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[Currency: This publication is a compilation of the text of Public Law 91-513. It was
last amended by the public law listed in the As Amended Through note above and
below at the bottom of each page of the pdf version and reflects current law
through the date of the enactment of the public law listed at https:/
www.govinfo.gov/app/collection/comps/1

[Note: While this publication does not represent an official version of any Federal
statute, substantial efforts have been made to ensure the accuracy of its contents.
The official version of Federal law is found in the United States Statutes at Large
and in the United States Code. The legal effect to be given to the Statutes at
Large and the United States Code is established by statute (1 U.S.C. 112, 204).]1
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TITLE II—CONTROL AND ENFORCEMENT 10
PART A—SHORT TITLE; FINDINGS AND DECLARATION; DEFINITIONS

SHORT TITLE

SEC. 100. [21 U.S.C. 801 note] This title may be cited as the
“Controlled Substances Act”.

FINDINGS AND DECLARATIONS

SEc. 101. [21 U.S.C. 8011 The Congress makes the following
findings and declarations:

(1) Many of the drugs included within this title have a useful
and legitimate medical purpose and are necessary to maintain the
health and general welfare of the American people.

(2) The illegal importation, manufacture, distribution, and pos-
session and improper use of controlled substances have a substan-
tial and detrimental effect on the health and general welfare of the
American people.

(3) A major portion of the traffic in controlled substances flows
through interstate and foreign commerce. Incidents of the traffic
which are not an integral part of the interstate or foreign flow,
such as manufacture, local distribution, and possession, nonethe-
less have a substantial and direct effect upon interstate commerce
because—

(A) after manufacture, many controlled substances are
transported in interstate commerce,

(B) controlled substances distributed locally usually have
been transported in interstate commerce immediately before
their distribution, and

(C) controlled substances, possessed commonly flow
through interstate commerce immediately prior to such posses-
sion.

(4) Local distribution and possession of controlled substances
contribute to swelling the interstate traffic in such substances.

(5) Controlled substances manufactured and distributed intra-
state cannot be differentiated from controlled substances manufac-
tured and distributed interstate. Thus, it is not feasible to distin-
guish, in terms of controls, between controlled substances manufac-
tured and distributed interstate and controlled substances manu-
factured and distributed intrastate.

10 Section 4 of the Comprehensive Drug Abuse Prevention and Control Act of 1970 (42 U.S.C.
290bb—2a) provides as follows: “The Secretary of Health, Education, and Welfare, after consulta-
tion with the Attorney General and with national organizations representative of persons with
knowledge and experience in the treatment of narcotic addicts, shall determine the appropriate
methods of professional practice in the medical treatment of the narcotic addiction of various
classes of narcotic addicts, and shall report thereon from time to time to the Congress.”.

Section 602 of Public Law 89-793 (42 U.S.C. 3402) provides as follows: “The Surgeon General
and the Attorney General are authorized to give representatives of States and local subdivisions
thereof the benefit of their experience in the care, treatment, and rehabilitation of narcotic ad-
dicts so that each State may be encouraged to provide adequate facilities and personnel for the
care and treatment of narcotic addicts in its jurisdiction.”. Reorganization Plan No. 3 of 1966
transferred all statutory powers and functions of the Surgeon General, and other officers of the
Public Health Service, to the Secretary of Health, Education, and Welfare.

Section 509(b) of the Department of Education Organization Act (20 U.S.C. 3508(b)) provides
that references to the Secretary of Health, Education, and Welfare shall be deemed to refer to
the Secretary of Health and Human Services.
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(6) Federal control of the intrastate incidents of the traffic in
controlled substances is essential to the effective control of the
interstate incidents of such traffic.

(7) The United States is a party to the Single Convention on
Narcotic Drugs, 1961, and other international conventions designed
to establish effective control over international and domestic traffic
in controlled substances.

DEFINITIONS

SeEcC. 102. [21 U.S.C. 8021 As used in this title:

(1) The term “addict” means any individual who habitually
uses any narcotic drug so as to endanger the public morals, health,
safety, or welfare, or who is so far addicted to the use of narcotic
drugs as to have lost the power of self-control with reference to his
addiction.

(2) The term “administer” refers to the direct application of a
]coontrolled substance to the body of a patient or research subject

y_
(A) a practitioner (or, in his presence, by his authorized
agent), or
(B) the patient or research subject at the direction and in
the presence of the practitioner,
whether such application be by injection, inhalation, ingestion, or
any other means.

(3) The term “agent” means an authorized person who acts on
behalf of or at the direction of a manufacturer, distributor, or dis-
penser; except that such term does not include a common or con-
tract carrier, public warehouseman, or employee of the carrier or
warehouseman, when acting in the usual and lawful course of the
carrier’s or warehouseman’s business.

(4) The term “Drug Enforcement Administration” means the
Drug Enforcement Administration in the Department of Justice.

(5) The term “control” means to add a drug or other substance,
or immediate precursor, to a schedule under part B of this title,
whether by transfer from another schedule or otherwise.

(6) The term “controlled substance” means a drug or other sub-
stance, or immediate precursor, included in schedule I, II, III, IV,
or V of part B of this title. The term does not include distilled spir-
its, wine, malt beverages, or tobacco, as those terms are defined or
used in subtitle E of the Internal Revenue Code of 1954.

(7) The term “counterfeit substance” means a controlled sub-
stance which, or the container or labeling of which, without author-
ization, bears the trademark, trade name, or other identifying
mark, imprint, number, or device, or any likeness thereof, of a
manufacturer, distributor, or dispenser other than the person or
persons who in fact manufactured, distributed, or dispensed such
substance and which thereby falsely purports or is represented to
be the product of, or to have been distributed by, such other manu-
facturer, distributor, or dispenser.

(8) The terms “deliver” or “delivery” mean the actual, construc-
tive, or attempted transfer of a controlled substance or a listed
chemical, whether or not there exists an agency relationship.

(9) The term “depressant or stimulant substance” means—
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(A) a drug which contains any quantity of barbituric acid
or any of the salts of barbituric acid; or

(B) a drug which contains any quantity of (i) amphetamine
or any of its optical isomers; (ii) any salt of amphetamine or
any salt of an optical isomer of amphetamine; or (iii) any sub-
stance which the Attorney General, after investigation, has
found to be, and by regulation designated as, habit forming be-
cause of its stimulant effect on the central nervous system; or

(C) lysergic acid diethylamide; or

(D) any drug which contains any quantity of a substance
which the Attorney General, after investigation, has found to
have, and by regulation designated as having, a potential for
abuse because of its depressant or stimulant effect on the cen-
tral nervous system or its hallucinogenic effect.

