as a note
under section 379j-42 of this title] may be cited as the
‘FDA User Fee Corrections Act of 2012’.”

Pub. L. 112-144, §1, July 9, 2012, 126 Stat. 993, provided
that: ““This Act [see Tables for classification] may be cit-
ed as the ‘Food and Drug Administration Safety and In-
novation Act’.”’

Pub. L. 112-144, title I, §101(a), July 9, 2012, 126 Stat.
996, provided that: ‘“This title [amending sections 379g,
379h, and 379h-2 of this title, enacting provisions set out
as notes under sections 3792 and 379h-2 of this title, and
repealing provisions set out as notes under sections 379g
and 379h-2 of this title] may be cited as the ‘Prescription
Drug User Fee Amendments of 2012°.’
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Pub. L. 112-144, title II, §201(a), July 9, 2012, 126 Stat.
1002, provided that: ‘““This title [enacting section 379d-3
of this title, amending sections 360e, 3791, 379j, and 379j-1
of this title, enacting provisions set out as notes under
section 379i of this title, and repealing provisions set out
as notes under section 379i of this title] may be cited as
the ‘Medical Device User Fee Amendments of 2012’.”

Pub. L. 112-144, title III, §301(a), July 9, 2012, 126 Stat.
1008, provided that: ‘“This title [enacting sections 379d-4
and 379j-41 to 379j—43 of this title, amending sections 352
and 379d-3 of this title, and enacting provisions set out
as notes under sections 379j-41 and 379j-43 of this title]
may be cited as the ‘Generic Drug User Fee Amendments
of 2012’

Pub. L. 112-144, title IV, §401(a), July 9, 2012, 126 Stat.
1026, provided that: ‘“This title [enacting sections 379j-51
to 379j-563 of this title, amending sections 379d-4 and 379g
of this title, and enacting provisions set out as notes un-
der sections 379g, 379j-51, and 379j-53 of this title] may
be cited as the ‘Biosimilar User Fee Act of 2012.”

SHORT TITLE OF 2009 AMENDMENT

Pub. L. 111-31, div. A, §1(a), June 22, 2009, 123 Stat.
1776, provided that: ‘“This division [enacting subchap-
ter IX of this chapter, amending sections 321, 331, 333,
334, 355, 360m, 372 to 374, 375, 379a, 381, 391 to 393, 394 to
399a, and 679 of this title and sections 1333, 1334, 4402,
4406, and 4408 of Title 15, Commerce and Trade, enact-
ing provisions set out as notes under sections 331, 333,
387, and 387c of this title and sections 1333 and 4402 of
Title 15, and amending provisions set out as notes un-
der this section and section 392 of this title] may be
cited as the ‘Family Smoking Prevention and Tobacco
Control Act’.”

SHORT TITLE OF 2008 AMENDMENT

Pub. L. 110-316, title I, §101(a), Aug. 14, 2008, 122 Stat.
3509, provided that: ‘““This title [enacting section 379j-13
of this title, amending sections 360b, 379j-11, and 379j-12
of this title, and enacting provisions set out as notes un-
der sections 360b and 379j—11 of this title] may be cited as
the ‘Animal Drug User Fee Amendments of 2008°.>

Pub. L. 110-316, title II, §201(a), Aug. 14, 2008, 122 Stat.
3515, provided that: ““This title [enacting sections 379j-21
and 379j-22 of this title, amending sections 379k, 3791,
and 3790 of this title, and enacting provisions set out as
notes under sections 379j-21 and 379j-22 of this title] may
be cited as the ‘Animal Generic Drug User Fee Act of
2008°.”

SHORT TITLE OF 2007 AMENDMENT

Pub. L. 110-85, §1, Sept. 27, 2007, 121 Stat. 823, provided
that: “This Act [enacting part I of subchapter VII of
this chapter, chapter 26 of this title, sections 350f, 353b,
3556-1, 35bd, 3bbe, 360a, 360e-1, 360n, 360bbb-5, 360bbb-6,
379d-1, 379d-2, 379h-1, 379h-2, 379j-1, and 399a of this title,
and section 247d-5a of Title 42, The Public Health and
Welfare, amending sections 321, 331, 333, 334, 352, 355,
355a, 3bbc, 360, 360e, 3601, 360j, 3607, 360m, 360ee, 374, 379g,
379h, 3791, 379j, 379j-11, 3797, 381, and 393a of this title and
sections 247d-3b, 262, 282, 283, 283a-2, 283a-3, 284m, 285g-10,
288-6, and 290b of Title 42, enacting provisions set out as
notes under this section and sections 331, 350f, 352, 355,
3bba, 3bbc, 360j, 379g, 379h, 379h-2, 379i, and 2110 of this
title and section 282 of Title 42, and amending provisions
set out as notes under section 284m of Title 42] may be
cited as the ‘Food and Drug Administration Amendments
Act of 2007".”’

Pub. L. 110-85, title I, §101(a), Sept. 27, 2007, 121 Stat.
825, provided that: ‘“This title [enacting sections 379h-1
and 379h-2 of this title, amending sections 379g, 379h, and
379j-11 of this title, and enacting provisions set out as
notes under sections 379g, 379h, and 379h-2 of this title]
may be cited as the ‘Prescription Drug User Fee Amend-
ments of 2007".”’

Pub. L. 110-85, title II, §201(a), Sept. 27, 2007, 121 Stat.
842, provided that: ‘““This title [enacting section 379j-1 of
this title, amending sections 333, 360, 360i, 360m, 374, 379i,
and 379j of this title, and enacting provisions set out as

TITLE 21—FOOD AND DRUGS

Page 1004

notes under section 379i of this title] may be cited as the
‘Medical Device User Fee Amendments of 2007°.”’

Pub. L. 110-85, title III, §301, Sept. 27, 2007, 121 Stat.
859, provided that: ‘“This title [enacting section 360e-1 of
this title, amending sections 360j, 360/, and 393a of this
title and section 282 of Title 42, The Public Health and
Welfare, enacting provisions set out as notes under sec-
tion 360j of this title and section 282 of Title 42, and
amending provisions set out as a note under section 284m
of Title 42] may be cited as the ‘Pediatric Medical De-
vice Safety and Improvement Act of 2007°."’

Pub. L. 110-85, title IV, §401, Sept. 27, 2007, 121 Stat.
866, provided that: ‘“This title [enacting section 355d of
this title, amending section 355c of this title, and enact-
ing provisions set out as a note under section 355c of this
title] may be cited as the ‘Pediatric Research Equity Act
of 2007°.”’

Pub. L. 110-85, title V, §501, Sept. 27, 2007, 121 Stat. 876,
provided that: ““This title [amending section 355a of this
title and sections 284m, 285g-10, 288-6, and 290b of Title
42, The Public Health and Welfare, enacting provisions
set out as a note under section 355a of this title, and
amending provisions set out as a note under section 284m
of Title 42] may be cited as the ‘Best Pharmaceuticals
for Children Act of 2007.”

SHORT TITLE OF 2006 AMENDMENT

Pub. L. 109-462, §1, Dec. 22, 2006, 120 Stat. 3469, pro-
vided that: ‘“This Act [enacting sections 379aa and 379aa-1
of this title, amending sections 331, 343, 352, and 381 of
this title, and enacting provisions set out as notes under
sections 331, 343, 352, 379aa, and 381 of this title] may be
cited as the ‘Dietary Supplement and Nonprescription
Drug Consumer Protection Act’.”’

SHORT TITLE OF 2005 AMENDMENTS

Pub. L. 109-59, title VII, §7201, Aug. 10, 2005, 119 Stat.
1911, provided that: ‘“This subtitle [subtitle B (§§ 7201-7204)
of title VII of Pub. L. 109-59, enacting section 350e of
this title, amending sections 331, 342, and 373 of this title
and section 5701 of Title 49, Transportation, omitting
sections 5702 to 5714 of Title 49, and enacting provisions
set out as a note under section 331 of this title] may be
cited as the ‘Sanitary Food Transportation Act of 2005°.”

Pub. L. 10943, §1, Aug. 1, 2005, 119 Stat. 439, provided
that: “This Act [amending sections 352 and 379j of this
title, enacting provisions set out as a note under section
3562 of this title, and amending provisions set out as notes
under sections 352 and 379i of this title] may be cited as
the ‘Medical Device User Fee Stabilization Act of 2005’.”

SHORT TITLE OF 2004 AMENDMENTS

Pub. L. 108-282, title I, §101, Aug. 2, 2004, 118 Stat. 891,
provided that: ‘“This title [enacting sections 360ccc to
360ccc-2 of this title, amending sections 321, 331, 352, 353,
354, and 360b of this title, enacting provisions set out as
notes under sections 360ccc and 393 of this title, and
amending provisions set out as a note under section 360b
of this title] may be cited as the ‘Minor Use and Minor
Species Animal Health Act of 2004’.””

Pub. L. 108-282, title II, § 201, Aug. 2, 2004, 118 Stat. 905,
provided that: ‘“This title [enacting section 374a of this
title and section 242r of Title 42, The Public Health and
Welfare, amending sections 321, 343, and 343-1 of this
title, and enacting provisions set out as notes under sec-
tions 321 and 343 of this title and sections 243 and 300d-2
of Title 42] may be cited as the ‘Food Allergen Labeling
and Consumer Protection Act of 2004°.”’

Pub. L. 108-214, §1, Apr. 1, 2004, 118 Stat. 572, provided
that: “This Act [amending sections 331, 352, 360, 360e, 374,
3791, and 379j of this title and provisions set out as notes
under sections 352, 360/, and 379j of this title] may be cit-
ed as the ‘Medical Devices Technical Corrections Act’.”

SHORT TITLE OF 2003 AMENDMENTS

Pub. L. 108-155, §1, Dec. 3, 2003, 117 Stat. 1936, provided
that: ““This Act [enacting section 355c of this title, amend-
ing sections 355, 355a, and 355b of this title and sections
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262 and 284m of Title 42, The Public Health and Welfare,
enacting provisions set out as a note under section 355¢c
of this title, and amending provisions set out as notes
under section 355a of this title and section 284m of Title
42] may be cited as the ‘Pediatric Research Equity Act
of 2003’.”

Pub. L. 108-130, §1, Nov. 18, 2003, 117 Stat. 1361, pro-
vided that: ““This Act [enacting sections 379j-11 and 379j-12
of this title and provisions set out as notes under section
379j-11 of this title] may be cited as the ‘Animal Drug
User Fee Act of 2003’.”’

SHORT TITLE OF 2002 AMENDMENTS

Pub. L. 107-281, §1, Nov. 6, 2002, 116 Stat. 1992, provided
that: ““This Act [amending sections 360cc and 360ee of
this title and enacting provisions set out as a note under
section 360ee of this title] may be cited as the ‘Rare Dis-
eases Orphan Product Development Act of 2002°.”’

Pub. L. 107-250, §1(a), Oct. 26, 2002, 116 Stat. 1588, pro-
vided that: ““This Act [enacting sections 379i and 379j of
this title and section 289g-3 of Title 42, The Public Health
and Welfare, amending sections 321, 331, 333, 33ba, 352,
353, 360, 360c, 360e, 360m, and 374 of this title, and en-
acting provisions set out as notes under sections 352,
360e, 360j, 360/, 379i, and 379j of this title and section
289g-3 of Title 42] may be cited as the ‘Medical Device
User Fee and Modernization Act of 2002’.”

Pub. L. 107-188, title V, §501, June 12, 2002, 116 Stat. 687,
provided that: ‘““This subtitle [subtitle A (§§501-509) of
title V of Pub. L. 107-188, amending sections 356b, 379g,
and 379h of this title and enacting provisions set out as
notes under sections 356b and 3792 of this title] may be
cited as the ‘Prescription Drug User Fee Amendments of
2002°.”’

Pub. L. 107-109, §1, Jan. 4, 2002, 115 Stat. 1408, provided
that: ““This Act [enacting sections 355b and 393a of this
title and section 284m of Title 42, The Public Health and
Welfare, amending sections 321, 355, 355a, and 379h of this
title and sections 282, 284k, 2841, 285a—-2, and 290b of Title
42, and enacting provisions set out as notes under sec-
tions 355 and 355a of this title and sections 284m and 289
of Title 42] may be cited as the ‘Best Pharmaceuticals
for Children Act’.”

SHORT TITLE OF 2000 AMENDMENT

Pub. L. 106-387, §1(a) [title VII, §745(a)], Oct. 28, 2000,
114 Stat. 1549, 15649A-35, provided that: ‘“This section [en-
acting section 384 of this title, amending sections 331,
333, and 381 of this title, and enacting provisions set out
as a note under section 384 of this title] may be cited as
the ‘Medicine Equity and Drug Safety Act of 2000’.””

Pub. L. 106-387, §1(a) [title VII, § 746(a)], Oct. 28, 2000,
114 Stat. 1549, 15649A-40, provided that: ‘“This section [amend-
ing section 381 of this title and enacting provisions set
out as a note under section 381 of this title] may be cited
as the ‘Prescription Drug Import Fairness Act of 2000°.”’

SHORT TITLE OF 1998 AMENDMENT

Pub. L. 105-324, §1, Oct. 30, 1998, 112 Stat. 3035, provided
that: ““This Act [amending sections 321 and 346a of this
title] may be cited as the ‘Antimicrobial Regulation Tech-
nical Corrections Act of 1998°.”’

SHORT TITLE OF 1997 AMENDMENT

Pub. L. 105-115, §1(a), Nov. 21, 1997, 111 Stat. 2296, pro-
vided that: ““This Act [enacting sections 343-3, 353a, 355a,
356 to 356c, 360m, 360aaa to 360aaa—6, 360bbb to 360bbb-2,
379k, 3791, 3790, 379r, 379s, 379v, 396, and 397 of this title
and sections 247b-8 and 299a-3 of Title 42, The Public
Health and Welfare, amending sections 321, 331, 334, 335a,
343, 348, 351 to 353, 355, 360, 360b to 360e, 360g, 360i, 360j,
3607, 360aa to 360cc, 360ee, 371, 374, 379a, 379g, 379h, 381 to
383, 393, and 802 of this title, section 45C of Title 26, In-
ternal Revenue Code, section 156 of Title 35, Patents, sec-
tion 8126 of Title 38, Veterans’ Benefits, and sections 262,
263a, and 282 of Title 42, repealing sections 356 and 357 of
this title, and enacting provisions set out as notes under
sections 321, 348, 351, 352, 353a, 355 to 356b, 360i, 3601,
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360m, 360aaa, 371, 379g, 379h, 379k, and 393 of this title
and sections 247b-8 and 282 of Title 42] may be cited as
the ‘Food and Drug Administration Modernization Act of
1997°.”

SHORT TITLE OF 1996 AMENDMENTS

Pub. L. 104-250, §1(a), Oct. 9, 1996, 110 Stat. 3151, pro-
vided that: ‘“This Act [enacting section 354 of this title,
amending sections 331, 353, and 360b of this title, and en-
acting provisions set out as notes under section 360b of
this title] may be cited as the ‘Animal Drug Availability
Act of 1996°.”’

Pub. L. 104-170, title IV, §401(a), Aug. 3, 1996, 110 Stat.
1513, provided that: ‘“This title [amending sections 321,
331, 333, 342, and 346a of this title] may be cited as the
‘Food Quality Protection Act of 1996°.""

[Another “Food Quality Protection Act of 1996’°, was
enacted by Pub. L. 104-170, §1, 110 Stat. 1489, which is set
out as a note under section 136 of Title 7, Agriculture.]

Pub. L. 104-134, title II, §2101(a), Apr. 26, 1996, 110 Stat.
1321-313, provided that: ‘‘This chapter [chapter 1A
(§§2101-2105) of title II of Pub. L. 104-134, enacting sec-
tion 382 of this title and amending sections 331 and 381 of
this title and section 262 of Title 42, The Public Health
and Welfare] may be cited as the ‘FDA Export Reform
and Enhancement Act of 1996°.”

SHORT TITLE OF 1994 AMENDMENTS

Pub. L. 103-417, §1(a), Oct. 25, 1994, 108 Stat. 4325, pro-
vided that: ““This Act [enacting sections 343-2 and 350b of
this title and section 287c-11 of Title 42, The Public Health
and Welfare, amending sections 321, 331, 342, 343, and 350
of this title and section 281 of Title 42, and enacting pro-
visions set out as notes under sections 321 and 343 of this
title] may be cited as the ‘Dietary Supplement Health
and Education Act of 1994°.””

Pub. L. 103-396, §1, Oct. 22, 1994, 108 Stat. 4153, provided
that: “This Act [amending sections 331, 343-1, 360b, and
371 of this title and enacting provisions set out as notes
under section 360b of this title] may be cited as the ‘Ani-
mal Medicinal Drug Use Clarification Act of 1994°.”’

SHORT TITLE OF 1993 AMENDMENT

Pub. L. 103-80, §1, Aug. 13, 1993, 107 Stat. 773, provided
that: “This Act [amending sections 321, 331 to 333, 334,
336b, 341 to 343, 346a, 350a, 352, 355 to 358, 360b to 360e,
360i, 360cc, 360hh to 360ss, 361, 371, 372, 373, 374, 376, 379,
and 381 of this title and section 263b of Title 42, The Pub-
lic Health and Welfare, and enacting provisions set out
as a note under section 343 of this title] may be cited as
the ‘Nutrition Labeling and Education Act Amendments
of 1993’.”’

SHORT TITLE OF 1992 AMENDMENTS

Pub. L. 102-571, title I, §101(a), Oct. 29, 1992, 106 Stat.
4491, provided that: ‘““This title [enacting sections 379g
and 379h of this title, transferring sections 372a, 376, and
379c of this title to sections 376, 379¢ and 379f, respec-
tively, of this title, amending sections 321, 331, 342, 343,
346a, 351, 352, 360j, 361, 362, 453, 601, and 1033 of this title,
enacting provisions set out as notes under section 379g of
this title, and amending provisions set out as notes un-
der sections 343 and 343-1 of this title] may be cited as
the ‘Prescription Drug User Fee Act of 1992°.”’

Pub. L. 102-571, title II, §201, Oct. 29, 1992, 106 Stat.
4500, provided that: ‘‘This title [enacting provisions set
out as notes under sections 343 and 393 of this title and
amending provisions set out as notes under sections 343
and 343-1 of this title] may be cited as the ‘Dietary Sup-
plement Act of 1992°.”’

Pub. L. 102-353, §1(a), Aug. 26, 1992, 106 Stat. 941, pro-
vided that: “This Act [amending sections 333, 353, and
381 of this title and enacting provisions set out as a note
under section 353 of this title] may be cited as the ‘Pre-
scription Drug Amendments of 1992°.’

Pub. L. 102-300, §1(a), June 16, 1992, 106 Stat. 238, pro-
vided that: ‘““This Act [amending sections 321, 331, 334,
346a, 352, 353, 356, 357, 360c, 360d, 360g to 360i, 360, 360mm,
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371 to 372a, 376, and 381 of this title and section 262 of
Title 42, The Public Health and Welfare and enacting and
amending provisions set out as notes under section 360i
of this title] may be cited as the ‘Medical Device Amend-
ments of 1992’.”

Pub. L. 102-282, §1(a), May 13, 1992, 106 Stat. 149, pro-
vided that: ‘“This Act [enacting sections 335a to 335c of
this title, amending sections 321, 336, 337, and 355 of this
title, and enacting provisions set out as notes under sec-
tion 335a of this title] may be cited as the ‘Generic Drug
Enforcement Act of 1992°.”"

SHORT TITLE OF 1990 AMENDMENTS

Pub. L. 101-635, §1(a), Nov. 28, 1990, 104 Stat. 4583, pro-
vided that: ““This Act [enacting sections 379b to 379d and
394 of this title] may be cited as the ‘Food and Drug Ad-
ministration Revitalization Act’.””

Pub. L. 101-629, §1(a), Nov. 28, 1990, 104 Stat. 4511, pro-
vided that: ‘“This Act [enacting sections 360/ and 383 of
this title, amending sections 321, 333, 351, 353, and 360c to
360j of this title and sections 263b to 263n of Title 42, The
Public Health and Welfare, redesignating sections 263b
to 263n of Title 42 as sections 360gg to 360ss of this title,
repealing section 263b of Title 42, and enacting provi-
sions set out as notes under sections 333, 360c, 360i, 360j,
360hh and 383 of this title] may be cited as the ‘Safe
Medical Devices Act of 1990°.”’

Pub. L. 101-535, §1(a), Nov. 8, 1990, 104 Stat. 2353, pro-
vided that: ““This Act [enacting section 343-1 of this title,
amending sections 321, 337, 343, 345, and 371 of this title,
and enacting provisions set out as notes under sections
343 and 343-1 of this title] may be cited as the ‘Nutrition
Labeling and Education Act of 1990°."’

SHORT TITLE OF 1988 AMENDMENTS

Pub. L. 100-670, §1(a), Nov. 16, 1988, 102 Stat. 3971,
provided that: ‘“This Act [amending sections 321, 353,
and 360b of this title, section 2201 of Title 28, Judiciary
and Judicial Procedure, and sections 156 and 271 of
Title 35, Patents, and enacting provisions set out as
notes under section 360b of this title] may be cited as
the ‘Generic Animal Drug and Patent Term Restora-
tion Act’.”

Pub. L. 100-607, title V, §501, Nov. 4, 1988, 102 Stat. 3120,
provided that: ‘““This title [enacting section 393 of this
title, amending sections 5315 and 5316 of Title 5, Govern-
ment Organization and Employees, and enacting provi-
sions set out as notes under section 393 of this title] may
be cited as the ‘Food and Drug Administration Act of
1988°.”"

Pub. L. 100-293, §1(a), Apr. 22, 1988, 102 Stat. 95, pro-
vided that: ‘““This Act [amending sections 331, 333, 353,
and 381 of this title and enacting provisions set out as
notes under section 353 of this title] may be cited as the
‘Prescription Drug Marketing Act of 1987.”"

Pub. L. 100-290, §1, Apr. 18, 1988, 102 Stat. 90, provided
that: “This Act [amending sections 360bb and 360ee of
this title, enacting provisions set out as a note under
section 360aa of this title, and amending provisions set
out as a note under section 236 of Title 42, The Public
Health and Welfare] may be cited as the ‘Orphan Drug
Amendments of 1988’.”

SHORT TITLE OF 1986 AMENDMENT

Pub. L. 99-660, title I, §101(a), Nov. 14, 1986, 100 Stat.
3743, provided that: ‘“This title [enacting section 382 of
this title, amending sections 241 and 262 of Title 42, The
Public Health and Welfare, and enacting provisions set
out as notes under section 333 of this title and section
262 of Title 42] may be cited as the ‘Drug Export Amend-
ments Act of 1986°.”’

SHORT TITLE OF 1985 AMENDMENT

Pub. L. 99-91, §1, Aug. 15, 1985, 99 Stat. 387, provided
that: “This Act [amending sections 360aa to 360cc, and
360ee of this title, and sections 295g-1 and 6022 of Title
42, The Public Health and Welfare, and enacting provi-
sions set out as notes under section 360aa of this title
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and section 236 of Title 42] may be cited as the ‘Orphan
Drug Amendments of 1985°."’