(10) The term “dispense” means to deliver a controlled sub-
stance to an ultimate user or research subject by, or pursuant to
the lawful order of, a practitioner, including the prescribing and
administering of a controlled substance and the packaging, label-
ing, or compounding necessary to prepare the substance for such
delivery. The term “dispenser” means a practitioner who so delivers
a controlled substance to an ultimate user or research subject.

(11) The term “distribute” means to deliver (other than by ad-
ministering or dispensing) a controlled substance or a listed chem-
ical. The term “distributor” means a person who so delivers a con-
trolled substance or a listed chemical.

(12) The term “drug” has the meaning given that term by sec-
tion 201(g)(1) of the Federal Food, Drug, and Cosmetic Act.

(13) The term “felony” means any Federal or State offense clas-
sified by applicable Federal or State law as a felony.

(14) The term “isomer” means the optical isomer, except as
used in schedule I(c) and schedule II(a)(4). As used in schedule I(c),
the term “isomer” means any optical, positional, or geometric iso-
mer. As used in schedule II(a)(4), the term “isomer” means any op-
tical or geometric isomer.

(15) The term “manufacture” means the production, prepara-
tion, propagation, compounding, or processing of a drug or other
substance, either directly or indirectly or by extraction from sub-
stances of natural origin, or independently by means of chemical
synthesis or by a combination of extraction and chemical synthesis,
and includes any packaging or repackaging of such substance or la-
beling or relabeling of its container; except that such term does not
include the preparation, compounding, packaging, or labeling of a
drug or other substance in conformity with applicable State or local
law by a practitioner as an incident to his administration or dis-
pensing of such drug or substance in the course of his professional
practice. The term “manufacturer” means a person who manufac-
tures a drug or other substance.

(16)(A) Subject to subparagraph (B), the terms “marihuana”
and “marijuana” mean all parts of the plant Cannabis sativa L.,
whether growing or not; the seeds thereof; the resin extracted from
any part of such plant; and every compound, manufacture, salt, de-
rivative, mixture, or preparation of such plant, its seeds or resin.

(B) The terms “marihuana” and “marijuana” do not include—
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(i) hemp, as defined in section 297A of the Agricultural
Marketing Act of 1946; or

(i) the mature stalks of such plant, fiber produced from
such stalks, oil or cake made from the seeds of such plant, any
other compound, manufacture, salt, derivative, mixture, or
preparation of such mature stalks (except the resin extracted
therefrom), fiber, oil, or cake, or the sterilized seed of such
plant which is incapable of germination.

(17) The term “narcotic drug” means any of the following
whether produced directly or indirectly by extraction from sub-
stances of vegetable origin, or independently by means of chemical
s}{nthesis, or by a combination of extraction and chemical syn-
thesis:

(A) Opium, opiates, derivatives of opium and opiates, in-
cluding their isomers, esters, whenever the existence of such
isomers, esters, ethers, and salts is possible within the specific
chemical designation. Such term does not include the
isoquinoline alkaloids of opium.

(B) Poppy straw and concentrate of poppy straw.

(C) Coca leaves, except coca leaves and extracts of coca
leaves from which cocaine, ecgonine, and derivatives of ecgo-
nine or their salts have been removed.

(D) Cocaine, its salts, optical and geometric isomers, and
salts of isomers.

(E) Ecgonine, its derivatives, their salts, isomers, and salts
of isomers.

(F) Any compound, mixture, or preparation which contains
any quantity of any of the substances referred to in subpara-
graphs (A) through (E).

(18) The term “opiate”or “opioid” means any drug or other sub-
stance having an addiction-forming or addiction-sustaining liability
similar to morphine or being capable of conversion into a drug hav-
ing such addiction-forming or addiction-sustaining liability.

(19) The term “opium poppy” means the plant of the species
Papaver somniferum L., except the seed thereof.

(20) The term “poppy straw” means all parts, except the seeds,
of the opium poppy, after mowing.

(21) The term “practitioner” means a physician, dentist, veteri-
narian, scientific investigator, pharmacy, hospital, or other person
licensed, registered, or otherwise permitted, by the United States
or the jurisdiction in which he practices or does research, to dis-
tribute, dispense, conduct research with respect to, administer, or
use in teaching or chemical analysis, a controlled substance in the
course of professional practice or research.

(22) The term “production” includes the manufacture, planting,
cultivation, growing, or harvesting of a controlled substance.

(23) The term “immediate precursor” means a substance—

(A) which the Attorney General has found to be and by
regulation designated as being the principal compound used, or
produced primarily for use, in the manufacture of a controlled
substance;

(B) which is an immediate chemical intermediary used or
likely to be used in the manufacture of such controlled sub-
stance; and
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(C) the control of which is necessary to prevent, curtail, or
limit the manufacture of such controlled substance.

(24) The term “Secretary”, unless the context otherwise indi-
cates, means the Secretary of Health and Human Services.

(25) The term “serious bodily injury” means bodily injury
which involves—

(A) a substantial risk of death;

(B) protracted and obvious disfigurement; or

(C) protracted loss or impairment of the function of a bod-
ily member, or organ, or mental faculty.

(26)11 The term “State” means a State of the United
States, the District of Columbia, and any commonwealth, terri-
tory, or possession of the United States.

(27) The term “ultimate user” means a person who has law-
fully obtained, and who possesses, a controlled substance for his
own use or for the use of a member of his household or for an ani-
mal owned by him or by a member of his household.

(28) The term “United States”, when used in a geographic
sense, means all places and waters, continental or insular, subject
to the jurisdiction of the United States.

(29) The term “maintenance treatment” means the dispensing,
for a period in excess of twenty-one days, of a narcotic drug in the
treatment of an individual for dependence upon heroin or other
morphine-like drugs.

(30) The term “detoxification treatment” means the dispensing,
for a period not in excess of one hundred and eighty days, of a nar-
cotic drug in decreasing doses to an individual in order to alleviate
adverse physiological or psychological effects incident to with-
drawal from the continuous or sustained use of a narcotic drug and
as a method of bringing the individual to a narcotic drug-free state
within such period.

(31) The term “Convention on Psychotropic Substances” means
the Convention on Psychotropic Substances signed at Vienna, Aus-
tria, on February 21, 1971; and the term “Single Convention on
Narcotic Drugs” means the Single Convention on Narcotic Drugs
signed at New York, New York, on March 30, 1961.

(32)(A) Except as provided in subparagraph (C), the term “con-
trolled substance analogue” means a substance—

(i) the chemical structure of which is substantially similar
to the chemical structure of a controlled substance in schedule
I or II;

(i1) which has a stimulant, depressant, or hallucinogenic
effect on the central nervous system that is substantially simi-
lar to or greater than the stimulant, depressant, or hallucino-
genic effect on the central nervous system of a controlled sub-
stance in schedule I or II; or

(iii) with respect to a particular person, which such person
represents or intends to have a stimulant, depressant, or hallu-
cinogenic effect on the central nervous system that is substan-
tially similar to or greater than the stimulant, depressant, or
hallucinogenic effect on the central nervous system of a con-
trolled substance in schedule I or II.