SHORT TITLE OF 1984 AMENDMENT

Pub. L. 98-417, §1, Sept. 24, 1984, 98 Stat. 1585, provided:
“That this Act [enacting section 156 of Title 35, Patents,
amending sections 3556 and 360cc of this title, sections
68b, 68c, and 70b of Title 15, Commerce and Trade, sec-
tion 2201 of Title 28, Judiciary and Judicial Procedure,
and sections 271 and 282 of Title 35, and enacting provi-
sions set out as notes under section 355 of this title and
section 68b of Title 156] may be cited as the ‘Drug Price
Competition and Patent Term Restoration Act of 1984’.’

SHORT TITLE OF 1983 AMENDMENTS

Pub. L. 98-22, §1, Apr. 22, 1983, 97 Stat. 173, provided:
“That this Act [amending provisions set out as a note
under section 348 of this title] may be cited as the ‘Sac-
charin Study and Labeling Act Amendment of 1983’."’

Pub. L. 97-414, §1(a), Jan. 4, 1983, 96 Stat. 2049, provided
that: “This Act [enacting part B of subchapter V of chap-
ter 9 of this title, section 44H of Title 26, Internal Rev-
enue Code, section 155 of Title 35, Patents, and sections
236, 255, and 298b-4 of Title 42, The Public Health and
Welfare, amending sections 1274, 1472, 2055, 2060, 2064,
2068, and 2080 of Title 15, Commerce and Trade, section
904 of this title, sections 280C and 6096 of Title 26, and
sections 209, 231, 242k, 242m, 243, 2b4c, 254j, 2564m, 2540,
254p, 256, 294j, 295g-1, 295g—4, 295h, 295h-la, 297-1, 300,
300a-1, 300a-3, 300b, 300e-1, 300m, 300n-5, 300q—2, 300u-5,
300w-3, 300x-1, 300x—4, 300y-11, 4577, and 4588 of Title 42,
enacting provisions set out as notes under section 360aa
of this title, section 44H of Title 26, and sections 241, 255,
2871, and 300x-1 of Title 42, and repealing provisions set
out as a note under section 300t-11 of Title 42] may be
cited as the ‘Orphan Drug Act’.”’

SHORT TITLE OF 1981 AMENDMENT

Pub. L. 9742, §1, Aug. 14, 1981, 95 Stat. 946, provided:
“That this Act [amending provisions set out as a note
under section 348 of this title] may be cited as the ‘Sac-
charin Study and Labeling Act Amendment of 1981°."’

SHORT TITLE OF 1980 AMENDMENT

Pub. L. 96-359, §1, Sept. 26, 1980, 94 Stat. 1190, provided:
“That this Act [enacting section 350a of this title, amend-
ing sections 321, 331, 374, 830, 841 to 843, and 873 of this
title, and enacting a provision set out as a note under
section 350a of this title] may be cited as the ‘Infant For-
mula Act of 1980°.”’

SHORT TITLE OF 1977 AMENDMENT

Pub. L. 95203, §1, Nov. 23, 1977, 91 Stat. 1451, provided
that: ““This Act [enacting section 343a of this title, amend-
ing sections 321 and 343 of this title, enacting provisions
set out as notes under sections 343 and 348 of this title,
and amending provisions set out as notes under sections
218 and 289/-1 of Title 42, The Public Health and Welfare]
may be cited as the ‘Saccharin Study and Labeling Act’.””

SHORT TITLE OF 1976 AMENDMENT

Pub. L. 94-295, § 1(a), May 28, 1976, 90 Stat. 539, provided
that: ““This Act [enacting sections 360c to 360k, 379, and
379a of this title and section 3512 of Title 42, The Public
Health and Welfare, and amending sections 321, 331, 334,
351, 352, 358, 360, 374, 379%, and 381 of this title and sec-
tion 55 of Title 15, Commerce and Trade] may be cited as
the ‘Medical Device Amendments of 1976’.”

SHORT TITLE OF 1972 AMENDMENT

Pub. L. 92-387, §1, Aug. 16, 1972, 86 Stat. 559, provided
that: “This Act [amending sections 331, 335, and 360 of
this title and enacting provisions set out as notes under
section 360 of this title] may be cited as the ‘Drug List-
ing Act of 1972’.”

SHORT TITLE OF 1968 AMENDMENTS

Pub. L. 90-602, §1, Oct. 18, 1968, 82 Stat. 1173, provided
that: ““This Act [enacting provisions now comprising part
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C (8§ 360hh-360ss) of subchapter III of this chapter and
provisions set out as notes under section 360hh of this
title] may be cited as the ‘Radiation Control for Health
and Safety Act of 1968°.’

Pub. L. 90-399, §1, July 13, 1968, 82 Stat. 342, provided:
“That this Act [enacting section 360b of this title, amend-
ing sections 321, 331, 342, 351, 352, 357, 381, and 392 of this
title, and enacting provisions set out as a note under sec-
tion 360b of this title] may be cited as the ‘Animal Drug
Amendments of 1968’.”

SHORT TITLE OF 1965 AMENDMENT

Pub. L. 89-74, §1, July 15, 1965, 79 Stat. 226, provided:
“That this Act [amending sections 321, 331, 333, 334, 360,
and 372 of this title and section 1114 of Title 18, Crimes
and Criminal Procedure, and enacting provisions set out
as notes under sections 321 and 352 of this title] may be
cited as the ‘Drug Abuse Control Amendments of 1965°.""

SHORT TITLE OF 1962 AMENDMENT

Pub. L. 87-781, §1, Oct. 10, 1962, 76 Stat. 780, provided in
part that such Act [enacting sections 358 to 360 of this
title, amending sections 321, 331, 332, 348, 351 to 353, 355,
357, 372, 374, 379, and 381 of this title, and enacting pro-
visions set out as notes under sections 321, 331, 332, 352,
355, 358, 360, and 374 of this title] may be cited as the
‘Drug Amendments of 1962°.”"

SHORT TITLE OF 1960 AMENDMENT

Pub. L. 86-618, §1, July 12, 1960, 74 Stat. 397, provided:
“That this Act [amending sections 321, 331, 333, 342, 346,
3561, 352, 361, 362, 371, and 379¢e of this title, repealing sec-
tions 354 and 364 of this title, and enacting notes set out
under this section] may be cited as the ‘Color Additive
Amendments of 1960°.”

SHORT TITLE OF 1958 AMENDMENT

Pub. L. 85-929, §1, Sept. 6, 1958, 72 Stat. 1784, provided:
“That this Act [amending sections 321, 331, 342, 346, 348
of this title and section 210 of Title 42, The Public Health
and Welfare, and enacting provisions set out as notes un-
der sections 321, 342, and 451 of this title] may be cited as
the ‘Food Additives Amendment of 1958°.”

SEVERABILITY

Pub. L. 113-54, title I, §106(b), Nov. 27, 2013, 127 Stat.
598, provided that: “If any provision of this Act [see
Short Title of 2013 Amendment note above] (including the
amendments made by this Act) is declared unconstitu-
tional, or the applicability of this Act (including the
amendments made by this Act) to any person or circum-
stance is held invalid, the constitutionality of the re-
mainder of this Act (including the amendments made by
this Act) and the applicability thereof to other persons
and circumstances shall not be affected.”

Pub. L. 110-85, title XI, §1105, Sept. 27, 2007, 121 Stat.
975, provided that: “If any provision of this Act [see
Short Title of 2007 Amendment note above], an amend-
ment made [by] this Act, or the application of such pro-
vision or amendment to any person or circumstance is
held to be unconstitutional, the remainder of this Act,
the amendments made by this Act, and the application
of the provisions of such to any person or circumstances
shall not be affected thereby.”

HAZARDOUS SUBSTANCES

Federal Hazardous Substances Act as not modifying this
chapter, see Pub. L. 86-613, §18, July 12, 1960, 74 Stat. 380,
set out as an Effect Upon Federal and State Laws note un-
der section 1261 of Title 15, Commerce and Trade.

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
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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 Common-
wealth 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 with-
in 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 individual, part-
nership, corporation, and association.

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

(2)(1) The term ‘‘drug’” means (A) articles rec-
ognized in the official United States Pharmaco-
poeia,! official Homoeopathic Pharmacopoeia of
the United States, or official National Formulary,
or any supplement to any of them; and (B) arti-
cles intended for use in the diagnosis, cure, miti-
gation, 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) ar-
ticles intended for use as a component of any ar-
ticle 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 be-
cause the label or the labeling contains such a
claim. A food, dietary ingredient, or dietary sup-
plement for which a truthful and not misleading
statement is made in accordance with section
343(r)(6) of this title 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, with-
out authorization, bears the trademark, trade name,
or other identifying mark, imprint, or device, or
any likeness thereof, of a drug manufacturer, proc-
essor, packer, or distributor other than the person
or persons who in fact manufactured, processed,
packed, or distributed such drug and which there-
by falsely purports or is represented to be the
product of, or to have been packed or distributed
by, such other drug manufacturer, processor, pack-
er, or distributor.

(h) The term ‘‘device’’ (except when used in para-
graph (n) of this section and in sections 331(i),
343(f), 352(c), and 362(c) of this title) means an in-
strument, apparatus, implement, machine, contriv-
ance, implant, in vitro reagent, or other similar
or related article, including any component, part,
or accessory, which is—

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

180 in original. Probably should be ‘‘Pharmacopeia,’”.
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(2) intended for use in the diagnosis of dis-
ease or other conditions, or in the cure, mitiga-
tion, 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 pur-
poses 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 ex-
cluded pursuant to section 360j(o) of this title.

(i) The term ‘‘cosmetic’” means (1) articles in-
tended 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 Ho-
moeopathic Pharmacopoeia of the United States,
official National Formulary, or any supplement to
any of them.

(k) The term ‘‘label’”’” means a display of writ-
ten, printed, or graphic matter upon the imme-
diate 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 com-
plied 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.

(I) 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 be-
cause the labeling or advertising is misleading,
then in determining whether the labeling or ad-
vertising is misleading there shall be taken into
account (among other things) not only represen-
tations made or suggested by statement, word,
design, device, or any combination thereof, but
also the extent to which the labeling or advertis-
ing 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.

(0) The representation of a drug, in its labeling,
as an antiseptic shall be considered to be a rep-
resentation 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 dress-
ing, 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 ani-
mal drug) the composition of which is such that
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such drug is not generally recognized, among
experts qualified by scientific training and ex-
perience to evaluate the safety and effective-
ness of drugs, as safe and effective for use under
the conditions prescribed, recommended, or sug-
gested 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 represen-
tations concerning the conditions of its use; or

(2) Any drug (except a new animal drug or an
animal feed bearing or containing a new ani-
mal drug) the composition of which is such that
such drug, as a result of investigations to deter-
mine its safety and effectiveness for use under
such conditions, has become so recognized, but
which has not, otherwise than in such investi-
gations, been used to a material extent or for a
material time under such conditions.

(1)(1)(A) Except as provided in clause (B), the
term ‘‘pesticide chemical”’” means any substance
that is a pesticide within the meaning of the Fed-
eral 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’” with-
in such meaning includes ethylene oxide and pro-
pylene 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 microorganisms (includ-
ing 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 sub-
stance 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 agri-
cultural commodity, or the substance is includ-
ed for such use in water that comes into con-
tact with the commodity, as follows:

(I) The substance is applied in the field.

(IT) 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 sta-
tus of the food as a raw agricultural commod-
ity (including treatment through washing, wax-
ing, fumigating, and packing such commod-
ities in such manner).

(III) The substance is applied during the trans-
portation 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 sub-
stance if the substance is a food contact sub-
stance 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 ob-
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ject that has a food contact surface but is not
intended to have an ongoing effect on any por-
tion 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 ef-
fect on a portion of the object but not on the
food contact surface; or the substance is includ-
ed 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 con-
tact substance is not excluded under this sub-
clause from such definition if any of the follow-
ing circumstances exist: The substance is ap-
plied for such use on a semipermanent or per-
manent 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 or permanent food contact sur-
face (other than being included in food packag-
ing) and the substance is intended to have an
ongoing effect on the food contact surface.

With respect to the definition of the term ‘‘pes-
ticide’” that is applicable to the Federal Insecti-
cide, Fungicide, and Rodenticide Act [7 U.S.C. 136
et seq.], this clause does not exclude any sub-
stance 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 Administrator may by regulation except a
substance from the definition of ““pesticide chem-
ical” or ‘‘pesticide chemical residue’” if—

(A) its occurrence as a residue on or in a raw
agricultural commodity or processed food is at-
tributable primarily to natural causes or to hu-
man activities not involving the use of any sub-
stances for a pesticidal purpose in the produc-
tion, storage, processing, or transportation of
any raw agricultural commodity or processed
food; and

(B) the Administrator, after consultation with
the Secretary, determines that the substance
more appropriately should be 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 commodity’’ means
any food in its raw or natural state, including all
fruits that are washed, colored, or otherwise treat-
ed in their unpeeled natural form prior to mar-
keting.

(s) The term ‘‘food additive’’ means any sub-
stance the intended use of which results or may
reasonably be expected to result, directly or in-
directly, in its becoming a component or other-
wise affecting the characteristics of any food (in-
cluding any substance intended for use in produc-
ing, manufacturing, packing, processing, prepar-
ing, treating, packaging, transporting, or holding
food; and including any source of radiation in-
tended for any such use), if such substance is not
generally recognized, among experts qualified by
scientific training and experience to evaluate its
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safety, as having been adequately shown through
scientific procedures (or, in the case of a sub-
stance 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 con-
ditions 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 Septem-
ber 6, 1958, pursuant to this chapter, the Poul-
try 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
(6) an ingredient described in paragraph (ff)
in, or intended for use in, a dietary supplement.

(t)(1) The term ‘‘color additive’’ means a mate-
rial 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 iden-
tity, 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 there-
of, is capable (alone or through reaction with other
substance) of imparting color thereto;

except that such term does not include any mate-
rial which the Secretary, by regulation, deter-
mines 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 para-
graph shall be construed to apply to any pesti-
cide chemical, soil or plant nutrient, or other ag-
ricultural chemical solely because of its effect in
aiding, retarding, or otherwise affecting, directly
or indirectly, the growth or other natural physio-
logical processes of produce of the soil and there-
by affecting its color, whether before or after har-
vest.

(u) The term ‘“‘safe’’ as used in paragraph (s) of
this section and in sections 348, 360b, 360ccc, and
379¢ of this title, 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 ex-
perts qualified by scientific training and expe-
rience to evaluate the safety and effectiveness
of animal drugs, as safe and 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 animal drug’’ if at any time pri-
or 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 contained the same
representations concerning the conditions of its
use; or
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(2) 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.

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 para-
graph (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 hear-
ing 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 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) BEach party to the hearing shall have the
right at all times to be advised and accompa-
nied by an attorney.

(3) Before the hearing, each party to the hear-
ing shall be given reasonable notice of the mat-
ters 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 sum-
mary of the information which will be present-
ed 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 present-
ed at the hearing. The participants in the hear-
ing shall be given the opportunity to review
and correct or supplement the presiding offi-
cer’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 re-
port of the hearing.
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(y) The term ‘‘saccharin’ includes calcium sac-
charin, sodium saccharin, and ammonium saccha-
rin.

(z) The term ‘infant formula’” means a food
which purports to be or is 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 33ba of this title, in-
cludes 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 335b and 335c 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 dis-
regard of the truth or falsity of the informa-
tion.

(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 cor-
poration, association, or partnership,

having duties such that the conduct of such of-
ficer, 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 re-
sponsibility for—

(A) submissions to the Food and Drug Ad-
ministration regarding the development or ap-
proval of any drug product,

(B) production, quality assurance, or qual-
ity control of any drug 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 Com-
missioner of Food and Drugs.

(ff) The term ‘‘dietary supplement’’—

(1) means a product (other than tobacco) in-
tended to supplement the diet that bears or con-
tains one or more of the following dietary in-
gredients:

(A) a vitamin;

(B) a mineral;

(C) an herb or other botanical;

(D) an amino acid;

(B) a dietary substance for use by man to
supplement the diet by increasing the total
dietary intake; or
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(F') a concentrate, metabolite, constituent,
extract, or combination of any ingredient de-
scribed in clause (A), (B), (C), (D), or (E);

(2) means a product that—

(A)(@) is intended for ingestion in a form de-
scribed 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 conven-
tional 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 li-
censed as a biologic under section 262 of title
42 and was, prior to such approval, certifica-
tion, or license, marketed as a dietary supple-
ment or as a food unless the Secretary has is-
sued 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 investiga-
tion as a new drug, antibiotic, or biological
for which substantial clinical investigations
have been instituted and for which the ex-
istence of such investigations has been made
public,

which was not before such approval, certifica-
tion, licensing, or authorization marketed as a
dietary supplement or as a food unless the Sec-
retary, in the Secretary’s discretion, has is-
sued 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 in-
cludes any raw agricultural commodity that has
been subject to processing, such as canning, cook-
ing, freezing, dehydration, or milling.

(hh) The term ‘“‘Administrator’” means the Ad-
ministrator 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 tomographic diag-
nostic images; and

380 in original. Provision probably should be set flush with sub-
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(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 com-
pounded in accordance with that State’s law,
for a patient or for research, teaching, or qual-
ity control; and

(2) includes any nonradioactive reagent, rea-
gent kit, ingredient, nuclide generator, accelera-
tor, 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 hu-
mans) 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 chem-
ical substance which is produced by a micro-orga-
nism and which has the capacity to inhibit or de-
stroy micro-organisms in dilute solution (includ-
ing a chemically synthesized equivalent of any such
substance) or any derivative thereof.

(kk) PRIORITY SUPPLEMENT.—The term ‘‘prior-
ity supplement’’ means a drug application referred
to in section 101(4) of the Food and Drug Admin-
istration Modernization Act of 1997 (111 Stat. 2298).

(ID)(1) The term ‘‘single-use device’’ means a de-
vice that is intended for one use, or on a single
patient during a single procedure.

(2)(A) The term ‘‘reprocessed’’, with 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 man-
ufacturing 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.

(B) A single-use device that meets the defini-
tion under clause (A) shall be considered a re-
processed device without regard to any descrip-
tion of the device used by the manufacturer of
the device or other persons, including a descrip-
tion that uses the term ‘‘recycled’”’ rather than
the term ‘‘reprocessed’’.

(3) The term ‘‘original device’’ means a new, un-
used 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 tis-
sue 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 mem-
branes 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 num-
ber 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:
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(1) Milk, egg, fish (e.g., bass, flounder, or cod),
Crustacean shellfish (e.g., crab, lobster, or shrimp),
tree nuts (e.g., almonds, pecans, or walnuts),
wheat, peanuts, and soybeans.

(2) A food ingredient that contains protein de-
rived from a food specified in paragraph (1), ex-
cept the following:

(A) Any highly refined oil derived from a
food specified in paragraph (1) and any ingre-
dient 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 that is in-
tended for human consumption, including any com-
ponent, 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 prod-
uct 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 reg-
ulated under this chapter (including a drug, bio-
logic, food, cosmetic, medical device, or a dietary
supplement).

(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. 86618, 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, §§3(a), 9(b), July 15, 1965, 79
Stat. 227, 234; Pub. L. 90-399, §102, July 13, 1968, 82
Stat. 351; Pub. L. 90-639, §§1, 4(a), Oct. 24, 1968, 82
Stat. 1361, 1362; Pub. L. 91-513, title II, § 701(a), (g),
Oct. 27, 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 I, §107(a)(1), Nov. 16, 1988, 102 Stat.
3984; Pub. L. 101-535, §5(b), Nov. 8, 1990, 104 Stat.
2362; Pub. L. 101-629, §16(b), Nov. 28, 1990, 104 Stat.
4526; Pub. L. 102-282, §6, May 13, 1992, 106 Stat. 161;
Pub. L. 102-300, §6(a), (b), June 16, 1992, 106 Stat.
240; Pub. L. 102-571, title I, §107(1), Oct. 29, 1992, 106
Stat. 4499; Pub. L. 103-80, §§3(b), (dd)(1), 4(b), Aug.
13, 1993, 107 Stat. 775, 779; Pub. L. 103417, §§3(a),
(b), 10(a), Oct. 25, 1994, 108 Stat. 4327, 4332; Pub. L.
104-170, title IV, §402, Aug. 3, 1996, 110 Stat. 1513;
Pub. L. 105-115, title I, §§121(a), 125(b)(2)(A), (e),
Nov. 21, 1997, 111 Stat. 2320, 2325, 2327; Pub. L. 105-324,
§2(a), (c), Oct. 30, 1998, 112 Stat. 3035, 3037; Pub. L.
107-109, §5(b)(1), Jan. 4, 2002, 115 Stat. 1413; Pub. L.
107-250, title III, §302(d), Oct. 26, 2002, 116 Stat.
1619; Pub. L. 108-282, title I, §102(b)(1), (5)(A), (B),
title II, §203(c)(1), Aug. 2, 2004, 118 Stat. 891, 902,
908; Pub. L. 110-85, title X, §1005(c), Sept. 27, 2007,
121 Stat. 968; Pub. L. 111-31, div. A, title I, §101(a),
June 22, 2009, 123 Stat. 1783; Pub. L. 114-255, div. A,
title III, §3060(d), Dec. 13, 2016, 130 Stat. 1133.)

REFERENCES IN TEXT

The Food and Drugs Act of June 30, 1906, as amended,
referred to in par. (p)(1), and the Food and Drug Act of

TITLE 21—FOOD AND DRUGS

Page 1012

June 30, 1906, as amended, referred to in par. (v)(1), is act
June 30, 1906, ch. 3915, 34 Stat. 768, which was classified
to subchapter I (§1 et seq.) of chapter 1 of this title, was
repealed (except for section 14a which was transferred to
section 376 of this title) by act June 25, 1938, ch. 675,
§1002(a), formerly §902(a), 52 Stat. 1059; renumbered § 1002(a),
Pub. L. 111-31, div. A, title I, §101(b)(2), June 22, 2009, 123
Stat. 1784, and is covered by this chapter.

The Federal Insecticide, Fungicide, and Rodenticide
Act, referred to in par. (q)(1), is act June 25, 1947, ch.
125, as amended generally by Pub. L. 92-516, Oct. 21,
1972, 86 Stat. 973, which is classified generally to sub-
chapter II (§136 et seq.) of chapter 6 of Title 7, Agri-
culture. For complete classification of this Act to the
Code, see Short Title note set out under section 136 of
Title 7 and Tables.

The Poultry Products Inspection Act, referred to in
par. (s)(4), is Pub. L. 85-172, Aug. 28, 1957, 71 Stat. 441, as
amended, which is classified generally to chapter 10 (§451
et seq.) of this title. For complete classification of this
Act to the Code, see Short Title note set out under sec-
tion 451 of this title and Tables.

The Meat Inspection Act of March 4, 1907, as amended
and extended, referred to in par. (s)(4), is act Mar. 4,
1907, ch. 2907, titles I to IV, as added Dec. 15, 1967, Pub.
L. 90-201, 81 Stat. 584, which are classified generally to
subchapters I to IV (§601 et seq.) of chapter 12 of this
title. For complete classification of this Act to the Code,
see Short Title note set out under section 601 of this title
and Tables.