11Indentation so in law. See section 607(j)(1) of Public Law 104-294.
December 10, 2025 As Amended Through P.L. 119-44, Enacted December 1, 2025
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(B) The designation of gamma butyrolactone or any other
chemical as a listed chemical pursuant to paragraph (34) or (35)
does not preclude a finding pursuant to subparagraph (A) of this
paragraph that the chemical is a controlled substance analogue.

(C) Such term does not include—

(i) a controlled substance;

(i1) any substance for which there is an approved new drug
application;

(iii) with respect to a particular person any substance, if
an exemption is in effect for investigational use, for that per-
son, under section 505 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355) to the extent conduct with respect to such
substance is pursuant to such exemption; or

(iv) any substance to the extent not intended for human
consumption before such an exemption takes effect with re-
spect to that substance.

(33) The term “listed chemical” means any list I chemical or
any list II chemical.

(34) The term “list I chemical” means a chemical specified by
regulation to the Attorney General as a chemical that is used in
manufacturing a controlled substance in violation of this title and
is important to the manufacture of the controlled substances, and
such term includes (until otherwise specified by regulation of the
Attorney General, as considered appropriate by the Attorney Gen-
eral or upon petition to the Attorney General by any person) the
following:

(A) Anthranilic acid, its esters, and its salts.

(B) Benzyl cyanide.

(C) Ephedrine, its salts, optical isomers, and salts of opti-
cal isomers.

(D) Ergonovine and its salts.

(E) Ergotamine and its salts.

(F) N-Acetylanthranilic acid, its esters, and its salts.

(@) Norpseudoephedrine, its salts, optical isomers, and
salts of

(H) Phenylacetic acid, its esters, and its salts.

(I) Phenylpropanolamine, its salts, optical isomers, and
salts of optical isomers.

(J) Piperidine and its salts.

(K) Pseudoephedrine, its salts, optical isomers, and salts of
optical isomers.

(L) 3,4-Methylenedioxyphenyl-2-propanone.

(M) Methylamine.

(N) Ethylamine.

(O) Propionic anhydride.

(P) Isosafrole. 12

(Q) Safrole.

(R) Piperonal.

(S) N-Methylephedrine. 13

(T) N-methylpseudoephedrine.

(U) Hydriodic acid. 13

12Indentation so in law. See section 209 of Public Law 104-237.
13 Indentation so in law. See section 209 of Public Law 104-237.
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(V) Benzaldehyde.

(W) Nitroethane.

(X) Gamma butyrolactone.

(Y) Any salt, optical isomer, or salt of an optical isomer of
the chemicals listed in subparagraphs (M) through (U) of this
paragraph.

(35) The term “list IT chemical” means a chemical (other than
a list I chemical) specified by regulation of the Attorney General
as a chemical that is used in manufacturing a controlled substance
in violation of this title, and such term includes (until otherwise
specified by regulation of the Attorney General, as considered ap-
propriate by the Attorney General or upon petition to the Attorney
General by any person) the following chemicals:

(A) Acetic anhydride.

(B) Acetone.

(C) Benzyl chloride.

(D) Ethyl ether.

(F) 14 Potassium permanaganate.

(G) 2-Butanone (or Methyl Ethyl Ketone). 15
(H) Toluene.

(I) Iodine. 15

(J) Hydrochloric gas. 15

(86) The term “regular customer” means, with respect to a reg-
ulated person, a customer with whom the regulated person has an
established business relationship that is reported to the Attorney
General.

(87) The term “regular importer” means, with respect to a list-
ed chemical, a person that has an established record as an im-
poricer of that listed chemical that is reported to the Attorney Gen-
eral.

(38) The term “regulated person” means a person who manu-
factures, distributes, imports, or exports a listed chemical, a
tableting machine, or an encapsulating machine or who acts as a
broker or trader for an international transaction involving a listed
chemical, a tableting machine, or an encapsulating machine.

(39) The term “regulated transaction” means—

(A) a distribution, receipt, sale, importation, or exportation
of, or an international transaction involving shipment of, a list-
ed chemical, or if the Attorney General establishes a threshold
amount for a specific listed chemical, a threshold amount, in-
cluding a cumulative threshold amount for multiple trans-
actions (as determined by the Attorney General, in consulta-
tion with the chemical industry and taking into consideration
the quantities normally used for lawful purposes), of a listed
chemical, except that such term does not include—

(i) a domestic lawful distribution in the usual course
of business between agents or employees of a single regu-
lated person;

(i1) a delivery of a listed chemical to or by a common
or contract carrier for carriage in the lawful and usual
course of the business of the common or contract carrier,

14 Subparagraph (E) was repealed by section 2301(b) of Public Law 101-647 (104 Stat. 4858).
15Indentation so in law. See sections 204(a) and 209 of Public Law 104-237.
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or to or by a warehouseman for storage in the lawful and
usual course of the business of the warehouseman, except
that if the carriage or storage is in connection with the dis-
tribution, importation, or exportation of a listed chemical
to a third person, this clause does not relieve a distributor,
importer, or exporter from compliance with section 310;

(iii) any category of transaction or any category of
transaction for a specific listed chemical or chemicals spec-
ified by regulation of the Attorney General as excluded
from this definition as unnecessary for enforcement of this
title or title III;

(iv) any transaction in a listed chemical that is con-
tained in a drug that may be marketed or distributed law-
fully in the United States under the Federal Food, Drug,
and Cosmetic Act, subject to clause (v), unless—

(I) the Attorney General has determined under
section 204 that the drug or group of drugs is being

diverted to obtain the listed chemical for use in the il-

licit production of a controlled substance; and

(II) the quantity of the listed chemical contained
in the drug included in the transaction or multiple
transactions equals or exceeds the threshold estab-
lished for that chemical by the Attorney General,

(v) any transaction in a scheduled listed chemical
product that is a sale at retail by a regulated seller or a
distributor required to submit reports under section
310(b)(3); or

(vi) any transaction in a chemical mixture which the
Attorney General has by regulation designated as exempt
from the application of this title and title III based on a
finding that the mixture is formulated in such a way that
it cannot be easily used in the illicit production of a con-
trolled substance and that the listed chemical or chemicals
contained in the mixture cannot be readily recovered; and
(B) a distribution, importation, or exportation of a

tableting machine or encapsulating machine.