Section 101(4) of the Food and Drug Administration
Modernization Act of 1997, referred to in par. (kk), is sec-
tion 101(4) of Pub. L. 105-115, which is set out as a note
under section 379g of this title.

AMENDMENTS

2016—Par. (h). Pub. L. 114-255 inserted at end of con-
cluding provisions ‘“The term ‘device’ does not include
software functions excluded pursuant to section 360j(o)
of this title.”

2009—Par. (rr). Pub. L. 111-31 added par. (rr).

2007—Par. (ff). Pub. L. 110-85 substituted ‘‘paragraph
(g2) and section 350f of this title’’ for ‘‘paragraph (g)” in
concluding provisions.

2004-Par. (u). Pub. L. 108-282, § 102(b)(5)(A), substituted
“360b, 360ccc’ for ‘“360L°".

Par. (v). Pub. L. 108-282, § 102(b)(5)(B), inserted conclud-
ing provisions.

Pars. (nn) to (pp). Pub. L. 108-282, §102(b)(1), added
pars. (nn) to (pp).

Par. (qq). Pub. L. 108-282, §203(c)(1), added par. (qq).

2002—Par. (kk). Pub. L. 107-109 added par. (kKk).

Pars. (I1), (mm). Pub. L. 107-250 added pars. (II) and
(mm).

1998—Par. (q)(1). Pub. L. 105-324, §2(a), added subpar.
(1) and struck out former subpar. (1) which read as fol-
lows: ‘““The term ‘pesticide chemical’ means any substance
that is a pesticide within the meaning of the Federal In-
secticide, Fungicide, and Rodenticide Act, including all
active and inert ingredients of such pesticide.”’

Par. (q)(3). Pub. L. 105-324, § 2(c), substituted ‘‘subpara-
graphs (1) and (2) for ‘“‘paragraphs (1) and (2)"’ in intro-
ductory provisions.

1997—Par. (aa). Pub. L. 105-115, §125(b)(2)(A), struck
out ‘‘or 357 after ‘‘section 355(j)".

Par. (dd). Pub. L. 105-115, § 125(b)(2)(A), struck out ‘357,
after ‘“‘section 355,”.

Par. (ff)(3)(A). Pub. L. 105-115, §125(b)(2)(A), struck out
, certified as an antibiotic under section 357 of this
title,”” before ‘‘or licensed as a biologic’’.

Par. (ii). Pub. L. 105-115, §121(a), added par. (ii).

Par. (jj). Pub. L. 105-115, §125(e), added par. (jj).

1996—Par. (q). Pub. L. 104-170, §402(a), amended par. (q)
generally. Prior to amendment, par. (q) read as follows:
“The term ‘pesticide chemical’ means any substance which,
alone, in chemical combination or in formulation with
one or more other substances, is ‘a pesticide’ within the
meaning of the Federal Insecticide, Fungicide, and Ro-
denticide Act as now in force or as hereafter amended,

T
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and which is used in the production, storage, or trans-
portation of raw agricultural commodities.”

Par. (s)(1), (2). Pub. L. 104-170, §402(b), amended sub-
pars. (1) and (2) generally. Prior to amendment, subpars.
(1) and (2) read as follows:

‘(1) a pesticide chemical in or on a raw agricultural
commodity; or

““(2) a pesticide chemical to the extent that it is in-
tended for use or is used in the production, storage, or
transportation of any raw agricultural commodity; or’’.

Pars. (gg), (hh). Pub. L. 104-170, §402(c), added pars.
(gg) and (hh).

1994—Par. (g)(1). Pub. L. 103-417, §10(a), amended last
sentence generally. Prior to amendment, last sentence
read as follows: ‘A food for which a claim, subject to sec-
tions 343(r)(1)(B) and 343(r)(3) of this title or sections
343(r)(1)(B) and 343(r)(6)(D) of this title, is made in ac-
cordance with the requirements of section 343(r) of this
title is not a drug under clause (B) solely because the
label or labeling contains such a claim.”

Par. (s)(6). Pub. L. 103417, §3(b), added subpar. (6).

Par. (ff). Pub. L. 103-417, § 3(a), added par. (ff).

1993—Pars. (¢), (d). Pub. L. 103-80, §3(dd)(1), substitut-
ed ‘““Health and Human Services’ for “‘Agriculture’.

Par. (h). Pub. L. 103-80, §4(b), amended directory lan-
guage of Pub. L. 102-300, §6(a)(1). See 1992 amendment
note below.

Pars. (v) to (ff). Pub. L. 103-80, § 3(b), redesignated pars.
(w) to (ff) as (v) to (ee), respectively.

1992—Pars. (c), (d). Pub. L. 102-300, § 6(b)(1), which di-
rected the substitution of ‘“Health and Human Services”
for ‘“Health, Education, and Welfare’’, could not be exe-
cuted because such words did not appear in the original
statutory text. See 1993 Amendment note above and Trans-
fer of Functions notes below.

Par. (h). Pub. L. 102-300, §6(a)(1), as amended by Pub.
L. 103-80, § 4(b), substituted ‘‘its primary’’ for ‘‘any of its
principal’”’ in two places in concluding provisions.

Par. (u). Pub. L. 102-571 substituted ‘‘379¢’* for ‘‘376"".

Par. (y)(1). Pub. L. 102-300, § 6(b)(2), struck out ‘‘of Health,
Education, and Welfare’’ after ‘‘employees of the Depart-
ment’’.

Pars. (bb) to (ee). Pub. L. 102-282 added pars. (bb) to
(ee).

Par. (ff). Pub. L. 102-300, § 6(a)(2), added par. (ff).

1990—Par. (g)(1). Pub. L. 101-629, §16(b)(1), struck out
‘“; but does not include devices or their components, parts,
or accessories’ after ‘‘clause (A), (B), or (C)”.

Pub. L. 101-535 inserted at end ““A food 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)(6)(D) of this title,
is made in accordance with the requirements of section
343(r) of this title is not a drug under clause (B) solely
because the label or labeling contains such a claim.”’

Par. (h)(3). Pub. L. 101-629, §16(b)(2), which directed
the amendment of subpar. (3) by substituting ‘‘its pri-
mary’’ for “‘any of its principal”’, could not be executed
because ‘‘any of its principal’’ did not appear in subpar.
(3).

1988—Par. (w)(3). Pub. L. 100-670 struck out subpar. (3)
which read as follows: ‘“which drug is composed wholly
or partly of any kind of penicillin, streptomycin, chlor-
tetracycline, chloramphenicol, or bacitracin, or any de-
rivative thereof, except when there is in effect a pub-
lished order of the Secretary declaring such drug not to
be a new animal drug on the grounds that (A) the re-
quirement of certification of batches of such drug, as
provided for in section 360b(n) of this title, is not nec-
essary to insure that the objectives specified in para-
graph (3) thereof are achieved and (B) that neither sub-
paragraph (1) nor (2) of this paragraph (w) applies to
such drug.”

1980—Par. (aa). Pub. L. 96-359 added par. (aa).

1977—Par. (z). Pub. L. 95-203 added par. (z).

1976—Par. (h). Pub. L. 94-295, §3(a)(1)(A), expanded def-
inition of ‘‘device’ to include implements, machines, im-
plants, in vitro reagents, and other similar or related ar-
ticles, added recognition in the National Formulary or
the United States Pharmacopeia, or any supplement to
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the Formulary or Pharmacopeia, to the enumeration of
conditions under which a device may qualify for inclu-
sion under this chapter, and inserted requirements that
a device be one which does not achieve any of its prin-
cipal 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
any of its principal intended purposes.

Par. (n). Pub. L. 94-278 inserted ‘‘or advertising’’ after
“‘labeling’’ wherever appearing.

Par. (y). Pub. L. 94-295, §3(a)(2), added par. (y).

1972—Par. (q). Pub. L. 92-516 substituted reference to
pesticide for reference to economic poison.

1970—Par. (a)(2). Pub. L. 91-513, §701(g), struck out ref-
erence to sections 321, 331(i), 331(p), 331(q), 332, 333, 334,
337, 360, 360a, 372, 373, 374, and 375 of this title as they
apply to depressant or stimulant drugs.

Par. (v). Pub. L. 91-513, §701(a), struck out par. (v)
which defined ‘‘depressant or stimulant drug’’.

1968—Par. (a)(2). Pub. L. 90-639, §4(a), extended provi-
sions to cover depressant and stimulant drugs, the con-
tainers thereof, and equipment used in manufacturing,
compounding, or processing such drugs, to the Canal
Zone.

Par. (p). Pub. L. 90-399, §102(a), (b), inserted ‘‘(except a
new animal drug or an animal feed bearing or contain-
ing a new animal drug)’’ after ‘“‘Any drug’’ in subpars. (1)
and (2), respectively.

Par. (s)(5). Pub. L. 90-399, §102(c), added subpar. (5).

Par. (u). Pub. L. 90-399, §102(d), inserted reference to
section 360b of this title.

Par. (v)(3). Pub. L. 90-639, §1, inserted reference to ly-
sergic acid diethylamide.

Pars. (w), (x). Pub. L. 90-399, §102(e), added pars. (w)
and (x).

1965—Par. (g). Pub. L. 89-74, §9(b), designated existing
provisions as subpar. (1), redesignated cls. (1) to (4) there-
of as (A) to (D), substituted ‘““(A), (B), or (C)”’ for “(1), (2),
or (3)” and added subpar. (2).

Par. (v). Pub. L. 89-74, §3(a), added par. (v).

1962—Par. (a). Pub. L. 87-781, §307(a), designated exist-
ing provisions as subpar. (2), inserted ‘‘Commonwealth of
Puerto Rico and the”’, and added subpar. (1).

Par. (p)(1). Pub. L. 87-781, §102(a)(1), inserted ‘‘and ef-
fectiveness’ after ‘‘to evaluate the safety’’, and ‘“‘and ef-
fective’’ after ‘“‘as safe’.

Par. (p)(2). Pub. L. 87-781, §102(a)(2), inserted ‘‘and ef-
fectiveness’ after ‘‘safety’’.

1960—Par. (s). Pub. L. 86-618, § 101(a), excluded color ad-
ditives from definition of ‘“‘food additive’.

Par. (t). Pub. L. 86-618, §101(c), added par. (t). Former
par. (t) redesignated (u).

Par. (u). Pub. L. 86-618, §101(b), redesignated par. (t) as
(u) and inserted reference to section 376 of this title.

1958—Pars. (s), (t). Pub. L. 85-929 added pars. (s) and
(6).

1954—Pars. (q), (r). Act July 22, 1954, added pars. (q)
and (v).

EFFECTIVE DATE OF 2004 AMENDMENT

Pub. L. 108-282, title II, §203(d), Aug. 2, 2004, 118 Stat.
908, provided that: ‘“The amendments made by this sec-
tion [amending this section and sections 343 and 343-1 of
this title] shall apply to any food that is labeled on or
after January 1, 2006.”

EFFECTIVE DATE OF 1997 AMENDMENT

Pub. L. 105-115, title V, §501, Nov. 21, 1997, 111 Stat.
2380, provided that: ‘“Except as otherwise provided in
this Act [see Short Title of 1997 Amendment note set out
under section 301 of this title], this Act and the amend-
ments made by this Act, other than the provisions of
and the amendments made by sections 111, 121, 125, and
307 [enacting section 35ba of this title, amending this
section and sections 331, 33ba, 351, 352, 360, 360j, 360aa to
360cc, 360ee, 374, 379z, 381, and 382 of this title, section
45C of Title 26, Internal Revenue Code, section 156 of
Title 35, Patents, and section 8126 of Title 38, Veterans’
Benefits, repealing sections 356 and 357 of this title, and
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enacting provisions set out as notes under sections 351
and 355 of this title], shall take effect 90 days after the
date of enactment of this Act [Nov. 21, 1997].”