(40) The term “chemical mixture” means a combination of two
or more chemical substances, at least one of which is not a list I
chemical or a list IT chemical, except that such term does not in-
clude any combination of a list I chemical or a list II chemical with
another chemical that is present solely as an impurity.

(41)(A) The term “anabolic steroid” means any drug or hor-
monal substance, chemically and pharmacologically related to tes-
tosterone (other than estrogens, progestins, corticosteroids, and
dehydroepiandrosterone), and includes—

(i) androstanediol—

(I) 3B,17B-dihydroxy-5a-androstane; and

(II) 30,,17B-dihydroxy-50-androstane;

(i1) androstanedione (5a-androstan-3,17-dione);
(iii) androstenediol—

(I) 1-androstenediol (3B,17B-dihydroxy-5a-androst-1-
ene);

(II) 1-androstenediol (3c,17B-dihydroxy-5c-androst-1-
ene);

As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

Sec. 102  TITLES Il AND Il OF THE COMPREHENSIVE DRUG ABUSE... 12
(III)  4-androstenediol (3f,17B-dihydroxy-androst-4-
ene); and
(IV)  5-androstenediol (3f,17B-dihydroxy-androst-5-
ene);

(iv) androstenedione—
(I) 1-androstenedione ([5a]-androst-1-en-3,17-dione);
(IT) 4-androstenedione (androst-4-en-3,17-dione); and
(ITI) 5-androstenedione (androst-5-en-3,17-dione);
(\)/) bolasterone (7a,170-dimethyl-17B-hydroxyandrost-4-en-
3-one);
(vi) boldenone (17B-hydroxyandrost-1,4,-diene-3-one);
(vii) calusterone (7B,170-dimethyl-17B-hydroxyandrost-4-
en-3-one);
(viii) clostebol (4-chloro-17B3-hydroxyandrost-4-en-3-one);
(ix) dehydrochloromethyltestosterone (4-chloro-173-hy-
droxy-170-methyl-androst-1,4-dien-3-one);
(x) A 1-dihydrotestosterone (a.k.a. “l-testosterone”) (178-
hydroxy-50-androst-1-en-3-one);
(xi) 4-dihydrotestosterone (17B-hydroxy-androstan-3-one);
)(xii) drostanolone (17B-hydroxy-20-methyl-50-androstan-3-
one);
(xiii) ethylestrenol (17a-ethyl-17B-hydroxyestr-4-ene);
(xiv) fluoxymesterone (9-fluoro-170-methyl-1183,17(-
dihydroxyandrost-4-en-3-one);
(xv) formebolone (2-formyl-170-methyl-11c,17(-
dihydroxyandrost-1,4-dien-3-one);
(xvi) furazabol (17ca-methyl-178-hydroxyandrostano[2,3-c]-
furazan);
(xvii) 13B-ethyl-17B-hydroxygon-4-en-3-one;
(xviii) 4-hydroxytestosterone (4,17B-dihydroxy-androst-4-
en-3-one);
(xix) 4-hydroxy-19-nortestosterone (4,17B-dihydroxy-estr-4-
en-3-one);
)(xx) mestanolone (17o-methyl-17p-hydroxy-5c-androstan-3-
one);
(xxi) mesterolone (lo-methyl-17B-hydroxy-[50]-androstan-
3-one);
(xxii) methandienone (17a-methyl-17B-hydroxyandrost-1,4-
dien-3-one);
)(xxiii) methandriol (170-methyl-33,17B-dihydroxyandrost-5-
ene);
(xxiv) methenolone (1-methyl-17B-hydroxy-5a-androst-1-en-
3-one);
(xxv) 170-methyl-3B, 17B-dihydroxy-5ca-androstane;
(xxvi) 170-methyl-30,17B-dihydroxy-50-androstane;
(xxvii) 170-methyl-33,17B-dihydroxyandrost-4-ene.
(xxviii) 170-methyl-4-hydroxynandrolone (17ca-methyl-4-hy-
droxy-17B-hydroxyestr-4-en-3-one);
(xxix) methyldienolone (170-methyl-17B-hydroxyestra-
4,9(10)-dien-3-one);
(xxx) methyltrienolone (170-methyl-17B-hydroxyestra-4,9-
11-trien-3-one);
(xxx1i) methyltestosterone (17c0-methyl-17B-hydroxyandrost-
4-en-3-one);
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(xxxii) mibolerone (70,170-dimethyl-17B-hydroxyestr-4-en-
3-one);

(xxxiii) 17o-methyl-Al-dihydrotestosterone (17B-hydroxy-
170-methyl-50-androst-1-en-3-one) (a.k.a. “17-o-methyl-1-tes-
tosterone”);

(xxxiv) nandrolone (173-hydroxyestr-4-en-3-one);

(xxxv) norandrostenediol—

(I) 19-nor-4-androstenediol (33, 17B-dihydroxyestr-4-
ene);
(II) 19-nor-4-androstenediol (3o, 17B-dihydroxyestr-4-
ene);
(III) 19-nor-5-androstenediol (3B, 17B-dihydroxyestr-5-
ene); and
(IV) 19-nor-5-androstenediol (3o, 17B-dihydroxyestr-5-
ene);

(xxxvi) norandrostenedione—

(I)  19-nor-4-androstenedione (estr-4-en-3,17-dione);
and
(IT) 19-nor-5-androstenedione (estr-5-en-3,17-dione;

(xxxvii) norbolethone (13B,17a-diethyl-17B-hydroxygon-4-
en-3-one);

(xxxviii) norclostebol (4-chloro-17B-hydroxyestr-4-en-3-one);

(xxxix) norethandrolone (17c-ethyl-17B-hydroxyestr-4-en-3-
one);

(x1) normethandrolone (170-methyl-17B-hydroxyestr-4-en-3-
one);
(xli)  oxandrolone (17ca-methyl-178-hydroxy-2-oxa-[50]-

androstan-3-one);

(xlii) oxymesterone (170-methyl-4,17p3-dihydroxyandrost-4-
en-3-one);

(xliii) oxymetholone (170-methyl-2-hydroxymethylene-17f3-
hydroxy-[5a]-androstan-3-one);

(xliv) stanozolol (170-methyl-17B-hydroxy-[50]-androst-2-
eno[3,2-c]-pyrazole);

(xlv) stenbolone (17B-hydroxy-2-methyl-[50]-androst-1-en-3-
one);

(xlvi) testolactone (13-hydroxy-3-oxo0-13,17-secoandrosta-
1,4-dien-17-o0ic acid lactone);

(xlvii) testosterone (17B-hydroxyandrost-4-en-3-one);

(xlviii) tetrahydrogestrinone (13B,170-diethyl-178-
hydroxygon-4,9,11-trien-3-one);

(xlix) trenbolone (17B-hydroxyestr-4,9,11-trien-3-one);

(1) 5a-Androstan-3,6,17-trione;

(11) 6-bromo-androstan-3,17-dione;

(1ii) 6-bromo-androsta-1,4-diene-3,17-dione;

(liii) 4-chloro-170-methyl-androsta-1,4-diene-3,173-diol;

(liv) 4-chloro-170-methyl-androst-4-ene-383,178-diol;

(Iv) 4-chloro-17a-methyl-178-hydroxy-androst-4-en-3-one;

(Ivi) 4-chloro-17o-methyl-17p-hydroxy-androst-4-ene-3,11-
dione;

(Ivii) 4-chloro-170-methyl-androsta-1,4-diene-3,173-diol;

(Iviii) 20,170-dimethyl-17B-hydroxy-5a-androstan-3-one;

(lix) 20,170-dimethyl-17p-hydroxy-5B-androstan-3-one;

(Ix) 20,30-epithio-170-methyl-50-androstan-17p-ol;
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(Ixi) [3,2-c]-furazan-50-androstan-17-ol;

(Ixii) 3B-hydroxy-estra-4,9,11-trien-17-one;

(Ixiii) 170-methyl-androst-2-ene-3,173-diol;

(Ixiv) 17o-methyl-androsta-1,4-diene-3,173-diol;

(Ixv) Estra-4,9,11-triene-3,17-dione;

(Ixvi) 18a-Homo-3-hydroxy-estra-2,5(10)-dien-17-one;

(Ixvii) 6a-Methyl-androst-4-ene-3,17-dione;

(Ixviii) 170-Methyl-androstan-3-hydroxyimine-17f3-ol;

(Ixix) 170-Methyl-5a-androstan-173-ol;

(Ixx) 17B-Hydroxy-androstano[2,3-dlisoxazole;

(Ixxi) 17B-Hydroxy-androstano[3,2-clisoxazole;

(Ixxii) 4-Hydroxy-androst-4-ene-3,17-dione[3,2-c]pyrazole-
5a-androstan-17p3-ol;

(Ixxiii) [3,2-c]pyrazole-androst-4-en-173-ol;

(Ixxiv) [3,2-clpyrazole-50-androstan-173-ol; and

(Ixxv) any salt, ester, or ether of a drug or substance de-
scribed in this paragraph.

The substances excluded under this subparagraph may at any time
be scheduled by the Attorney General in accordance with the au-
thority and requirements of subsections (a) through (c) of section
201.

(B)(1) Except as provided in clause (ii), such term does not
include an anabolic steroid which is expressly intended for ad-
ministration through implants to cattle or other nonhuman
species and which has been approved by the Secretary of
Health and Human Services for such administration.

(ii) If any person prescribes, dispenses, or distributes such
steroid for human use, such person shall be considered to have
prescribed, dispensed, or distributed an anabolic steroid within
the meaning of subparagraph (A).

(C)d) Subject to clause (i1), a drug or hormonal substance
(other than  estrogens, progestins, corticosteroids, and
dehydroepiandrosterone) that is not listed in subparagraph (A) and
is derived from, or has a chemical structure substantially similar
to, 1 or more anabolic steroids listed in subparagraph (A) shall be
considered to be an anabolic steroid for purposes of this Act if—

(I) the drug or substance has been created or manufac-
tured with the intent of producing a drug or other substance
that either—

(aa) promotes muscle growth; or

(bb) otherwise causes a pharmacological effect similar
to that of testosterone; or
(IT) the drug or substance has been, or is intended to be,

marketed or otherwise promoted in any manner suggesting

that consuming it will promote muscle growth or any other
pharmacological effect similar to that of testosterone.

(i1) A substance shall not be considered to be a drug or hor-
monal substance for purposes of this subparagraph if it—

I is—

(aa) an herb or other botanical,

(bb) a concentrate, metabolite, or extract of, or a con-
stituent isolated directly from, an herb or other botanical,
or
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(cc) a combination of 2 or more substances described
in item (aa) or (bb);
(II) is a dietary ingredient for purposes of the Federal

Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.); and

(IIT) is not anabolic or androgenic.

(iii) In accordance with section 515(a), any person claiming the
benefit of an exemption or exception under clause (ii) shall bear the
burden of going forward with the evidence with respect to such ex-
emption or exception.

(42) The term “international transaction” means a transaction
involving the shipment of a listed chemical across an international
border (other than a United States border) in which a broker or
trader located in the United States participates.

(43) The terms “broker” and “trader” mean a person that as-
sists in arranging an international transaction in a listed chemical

(A) negotiating contracts;

(B) serving as an agent or intermediary; or

(C) bringing together a buyer and seller, a buyer and
transporter, or a seller and transporter.

(44) 16 The term “felony drug offense” means an offense that is
punishable by imprisonment for more than one year under any law
of the United States or of a State or foreign country that prohibits
or restricts conduct relating to narcotic drugs, marihuana, anabolic
steroids, or depressant or stimulant substances.

(45)(A) The term “scheduled listed chemical product” means,
subject to subparagraph (B), a product that—

(i) contains ephedrine, pseudoephedrine, or phenyl-
propanolamine; and
(i1) may be marketed or distributed lawfully in the United

States under the Federal, Food, Drug, and Cosmetic Act as a

nonprescription drug.

Each reference in clause (i) to ephedrine, pseudoephedrine, or
phenylpropanolamine includes each of the salts, optical isomers,
and salts of optical isomers of such chemical.

(B) Such term does not include a product described in subpara-
graph (A) if the product contains a chemical specified in such sub-
paragraph that the Attorney General has under section 201(a)
added to any of the schedules under section 202(c). In the absence
of such scheduling by the Attorney General, a chemical specified in
such subparagraph may not be considered to be a controlled sub-
stance.

(46) The term “regulated seller” means a retail distributor (in-
cluding a pharmacy or a mobile retail vendor), except that such
term does not include an employee or agent of such distributor.

(4'7) The term “mobile retail vendor” means a person or entity
that makes sales at retail from a stand that is intended to be tem-
porary, or is capable of being moved from one location to another,
whether the stand is located within or on the premises of a fixed
facility (such as a kiosk at a shopping center or an airport) or

16 Paragraph (44) as shown above reflects the amendment made by subsection (a)(2) of section
2 of Public Law 108-358 (118 Stat. 1663). Subsection (d) of such section provides that “the
amendments made by this section shall take effect 90 days after the date of enactment of this
Act”. Such Public Law was enacted October 22, 2004.
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whether the stand is located on unimproved real estate (such as a
lot or field leased for retail purposes).

(48) The term “at retail”, with respect to the sale or purchase
of a scheduled listed chemical product, means a sale or purchase
for personal use, respectively.