EFFECTIVE DATE OF 1990 AMENDMENT

Amendment by Pub. L. 101-535 effective six months af-
ter the date of the promulgation of final regulations to
implement section 343(r) of this title, or if such regula-
tions are not promulgated, the date proposed regulations
are to be considered as such final regulations (Nov. 8,
1992), with exception for persons marketing food the brand
name of which contains a term defined by the Secretary
under section 343(r)(2)(A)(1) of this title, see section 10(a)
of Pub. L. 101-535, set out as a note under section 343 of
this title.

EFFECTIVE DATE OF 1976 AMENDMENT

Amendment by Pub. L. 94-278 effective 180 days after
Apr. 22, 1976, see section 502(c) of Pub. L. 94-278, set out
as a note under section 334 of this title.

EFFECTIVE DATE OF 1972 AMENDMENT

Amendment by Pub. L. 92-516 effective at the close of
Oct. 21, 1972, except if regulations are necessary for the
implementation of any provision that becomes effective
on Oct. 21, 1972, and continuation in effect of subchapter
I of chapter 6 of Title 7, and regulations thereunder, re-
lating to the control of economic poisons, as in existence
prior to Oct. 21, 1972, until superseded by provisions of
Pub. L. 92-516, and regulations thereunder, see section 4
of Pub. L. 92-516, set out as an Effective Date note under
section 136 of Title 7, Agriculture.

EFFECTIVE DATE OF 1970 AMENDMENT

Amendment by Pub. L. 91-513 effective on first day of
seventh calendar month that begins after Oct. 26, 1970,
see section 704 of Pub. L. 91-513, set out as an Effective
Date note under section 801 of this title.

EFFECTIVE DATE OF 1968 AMENDMENTS; TRANSITIONAL
PROVISIONS

Pub. L. 90-639, §6, Oct. 24, 1968, 82 Stat. 1362, provided
that: “The amendments made by this Act [amending this
section, sections 331, 333, 334, and 360a of this title, and
provisions set out as a note under section 289a of Title
42, The Public Health and Welfare] shall apply only with
respect to violations of the Federal Food, Drug, and Cos-
metic Act [this chapter] committed after the date of the
enactment of this Act [Oct. 24, 1968].""

Amendment by Pub. L. 90-399 effective on first day of
thirteenth calendar month after July 13, 1968, except that
in the case of a drug (other than one subject to section
360b(n) of this title) intended for use in animals other
than man which, on Oct. 9, 1962, was commercially used
or sold in the United States, was not a new drug as de-
fined in par. (p) of this section then in force, and was not
covered by an effective application under section 355 of
this title, the words ‘‘effectiveness’’ and ‘‘effective’ con-
tained in par. (v) of this section not applicable to such
drug when intended solely for use under conditions pre-
scribed, recommended, or suggested in labeling with re-
spect to such drug on that day, see section 108(a), (b)(3)
of Pub. L. 90-399, as amended, set out as an Effective
Date and Transitional Provisions note under section 360b
of this title.

EFFECTIVE DATE OF 1965 AMENDMENT

Pub. L. 89-74, §11, July 15, 1965, 79 Stat. 235, provided
that: ““The foregoing provisions of this Act [see Short
Title of 1965 Amendment note set out under section 301 of
this title] shall take effect on the first day of the sev-
enth calendar month [Feb. 1, 1966] following the month in
which this Act is enacted [July 15, 1965]; except that (1)
the Secretary shall permit persons, owning or operating
any establishment engaged in manufacturing, preparing,
propagating, compounding, processing, wholesaling, job-
bing, or distributing any depressant or stimulant drug,
as referred to in the amendments made by section 4 of
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this Act to section 510 of the Federal Food, Drug, and
Cosmetic Act [section 360 of this title], to register their
name, places of business, and establishments, and other
information prescribed by such amendments, with the
Secretary prior to such effective date, and (2) sections
201(v) and 511(g) of the Federal Food, Drug, and Cosmet-
ic Act, as added by this act [par. (v) of this section and
par. (g) of section 360a of this title], and the provisions
of sections 8 [amending section 372 of this title and sec-
tion 1114 of Title 18, Crimes and Criminal Procedure]
and 10 [set out as a note under this section] shall take
effect upon the date of enactment of this Act [July 15,
1965].””

EFFECTIVE DATE OF 1962 AMENDMENT

Pub. L. 87-781, title I, §107, Oct. 10, 1962, 76 Stat. 788,
provided that:

‘“‘(a) Except as otherwise provided in this section, the
amendments made by the foregoing sections of this part
A [amending this section and sections 331, 332, 348, 351 to
353, 3bb, 357, 379¢ of this title, and enacting provisions set
out as a note under section 355 of this title] shall take
effect on the date of enactment of this Act [Oct. 10, 1962].

“(b) The amendments made by sections 101, 103, 105,
and 106 of this part A [amending sections 331, 332, 351,
3562, 355, and 357 of this title] shall, with respect to any
drug, take effect on the first day of the seventh calendar
month following the month in which this Act is enacted
[Oct. 1962].

““(e)(1) As used in this subsection, the term ‘enactment
date’ means the date of enactment of this Act; and the
term ‘basic Act’ means the Federal Food, Drug, and Cos-
metic Act [this chapter].

‘“(2) An application filed pursuant to section 505(b) of
the basic Act [section 355(b) of this title] which was ‘ef-
fective’ within the meaning of that Act on the day im-
mediately preceding the enactment date shall be deemed
as of the enactment date, to be an application ‘approved’
by the Secretary within the meaning of the basic Act as
amended by this Act.

“(3) In the case of any drug with respect to which an
application filed under section 505(b) of the basic Act is
deemed to be an approved application on the enactment
date by virtue of paragraph (2) of this subsection—

““(A) the amendments made by this Act to section

201(p), and to subsections (b) and (d) of section 505, of

the basic Act [par. (p) of this section, and subsecs. (b)

and (d) of section 355 of this title], insofar as such

amendments relate to the effectiveness of drugs, shall
not, so long as approval of such application is not with-
drawn or suspended pursuant to section 505(e) of that

Act [section 355(e) of this title], apply to such drug

when intended solely for use under conditions prescribed,

recommended, or suggested in labeling covered by such
approved application, but shall apply to any changed
use, or conditions of use, prescribed, recommended, or
suggested in its labeling, including such conditions of
use as are the subject of an amendment or supplement
to such application pending on, or filed after, the en-
actment date; and

“(B) clause (3) of the first sentence of section 505(e)

of the basic Act, as amended by this Act [section 355(e)

of this title], shall not apply to such drug when intend-

ed solely for use under conditions prescribed, recom-
mended, or suggested in labeling covered by such ap-
proved application (except with respect to such use, or
conditions of use, as are the subject of an amendment
or supplement to such approved application, which amend-
ment or supplement has been approved after the enact-
ment date under section 505 of the basic Act as amend-
ed by this Act [section 355 of this title]) until which-
ever of the following first occurs: (i) the expiration of
the two-year period beginning with the enactment date;

(ii) the effective date of an order under section 505(e)

of the basic Act [section 355(e) of this title], other

than clause (3) of the first sentence of such section

505(e) [section 355(e) of this title], withdrawing or sus-

pending the approval of such application.

‘“(4) In the case of any drug which, on the day imme-
diately preceding the enactment date, (A) was commer-
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cially used or sold in the United States, (B) was not a
new drug as defined by section 201(p) of the basic Act as
then in force [par. (p) of this section], and (C) was not
covered by an effective application under section 505 of
that Act [section 355 of this title], the amendments to
section 201(p) [par. (p) of this section] made by this Act
shall not apply to such drug when intended solely for use
under conditions prescribed, recommended, or suggested
in labeling with respect to such drug on that day.”

EFFECTIVE DATE OF 1960 AMENDMENT

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

EFFECTIVE DATE OF 1958 AMENDMENT

Amendment by Pub. L. 85-929 effective Sept. 6, 1958,
see section 6(a) of Pub. L. 85-929, set out as a note under
section 342 of this title.

EFFECTIVE DATE OF 1954 AMENDMENT

For effective date of amendment by act July 22, 1954,
see section 5 of that act, set out as a note under section
342 of this title.

CONSTRUCTION OF AMENDMENTS BY PUB. L. 102-282

Amendment by Pub. L. 102-282 not to preclude any other
civil, criminal, or administrative remedy provided under
Federal or State law, including any private right of ac-
tion against any person for the same action subject to
any action or civil penalty under an amendment made
by Pub. L. 102-282, see section 7 of Pub. L. 102-282, set
out as a note under section 335a of this title.

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101-535

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

SAVINGS PROVISION

Pub. L. 91-513, title II, § 702, Oct. 27, 1970, 84 Stat. 1283,
as amended by Pub. L. 93-481, §2, Oct. 26, 1974, 88 Stat.
1455, provided that:

‘“(a) Prosecutions for any violation of law occurring
prior to the effective date [see Effective Date of 1970
Amendment note above] of section 701 [repealing section
360a of this title, and amending sections 321, 331, 333, 334,
360, 372, and 381 of this title, sections 1114 and 1952 of
Title 18, Crimes and Criminal Procedure, and section 242
of Title 42, The Public Health and Welfare] shall not be
affected by the repeals or amendments made by such
section, or abated by reason thereof.

“(b) Civil seizures or forfeitures and injunctive proceed-
ings commenced prior to the effective date of section 701
shall not be affected by the repeals or amendments made
by such section, or abated by reason thereof.

“(c) All administrative proceedings pending before the
Bureau of Narcotics and Dangerous Drugs [now the Drug
Enforcement Administration] on the date of enactment
of this Act [Oct. 27, 1970] shall be continued and brought
to final determination in accord with laws and regula-
tions in effect prior to such date of enactment. Where a
drug is finally determined under such proceedings to be
a depressant or stimulant drug, as defined in section
201(v) of the Federal Food, Drug, and Cosmetic Act [par.
(v) of this section], such drug shall automatically be
controlled under this title [subchapter I of chapter 13 of
this title] by the Attorney General without further pro-
ceedings and listed in the appropriate schedule after he
has obtained the recommendation of the Secretary. Any
drug with respect to which such a final determination
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has been made prior to the date of enactment of this Act
which is not listed in section 202 [section 812 of this
title] within schedules I through V shall automatically
be controlled under this title [subchapter I of chapter 13
of this title] by the Attorney General without further
proceedings, and be listed in the appropriate schedule,
after he has obtained the recommendations of the Sec-
retary.

“‘(d) Notwithstanding subsection (a) of this section or
section 1103 [of Pub. L. 91-513, set out as a note under
sections 171 to 174 of this title], section 4202 of title 18,
United States Code, shall apply to any individual con-
victed under any of the laws repealed by this title or
title III [subchapter I or subchapter II of chapter 13 of
this title] without regard to the terms of any sentence
imposed on such individual under such law.”

TRANSFER OF FUNCTIONS

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

Functions of Secretary of Health, Education, and
Welfare [now Health and Human Services] under Fed-
eral Food, Drug, and Cosmetic Act, to the extent such
functions related to administration and enforcement
of the Poison Prevention Packaging Act of 1970 (15
U.S.C. 1471 et seq.), transferred to Consumer Product
Safety Commission by section 2079 of Title 15, Com-
merce and Trade.