(49)(A)17 The term “retail distributor” means a grocery
store, general merchandise store, drug store, or other entity or
person whose activities as a distributor relating to ephedrine,
pseudoephedrine, or phenylpropanolamine products are limited
almost exclusively to sales for personal use, both in number of
sales and volume of sales, either directly to walk-in customers
or in face-to-face transactions by direct sales.

(B) For purposes of this paragraph, entities are defined by
reference to the Standard Industrial Classification (SIC) code,
as follows:

(i) A grocery store is an entity within SIC code 5411.

(i1) A general merchandise store is an entity within
SIC codes 5300 through 5399 and 5499.

(ii1) A drug store is an entity within SIC code 5912.

(50) The term “Internet” means collectively the myriad of com-
puter and telecommunications facilities, including equipment and
operating software, which comprise the interconnected worldwide
network of networks that employ the Transmission Control Pro-
tocol/Internet Protocol, or any predecessor or successor protocol to
su((ih protocol, to communicate information of all kinds by wire or
radio.

(51) The term “deliver, distribute, or dispense by means of the
Internet” refers, respectively, to any delivery, distribution, or dis-
pensing of a controlled substance that is caused or facilitated by
means of the Internet.

(52) The term “online pharmacy”—

(A) means a person, entity, or Internet site, whether in the
United States or abroad, that knowingly or intentionally deliv-
ers, distributes, or dispenses, or offers or attempts to deliver,
distribute, or dispense, a controlled substance by means of the
Internet; and

(B) does not include—

(i) manufacturers or distributors registered under sub-
section (a), (b), (e), or (f) of section 303 who do not dispense
controlled substances to an unregistered individual or enti-
ty;

(ii) nonpharmacy practitioners who are registered
under section 303(g) and whose activities are authorized
by that registration;

(iii) any hospital or other medical facility that is oper-
ated by an agency of the United States (including the
Armed Forces), provided such hospital or other facility is
registered under section 303(g);

(iv) a health care facility owned or operated by an In-
dian tribe or tribal organization, only to the extent such fa-
cility is carrying out a contract or compact under the In-
dian Self-Determination and Education Assistance Act;

17Indentation so in law. See section 401(b)(4) of Public Law 104-237.
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(v) any agent or employee of any hospital or facility re-
ferred to in clause (iii) or (iv), provided such agent or em-
ployee is lawfully acting in the usual course of business or
employment, and within the scope of the official duties of
such agent or employee, with such hospital or facility, and,
with respect to agents or employees of health care facilities
specified in clause (iv), only to the extent such individuals
are furnishing services pursuant to the contracts or com-
pacts described in such clause;

(vi) mere advertisements that do not attempt to facili-
tate an actual transaction involving a controlled substance;

(vii) a person, entity, or Internet site that is not in the
United States and does not facilitate the delivery, distribu-
tion, or dispensing of a controlled substance by means of
the Internet to any person in the United States;

(viii) a pharmacy registered under section 303(g)
whose dispensing of controlled substances via the Internet
consists solely of—

(I) refilling prescriptions for controlled substances

in schedule III, IV, or V, as defined in paragraph (55);

or

(II) filling new prescriptions for controlled sub-
stances in schedule III, IV, or V, as defined in para-
graph (56); or

(ix) any other persons for whom the Attorney General
and the Secretary have jointly, by regulation, found it to
be consistent with effective controls against diversion and
otherwise consistent with the public health and safety to
exempt from the definition of an “online pharmacy”.

(53) The term “homepage” means the opening or main page or
screen of the website of an online pharmacy that is viewable on the
Internet.

(54) The term “practice of telemedicine” means, for purposes of
this title, the practice of medicine in accordance with applicable
Federal and State laws by a practitioner (other than a pharmacist)
who is at a location remote from the patient and is communicating
with the patient, or health care professional who is treating the pa-
tient, using a telecommunications system referred to in section
1834(m) of the Social Security Act, which practice—

(A) is being conducted—

(i) while the patient is being treated by, and physically
located in, a hospital or clinic registered under section
303(g); and

(i1) by a practitioner—

(I) acting in the usual course of professional prac-
tice;
(IT) acting in accordance with applicable State
law; and
(III) registered under section 303(g) in the State
in which the patient is located, unless the practi-
tioner—
(aa) is exempted from such registration in all
States under section 302(d); or
(bb) is—
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(AA) an employee or contractor of the De-
partment of Veterans Affairs who is acting in
the scope of such employment or contract; and

(BB) registered under section 303(g) in
any State or is utilizing the registration of a
hospital or clinic operated by the Department
of Veterans Affairs registered under section
303(g);

(B) is being conducted while the patient is being treated
by, and in the physical presence of, a practitioner—

(i) acting in the usual course of professional practice;

(ii) acting in accordance with applicable State law; and

(iii) registered under section 303(g) in the State in
which the patient is located, unless the practitioner—

(I) is exempted from such registration in all States
under section 302(d); or

(II) is—

(aa) an employee or contractor of the Depart-
ment of Veterans Affairs who is acting in the
scope of such employment or contract; and

(bb) registered under section 303(g) in any
State or is using the registration of a hospital or
clinic operated by the Department of Veterans Af-
fairs registered under section 303(g);

(C) is being conducted by a practitioner—

(i) who is an employee or contractor of the Indian

Health Service, or is working for an Indian tribe or tribal

organization under its contract or compact with the Indian

Health Service under the Indian Self-Determination and

Education Assistance Act;

(i) acting within the scope of the employment, con-
tract, or compact described in clause (i); and

(iii) who is designated as an Internet Eligible Con-
trolled Substances Provider by the Secretary under section

311(g)(2);

(D)) is being conducted during a public health emergency
declared by the Secretary under section 319 of the Public
Health Service Act; and

(ii) involves patients located in such areas, and such con-
trolled substances, as the Secretary, with the concurrence of
the Attorney General, designates, provided that such designa-
tion shall not be subject to the procedures prescribed by sub-
chapter II of chapter 5 of title 5, United States Code;

(E) is being conducted by a practitioner who has obtained
from the Attorney General a special registration under section
311(h);

(F) is being conducted—

(i) in a medical emergency situation—

(I) that prevents the patient from being in the
physical presence of a practitioner registered under
section 303(g) who is an employee or contractor of the
Veterans Health Administration acting in the usual
course of business and employment and within the
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scope of the official duties or contract of that employee
or contractor;

(IT) that prevents the patient from being phys-
ically present at a hospital or clinic operated by the
Department of Veterans Affairs registered under sec-
tion 303(g);

(ITT) during which the primary care practitioner of
the patient or a practitioner otherwise practicing tele-
medicine within the meaning of this paragraph is un-
able to provide care or consultation; and

(IV) that requires immediate intervention by a
health care practitioner using controlled substances to
prevent what the practitioner reasonably believes in
good faith will be imminent and serious clinical con-
sequences, such as further injury or death; and
(ii) by a practitioner that—

(I) is an employee or contractor of the Veterans
Health Administration acting within the scope of that
employment or contract;

(II) is registered under section 303(g) in any State
or is utilizing the registration of a hospital or clinic op-
erated by the Department of Veterans Affairs reg-
istered under section 303(g); and

(ITI) issues a controlled substance prescription in
this emergency context that is limited to a maximum
of a 5-day supply which may not be extended or re-
filled; or

(G) is being conducted under any other circumstances that
the Attorney General and the Secretary have jointly, by regula-
tion, determined to be consistent with effective controls against
di\fr‘ersion and otherwise consistent with the public health and
safety.

(55) The term “refilling prescriptions for controlled substances
in schedule III, IV, or V'—

(A) means the dispensing of a controlled substance in
schedule III, IV, or V in accordance with refill instructions
issued by a practitioner as part of a valid prescription that
meets the requirements of subsections (b) and (c) of section
309, as appropriate; and

(B) does not include the issuance of a new prescription to
an individual for a controlled substance that individual was
previously prescribed.

(56) The term “filling new prescriptions for controlled sub-
stances in schedule III, IV, or V” means filling a prescription for
a%n individual for a controlled substance in schedule III, IV, or V,
1 e—

(A) the pharmacy dispensing that prescription has pre-
viously dispensed to the patient a controlled substance other
than by means of the Internet and pursuant to the valid pre-
scription of a practitioner that meets the applicable require-
ments of subsections (b) and (c) of section 309 (in this para-
graph referred to as the “original prescription”);

(B) the pharmacy contacts the practitioner who issued the
original prescription at the request of that individual to deter-
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mine whether the practitioner will authorize the issuance of a
new prescription for that individual for the controlled sub-
stance described in subparagraph (A); and
(C) the practitioner, acting in the usual course of profes-
sional practice, determines there is a legitimate medical pur-
pose for the issuance of the new prescription.
d(57) The term “suspicious order” may include, but is not lim-
ited to—
(A) an order of a controlled substance of unusual size;
(B) an order of a controlled substance deviating sub-
stantially from a normal pattern; and
(C) orders of controlled substances of unusual fre-
quency.
(58) The term “serious drug felony” means an offense described
in section 924(e)(2) of title 18, United States Code, for which—
(A) the offender served a term of imprisonment of
more than 12 months; and
(B) the offender’s release from any term of imprison-
ment was within 15 years of the commencement of the in-
stant offense.
(59) The term “serious violent felony” means—
(A) an offense described in section 3559(c)(2) of title
18, United States Code, for which the offender served a
term of imprisonment of more than 12 months; and
(B) any offense that would be a felony violation of sec-
tion 113 of title 18, United States Code, if the offense were
committed in the special maritime and territorial jurisdic-
tion of the United States, for which the offender served a
term of imprisonment of more than 12 months.
(60) The term “fentanyl-related substance” has the meaning
given the term in subsection (e)(2) of schedule I of section 202(c).

PART B—AUTHORITY TO CONTROL; STANDARDS AND SCHEDULES

AUTHORITY AND CRITERIA FOR CLASSIFICATION OF SUBSTANCES

SEc. 201. [21 U.S.C. 811] (a) The Attorney General shall
apply the provisions of this title to the controlled substances listed
in the schedules established by section 202 of this title and to any
other drug or other substance added to such schedules under this
title. Except as provided in subsections (d) and (e), the Attorney
General may by rule—

(1) add to such a schedule or transfer between such sched-
ules any drug or other substance if he—
(A) finds that such drug or other substance has a po-
tential for abuse, and
(B) makes with respect to such drug or other sub-
stance the findings prescribed by subsection (b) of section
202 for the schedule in which such drug is to be placed;
or
(2) remove any drug or other substance from the schedules
if he finds that the drug or other substance does not meet the
requirements for inclusion in any schedule.
Rules of the Attorney General under this subsection shall be made
on the record after opportunity for a hearing pursuant to the rule-
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making procedures prescribed by subchapter II of chapter 5 of title
5 of the United States Code. Proceedings for the issuance, amend-
ment, or repeal of such rules may be initiated by the Attorney Gen-
eral (1) on his own motion, (2) at the request of the Secretary, or
(3) on the petition of any interested party.

(b) The Attorney General shall, before initiating proceedings
under subsection (a) to control a drug or other substance or to re-
move a drug or other substance entirely from the schedules, and
after gathering the necessary data, request from the Secretary a
scientific and medical evaluation, and his recommendations, as to
whether such drug or other substance should be so controlled or re-
moved as a controlled substance. In making such evaluation and
recommendations, the Secretary shall consider the factors listed in
paragraphs (2), (3), (6), (7), and (8) of subsection (c) and any sci-
entific or medical considerations involved in paragraphs (1), (4),
and (5) of such subsection. The recommendations of the Secretary
shall include recommendations with respect to the appropriate
schedule, if any, under which such drug or other substance should
be listed. The evaluation and the recommendations of the Secretary
shall be made in writing and submitted to the Attorney General
within a reasonable time. The recommendations of the Secretary to
the Attorney General shall be binding on the Attorney General as
to such scientific and medical matters, and if the Secretary rec-
ommends that a drug or other substance not be controlled, the At-
torney General shall not control the drug or other substance. If the
Attorney General determines that these facts and all other relevant
data constitute substantial evidence of potential for abuse such as
to warrant control or substantial evidence that the drug or other
substance should be removed entirely from the schedules, he shall
initiate proceedings for control or removal, as the case may be,
under subsection (a).

(¢) In making any finding under subsection (a) of this section
or under subsection (b) of section 202, the Attorney General shall
consider the following factors with respect to each drug or other
substance proposed to be controlled or removed from the schedules:

(1) Its actual or relative potential for abuse.

(2) Scientific evidence of its pharmacological effect, if
known.

(3) The state of current scientific knowledge regarding the
drug or other substance.

(4) Its history and current pattern of abuse.

(5) The scope, duration, and significance of abuse.

(6) What, if any, risk there is to the public health.

(7) Its psychic or physiological dependence liability.

(8) Whether the substance is an immediate precursor of a
substance already controlled under this title.