Functions of Secretary of Health, Education, and Wel-
fare [now Health and Human Services] under Drug Abuse
Control Amendments of 1965 [see Short Title of 19656 Amend-
ment note set out under section 301 of this title] trans-
ferred to Attorney General except function of regulating
counterfeiting of those drugs which are not ‘‘depressant
or stimulant’” drugs, see section 2 of Reorg. Plan No. 1 of
1968, set out in the Appendix to Title 5, Government Or-
ganization and Employees.

Functions of Federal Security Administrator transferred
to Secretary of Health, Education, and Welfare and all
agencies of Federal Security Agency transferred to De-
partment of Health, Education, and Welfare by section 5
of Reorg. Plan No. 1 of 1953, set out in the Appendix to
Title 5, Government Organization and Employees. Feder-
al Security Agency and office of Administrator abolished
by section 8 of Reorg. Plan No. 1 of 1953.

Food and Drug Administration in Department of Agri-
culture and its functions, except those functions relating
to administration of Insecticide Act of 1910 and Naval
Stores Act, transferred to Federal Security Agency, to
be administered under direction and supervision of Fed-
eral Security Administrator, by Reorg. Plan No. IV of
1940, set out in the Appendix to Title 5.

REGULATION OF TOBACCO

Pub. L. 105-115, title IV, §422, Nov. 21, 1997, 111 Stat.
2380, provided that: ‘“‘Nothing in this Act [see Short Title
of 1997 Amendment note set out under section 301 of this
title] or the amendments made by this Act shall be con-
strued to affect the question of whether the Secretary of
Health and Human Services has any authority to regu-
late any tobacco product, tobacco ingredient, or tobacco
additive. Such authority, if any, shall be exercised under
the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301
et seq.] as in effect on the day before the date of the
enactment of this Act [Nov. 21, 1997].”

CONGRESSIONAL FINDINGS RELATING TO PUB. L. 103-417

Pub. L. 103-417, §2, Oct. 25, 1994, 108 Stat. 4325, provided
that: “‘Congress finds that—

‘(1) improving the health status of United States
citizens ranks at the top of the national priorities of
the Federal Government;

‘“(2) the importance of nutrition and the benefits of
dietary supplements to health promotion and disease
prevention have been documented increasingly in sci-
entific studies;
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““(83)(A) there is a link between the ingestion of cer-
tain nutrients or dietary supplements and the preven-
tion of chronic diseases such as cancer, heart disease,
and osteoporosis; and

‘“(B) clinical research has shown that several chron-
ic diseases can be prevented simply with a healthful
diet, such as a diet that is low in fat, saturated fat,
cholesterol, and sodium, with a high proportion of plant-
based foods;

‘“(4) healthful diets may mitigate the need for expen-
sive medical procedures, such as coronary bypass sur-
gery or angioplasty;

‘“(5) preventive health measures, including education,
good nutrition, and appropriate use of safe nutritional
supplements will limit the incidence of chronic dis-
eases, and reduce long-term health care expenditures;

““(6)(A) promotion of good health and healthy life-
styles improves and extends lives while reducing health
care expenditures; and

““(B) reduction in health care expenditures is of para-
mount importance to the future of the country and the
economic well-being of the country;

‘() there is a growing need for emphasis on the dis-
semination of information linking nutrition and long-
term good health;

‘“(8) consumers should be empowered to make choices
about preventive health care programs based on data
from scientific studies of health benefits related to
particular dietary supplements;

‘“(9) national surveys have revealed that almost 50
percent of the 260,000,000 Americans regularly consume
dietary supplements of vitamins, minerals, or herbs as
a means of improving their nutrition;

‘(10) studies indicate that consumers are placing in-
creased reliance on the use of nontraditional health
care providers to avoid the excessive costs of tradi-
tional medical services and to obtain more holistic
consideration of their needs;

““(11) the United States will spend over $1,000,000,000,000
on health care in 1994, which is about 12 percent of the
Gross National Product of the United States, and this
amount and percentage will continue to increase un-
less significant efforts are undertaken to reverse the
increase;

““(12)(A) the nutritional supplement industry is an in-
tegral part of the economy of the United States;

““(B) the industry consistently projects a positive trade
balance; and

‘““(C) the estimated 600 dietary supplement manufac-
turers in the United States produce approximately 4,000
products, with total annual sales of such products alone
reaching at least $4,000,000,000;

‘“(13) although the Federal Government should take
swift action against products that are unsafe or adul-
terated, the Federal Government should not take any
actions to impose unreasonable regulatory barriers lim-
iting or slowing the flow of safe products and accurate
information to consumers;

‘“(14) dietary supplements are safe within a broad
range of intake, and safety problems with the supple-
ments are relatively rare; and

““(15)(A) legislative action that protects the right of
access of consumers to safe dietary supplements is nec-
essary in order to promote wellness; and

‘“(B) a rational Federal framework must be estab-
lished to supersede the current ad hoc, patchwork reg-
ulatory policy on dietary supplements.”

DISSEMINATION OF INFORMATION REGARDING THE
DANGERS OF DRUG ABUSE

Pub. L. 90-639, §5, Oct. 24, 1968, 82 Stat. 1362, provided
that: “It is the sense of the Congress that, because of
the inadequate knowledge on the part of the people of
the United States of the substantial adverse effects of
misuse of depressant and stimulant drugs, and of other
drugs liable to abuse, on the individual, his family, and
the community, the highest priority should be given to
Federal programs to disseminate information which may
be used to educate the public, particularly young per-
sons, regarding the dangers of drug abuse.”’
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CONGRESSIONAL FINDINGS AND DECLARATION OF POLICY

Pub. L. 89-74, §2, July 15, 1965, 79 Stat. 226, provided
that: ““The Congress hereby finds and declares that there
is a widespread illicit traffic in depressant and stimu-
lant drugs moving in or otherwise affecting interstate
commerce; that the use of such drugs, when not under
the supervision of a licensed practitioner, often endan-
gers safety on the highways (without distinction of inter-
state and intrastate traffic thereon) and otherwise has
become a threat to the public health and safety, making
additional regulation of such drugs necessary regardless
of the intrastate or interstate origin of such drugs; that
in order to make regulation and protection of interstate
commerce in such drugs effective, regulation of intra-
state commerce is also necessary because, among other
things, such drugs, when held for illicit sale, often do not
bear labeling showing their place of origin and because
in the form in which they are so held or in which they
are consumed a determination of their place of origin is
often extremely difficult or impossible; and that regula-
tion of interstate commerce without the regulation of
intrastate commerce in such drugs, as provided in this
Act [see Short Title of 1965 Amendment note set out un-
der section 301 of this title], would discriminate against
and adversely affect interstate commerce in such drugs.”

EFFECT OF DRUG ABUSE CONTROL AMENDMENTS OF 1965
ON STATE LAWS

Pub. L. 89-74, §10, July 15, 1965, 79 Stat. 235, provided
that:

‘““(a) Nothing in this Act [enacting section 360a of this
title, amending sections 321, 331, 333, 334, 360, and 372 of
this title and section 1114 of Title 18, Crimes and Crimi-
nal Procedure, and enacting provisions set out as notes
under sections 321, 352, and 360a of this title] shall be
construed as authorizing the manufacture, compounding,
processing, possession, sale, delivery, or other disposal of
any drug in any State in contravention of the laws of
such State.

““(b) No provision of this Act nor any amendment made
by it shall be construed as indicating an intent on the
part of the Congress to occupy the field in which such
provision or amendment operates to the exclusion of any
State law on the same subject matter, unless there is a
direct and positive conflict between such provision or
amendment and such State law so that the two cannot
be reconciled or consistently stand together.

““(c) No amendment made by this Act shall be con-
strued to prevent the enforcement in the courts of any
State of any statute of such State prescribing any crimi-
nal penalty for any act made criminal by any such amend-
ment.”’

EFFECT OF DRUG AMENDMENTS OF 1962 ON STATE LAWS

Pub. L. 87-781, title II, §202, Oct. 10, 1962, 76 Stat. 793,
provided that: ‘““Nothing in the amendments made by
this Act [enacting sections 358 to 360, amending sections
321, 331, 332, 348, 351 to 353, 355, 357, 372, 374, 379, and 381
of this title, and enacting provisions set out as notes un-
der sections 321, 331, 332, 352, 355, 360, and 374 of this
title] to the Federal Food, Drug, and Cosmetic Act [this
chapter] shall be construed as invalidating any provi-
sion of State law which would be valid in the absence of
such amendments unless there is a direct and positive
conflict between such amendments and such provision of
State law.”’

DEFINITIONS

Pub. L. 105-115, §2, Nov. 21, 1997, 111 Stat. 2297, pro-
vided that: ““In this Act [see Short Title of 1997 Amend-
ment note set out under section 301 of this title], the
terms ‘drug’, ‘device’, ‘food’, and ‘dietary supplement’ have
the meaning given such terms in section 201 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 321).”

§ 321a. “Butter” defined

For the purposes of the Food and Drug Act of
June 30, 1906 (Thirty-fourth Statutes at Large, page
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768) ‘“‘butter’’ shall be understood to mean 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 tol-
erances having been allowed for.

(Mar. 4, 1923, ch. 268, 42 Stat. 1500.)

REFERENCES IN TEXT

The Food and Drug Act of June 30, 1906, referred to in
text, is act June 30, 1906, ch. 3915, 34 Stat. 768, which was
classified to subchapter I (§1 et seq.) of chapter 1 of this
title, was repealed (except for section 14a which was trans-
ferred to section 376 of this title) by act June 25, 1938, ch.
675, §1002(a), formerly §902(a), 52 Stat. 1059; renumbered
§1002(a), Pub. L. 111-31, div. A, title I, §101(b)(2), June 22,
2009, 123 Stat. 1784, and is covered by this chapter.

CODIFICATION

Section, which was not enacted as part of the Federal
Food, Drug, and Cosmetic Act which comprises this chap-
ter, was formerly classified to section 6 of this title. Sec-
tion 1002(a) of act June 25, 1938, set out as an Effective
Date note under section 301 of this title, provided that
this section should remain in force and effect and be ap-
plicable to the provisions of this chapter.

§ 321b. “Package” defined

The word ‘‘package’ where it occurs the second
and last time in the act entitled ““An act to amend
section 8 of an act entitled, ‘An act for preventing
the manufacture, sale, or transportation of adul-
terated or misbranded or poisonous deleterious foods,
drugs, medicines, and liquors, and for regulating
traffic therein, and for other purposes,’’’ approved
March 3, 1913, shall include and shall be construed
to include wrapped meats inclosed in papers or
other materials as prepared by the manufactur-
ers thereof for sale.

(July 24, 1919, ch. 26, 41 Stat. 271.)

REFERENCES IN TEXT

An act approved March 3, 1913, referred to in text, is
act Mar. 3, 1913, ch. 117, 37 Stat. 732, which amended sec-
tion 10 of this title. For complete classification of this
Act to the Code, see Tables.

“An act for preventing the manufacture, sale, or trans-
portation of adulterated or misbranded or poisonous del-
eterious foods, drugs, medicines, and liquors, and for reg-
ulating traffic therein, and for other purposes’, referred
to in text, is act June 30, 1906, ch. 3915, 34 Stat. 768,
which was classified to subchapter I (§1 et seq.) of chap-
ter 1 of this title, was repealed (except for section 14a
which was transferred to section 376 of this title) by act
June 25, 1938, ch. 675, §1002(a), formerly §902(a), 52 Stat.
10569; renumbered §1002(a), Pub. L. 111-31, div. A, title I,
§101(b)(2), June 22, 2009, 123 Stat. 1784, and is covered by
this chapter.

CODIFICATION

Section, which was not enacted as part of the Federal
Food, Drug, and Cosmetic Act which comprises this chap-
ter, was formerly classified to the last sentence of para-
graph third of section 10 of this title. Section 1002(a) of
act June 25, 1938, set out as an Effective Date note under
section 301 of this title, provided that this section should
remain in force and effect and be applicable to the provi-
sions of this chapter.

§ 321c. Nonfat dry milk; “milk” defined

For the purposes of the Federal Food, Drug, and
Cosmetic Act of June 26, 1938, (ch. 675, sec. 1, 52
Stat. 1040) [21 U.S.C. 301 et seq.] nonfat dry milk
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is the product resulting from the removal of fat
and water from milk, and contains the lactose,
milk proteins, and milk minerals in the same rel-
ative 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 over 1% per
centum by weight unless otherwise indicated.

The term ““milk’’, when used herein, means sweet
milk of cows.

(Mar. 2, 1944, ch. 77, 58 Stat. 108; July 2, 1956, ch.
495, 70 Stat. 486.)

REFERENCES IN TEXT
The Federal Food, Drug, and Cosmetic Act of June 26,
1938 (ch. 675, sec. 1, 52 Stat. 1040), referred to in text,
probably means act June 25, 1938, ch. 675, 52 Stat. 1040, as
amended, which is classified generally to this chapter
(§301 et seq.). For complete classification of this Act to
the Code, see section 301 of this title and Tables.

CODIFICATION

Section was not enacted as a part of the Federal Food,
Drug, and Cosmetic Act which comprises this chapter,
but was made applicable thereto.

AMENDMENTS

1956—Act July 2, 1956, substituted ‘‘nonfat dry milk”
for ““nonfat dry milk solids or defatted milk solids’.

§ 321d. Market names for catfish and ginseng

(a) Catfish labeling
(1) In general

Notwithstanding any other provision of law,
for purposes of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.)—

(A) the term ‘‘catfish’> may only be consid-
ered 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 clas-
sified within that family may include the term
“‘catfish’.

(2) Omitted
(b) Ginseng labeling
(1) In general

Notwithstanding any other provision of law,
for purposes of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.)—

(A) the term ‘‘ginseng’ may only be consid-
ered to be a common or usual name (or part
thereof) for any herb or herbal ingredient de-
rived from a plant classified within the genus
Panax; and

(B) only labeling or advertising for herbs or
herbal ingredients classified within that ge-
nus may include the term ‘‘ginseng’’.

(2) Omitted

(Pub. L. 107-171, title X, §10806, May 13, 2002, 116
Stat. 526.)

REFERENCES IN TEXT

The Federal Food, Drug, and Cosmetic Act, referred to
in subsecs. (a)(1), (b)(1), is act June 25, 1938, ch. 675, 52
Stat. 1040, as amended, which is classified generally to
this chapter. For complete classification of this Act to
the Code, see section 301 of this title and Tables.

CODIFICATION

Section is comprised of section 10806 of Pub. 1. 107-171.
Subsecs. (a)(2) and (b)(2) of section 10806 of Pub. L. 107-171
amended section 343 of this title.
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Section was enacted as part of the Farm Security and
Rural Investment Act of 2002, and not as part of Federal
Food, Drug, and Cosmetic Act which comprises this chap-
ter.

SUBCHAPTER III—PROHIBITED ACTS AND
PENALTIES

§ 331. Prohibited acts

The following acts and the causing thereof are
prohibited:

(a) The introduction or delivery for introduction
into interstate commerce of any food, drug, de-
vice, tobacco product, or cosmetic that is adulter-
ated or misbranded.

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

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

(d) The introduction or delivery for introduction
into interstate commerce of any article in viola-
tion of section 344, 350d, 355, or 360bbb-3 of this
title.

(e) The refusal to permit access to or copying
of any record as required by section 350a, 350c,
3501(j), 350e, 354, 360bbb-3, 373, 374(a), 379aa, or
379aa-1 of this title; or the failure to establish or
maintain any record, or make any report, required
under section 350a, 350c(b), 350f, 350e, 354, 355(i) or
(k), 360b(a)(4)(C), 360b(j), (I) or (m), 360ccc-1(i),
360e(f), 360i, 360bbb-3, 379aa, 379aa-1, 387i, or 387t
of this title 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 22231! of this title (except when such
violation is committed by a farm).

(f) The refusal to permit entry or inspection as
authorized by section 374 of this title.

(g) The manufacture within any Territory of
any food, drug, device, tobacco product, or cos-
metic that is adulterated or misbranded.

(h) The giving of a guaranty or undertaking re-
ferred to in section 333(c)(2) of this title, which
guaranty or undertaking is false, except by a per-
son who relied upon a guaranty or undertaking to
the same effect 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 re-
ferred to in section 333(c)(3) of this title, which
guaranty or undertaking is false.

(1)(1) Forging, counterfeiting, simulating, or false-
ly representing, or without proper authority using
any mark, stamp, tag, label, or other identifica-
tion device authorized or required by regulations
promulgated under the provisions of section 344
or 379 of this title.

(2) Making, selling, disposing of, or keeping in
possession, control, 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

1 See References in Text note below.
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thereof so as to render such drug a counterfeit
drug.

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

(j) The using by any person to his own advantage,
or revealing, other than to the Secretary or officers
or employees of the Department, or to the courts
when relevant in any judicial proceeding under this
chapter, any information acquired under authority
of section 344, 348, 350a, 350c, 355, 360, 360b, 360c,
360d, 360e, 360f, 360h, 3601, 360j, 360ccc, 360ccc-1, 360ccc—2,
374, 379, 379, 387d, 387e, 387f, 387g, 387h, 387i, or 387t(b)
of this title concerning any method or process which
as a trade secret is entitled to protection; or the
violating of section 346a(i)(2) of this title or any
regulation issued under that section..? This para-
graph does not authorize the withholding of infor-
mation from either House of Congress or from, to
the extent of matter within its jurisdiction, any
committee or subcommittee of such committee or
any joint committee of Congress or any subcom-
mittee of such joint committee.

(k) The alteration, mutilation, destruction, ob-
literation, or removal 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 commerce and results in
such article being adulterated or misbranded.

() Repealed. Pub. L. 105-115, title IV, §421, Nov.
21, 1997, 111 Stat. 2380.

(m) The sale or offering for sale of colored oleo-
margarine or colored margarine, or the posses-
sion or serving of colored oleomargarine or col-
ored margarine in violation of subsections (b) or
(c) of section 347 of this title.

(n) The using, in labeling, advertising or other
sales promotion of any reference to any report or
analysis furnished in compliance with section 374
of this title.

(0) In the case of a prescription drug distrib-
uted or offered for sale in interstate commerce,
the failure of the manufacturer, packer, or dis-
tributor thereof to maintain for transmittal, or
to transmit, to any practitioner licensed by ap-
plicable State law to administer such drug who
makes written request for information as to such
drug, true and correct copies of all printed mat-
ter which is required to be included in any pack-
age in which that drug is distributed or sold, or
such other printed matter as is approved by the
Secretary. Nothing in this paragraph shall be con-
strued to exempt any person from any labeling
requirement imposed by or under other provisions
of this chapter.

(p) The failure to register in accordance with
section 360 or 387e of this title, the failure to pro-
vide any information required by section 360(j),
360(k), 387e(i), or 387e(j) of this title, or the fail-
ure to provide a notice required by section 360(j)(2)
or 387e(i)(3) of this title.

(q)(1) The failure or refusal—

(A) to comply with any requirement prescribed
under section 360h, 360j(g), 387c(b), 387g, 387h, or

3870 of this title;

280 in original.
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(B) to furnish any notification or other mate-
rial or information required by or under section
3601, 360j(g), 387d, 387i, or 387t of this title; or

(C) to comply with a requirement under sec-
tion 3607 or 387m of this title.

(2) With respect to any device or tobacco prod-
uct, the submission of any report that is required
by or under this chapter that is false or mislead-
ing in any material respect.

(r) The movement of a device, drug, or tobacco
product in violation of an order under section
334(g) of this title 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 350a(c) or 350a(e) of this title, the failure
to make the reports required by section 350a(f)(1)(B)
of this title, the failure to retain the records re-
quired by section 350a(b)(4) of this title, or the
failure to meet the requirements prescribed un-
der section 350a(f)(3) of this title.

(t) The importation of a drug in violation of
section 381(d)(1) of this title, 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 section 353(c) of this title, the sale,
purchase, or trade of a coupon, the offer to sell,
purchase, or trade such a coupon, or the counter-
feiting of such a coupon in violation of section
3563(c)(2) of this title, the distribution of a drug
sample in violation of section 353(d) of this title
or the failure to otherwise comply with the re-
quirements of section 353(d) of this title, the dis-
tribution of drugs in violation of section 353(e) of
this title, failure to comply with the requirements
under section 360eee-1 of this title, the failure to
comply with the requirements under section 360eee-3
of this title, as applicable, or the failure to other-
wise comply with the requirements of section 353(e)
of this title.

(u) The failure to comply with any requirements
of the provisions of, or any regulations or orders
of the Secretary, under section 360b(a)(4)(A),
360b(a)(4)(D), or 360b(a)(5) of this title.

(v) The introduction or delivery for introduction
into interstate commerce of a dietary supplement
that is unsafe under section 350b of this title.

(w) The making of a knowingly false state-
ment in any statement, certificate of analysis,
record, or report required or requested under
section 381(d)(3) of this title; the failure to sub-
mit a certificate of analysis as required under
such section; the failure to maintain records or
to submit records or reports as required by such
section; the release into interstate commerce of
any article or portion thereof imported into the
United States under such section or any fin-
ished product made from such article or por-
tion, except for export in accordance with sec-
tion 381(e) or 382 of this title, or with section
262(h) of title 42; 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 conform-
ity submitted under section 360d(c) of this title or
the failure or refusal to provide data or informa-
tion requested by the Secretary under paragraph
(3) of such section.

(y) In the case of a drug, device, or food—
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(1) the submission of a report or recommenda-
tion by a person accredited under section 360m
of this title that is false or misleading in any
material respect;

(2) the disclosure by a person accredited un-
der section 360m of this title of confidential
commercial information or any trade secret with-
out the express written consent of the person
who submitted such information or secret to
such person; or

(3) the receipt by a person accredited under
section 360m of this title of a bribe in any form
or the doing of any corrupt act by such person
associated with a responsibility delegated to such
person under this chapter.

(z) Omitted.

(aa) The importation of a prescription drug in
violation of section 384 of this title, the falsifica-
tion of any record required to be maintained or
provided to the Secretary under such section, or
any other violation of regulations under such sec-
tion.

(bb) The transfer of an article of food in viola-
tion of an order under section 334(h) of this title,
or the removal or alteration of any mark or label
required by the order to identify the article as de-
tained.

(cc) The importing or offering for import into
the United States of an article of food or a drug
by, with the assistance of, or at the direction of, a
person debarred from such activity under section
335a(b)(3) of this title.

(dd) The failure to register in accordance with
section 350d of this title.

(ee) The importing or offering for import into
the United States of an article of food in viola-
tion of the requirements under section 381(m) of
this title.

(ff) The importing or offering for import into
the United States of a drug or device with re-
spect to which there is a failure to comply with
a request of the Secretary to submit to the Sec-
retary a statement under section 381(0) of this
title.

(gg) The knowing failure to comply with para-
graph (7)(E) of section 374(g) of this title; 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 failure 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 per-
son engaged in the transportation of food to com-
ply with the sanitary transportation practices pre-
scribed by the Secretary under section 350e of
this title.

(ii) The falsification of a report of a serious ad-
verse event submitted to a responsible person (as
defined under section 379aa or 379aa—1 of this title)
or the falsification of a serious adverse event re-
port (as defined under section 379aa or 379aa-1 of
this titl