(d)(1) If control is required by United States obligations under
international treaties, conventions, or protocols in effect on the ef-
fective date of this part, the Attorney General shall issue an order
controlling such drug under the schedule he deems most appro-
priate to carry out such obligations, without regard to the findings
required by subsection (a) of this section or section 202(b) and with-
out regard to the procedures prescribed by subsections (a) and (b)
of this section.
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(2)18 (A) Whenever the Secretary of State receives notification
from the Secretary-General of the United Nations that information
has been transmitted by or to the World Health Organization, pur-
suant to article 2 of the Convention on Psychotropic Substances,
which may justify adding a drug or other substance to one of the
schedules of the Convention, transferring a drug or substance from
one schedule to another, or deleting it from the schedules, the Sec-
retary of State shall immediately transmit the notice to the Sec-
retary of Health, Education, and Welfare who shall publish it in
the Federal Register and provide opportunity to interested persons
to submit to him comments respecting the scientific and medical
evaluations which he is to prepare respecting such drug or sub-
stance. The Secretary of Health, Education, and Welfare shall pre-
pare for transmission through the Secretary of State to the World
Health Organization such medical and scientific evaluations as
may be appropriate regarding the possible action that could be pro-
posed by the World Health Organization respecting the drug or
substance with respect to which a notice was transmitted under
this subparagraph.

(B) Whenever the Secretary of State receives information that
the Commission on Narcotic Drugs of the United Nations proposes
to decide whether to add a drug or other substance to one of the
schedules of the Convention, transfer a drug or substance from one
schedule to another, or delete it from the schedules, the Secretary
of State shall transmit timely notice to the Secretary of Health,
Education, and Welfare of such information who shall publish a
summary of such information in the Federal Register and provide
opportunity to interested persons to submit to him comments re-
specting the recommendation which he is to furnish, pursuant to
this subparagraph, respecting such proposal. The Secretary of
Health, Education, and Welfare shall evaluate the proposal and
furnish a recommendation to the Secretary of State which shall be
binding on the representative of the United States in discussions
and negotiations relating to the proposal.

(3)19 When the United States receives notification of a sched-
uling decision pursuant to article 2 of the Convention on Psycho-
tropic Substances that a drug or other substance has been added
or transferred to a schedule specified in the notification or receives
notification (referred to in this subsection as a “schedule notice”)
that existing legal controls applicable under this title to a drug or
substance and the controls required by the Federal Food, Drug, and
Cosmetic Act do not meet the requirements of the schedule of the
Convention in which such drug or substance has been placed, the
Secretary of Health, Education, and Welfare, after consultation
with the Attorney General, shall first determine whether existing
legal controls under this title applicable to the drug or substance
and the controls required by the Federal Food, Drug, and Cosmetic
Act, meet the requirements of the schedule specified in the notifica-
tion or schedule notice and shall take the following action:

18 Paragraphs (2) through (5) take effect on the date the Convention on Psychotropic Sub-
stances, signed at Vienna, Austria on February 21, 1971, enters into force in respect to the
United States. See section 112 of Public Law 95-633. The Convention entered into force in re-
spect to the United States on July 15, 1980.

19 See footnote for paragraph (2).
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(A) If such requirements are met by such existing controls
but the Secretary of Health, Education, and Welfare nonethe-
less believes that more stringent controls should be applied to
the drug or substance, the Secretary shall recommend to the
Attorney General that he initiate proceedings for scheduling
the drug or substance, pursuant to subsections (a) and (b) of
this section, to apply to such controls.

(B) If such requirements are not met by such existing con-
trols and the Secretary of Health, Education, and Welfare con-
curs in the scheduling decision or schedule notice transmitted
by the notification, the Secretary shall recommend to the At-
torney General that he initiate proceedings for scheduling the
drug or substance under the appropriate schedule pursuant to
subsections (a) and (b) of this section.

(C) If such requirements are not met by such existing con-
trols and the Secretary of Health, Education, and Welfare does
not concur in the scheduling decision or schedule notice trans-
mitted by the notification, the Secretary shall—

(i) if he deems that additional controls are necessary
to protect the public health and safety, recommend to the
Attorney General that he initiate proceedings for sched-
uling the drug or substance pursuant to subsections (a)
and (b) of this section, to apply such additional controls;

(i1) request the Secretary of State to transmit a notice
of qualified acceptance, within the period specified in the
Convention, pursuant to paragraph 7 of article 2 of the
Convention, to the Secretary-General of the United Na-
tions;

(ii1) request the Secretary of State to transmit a notice
of qualified acceptance as prescribed in clause (ii) and re-
quest the Secretary of State to ask for a review by the Eco-
nomic and Social Council of the United Nations, in accord-
ance with paragraph 8 of article 2 of the Convention, of
the scheduling decision; or

(iv) in the case of a schedule notice, request the Sec-
retary of State to take appropriate action under the Con-
vention to initiate proceedings to remove the drug or sub-
stance from the schedules under the Convention or to
transfer the drug or substance to a schedule under the
Convention different from the one specified in the schedule
notice.

(4)(A)20 If the Attorney General determines, after consultation
with the Secretary of Health, Education, and Welfare, that pro-
ceedings initiated under recommendations made under para-
graph 21 (B) or (C)(i) of paragraph (3) will not be completed within
the time period required by paragraph 7 of article 2 of the Conven-
tion, the Attorney General, after consultation with the Secretary
and after providing interested persons opportunity to submit com-
ments respecting the requirements of the temporary order to be
issued under this sentence, shall issue a temporary order control-
ling the drug or substance under schedule IV or V, whichever is

20 See footnote for paragraph (2).
21S0 in law. Probably should be “subparagraph”.
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most appropriate to carry out the minimum United States obliga-
tions under paragraph 7 of article 2 of the Convention. As a part
of such order, the Attorney General shall, after consultation with
the Secretary, except such drug or substance from the application
of any provision of part C of this title which he finds is not re-
quired to carry out the United States obligations under paragraph
7 of article 2 of the Convention. In the case of proceedings initiated
under subparagraph (B) of paragraph (3), the Attorney General,
concurrently with the issuance of such order, shall request the Sec-
retary of State to transmit a notice of qualified acceptance to the
Secretary-General of the United Nations pursuant to paragraph 7
of article 2 of the Convention. A temporary order issued under this
subparagraph controlling a drug or other substance subject to pro-
ceedings initiated under subsections (a) and (b) of this section shall
expire upon the effective date of the application to the drug or sub-
stance of the controls resulting from such proceedings.

(B) After a notice of qualified acceptance of a scheduling deci-
sion with respect to a drug or other substance is transmitted to the
Secretary-General of the United Nations in accordance with clause
(i1) or (iii) of paragraph (3)(C) or after a request has been made
under clause (iv) of such paragraph with respect to a drug or sub-
stance described in a schedule notice, the Attorney General, after
consultation with the Secretary of Health, Education, and Welfare
and after providing interested persons opportunity to submit com-
ments respecting the requirements of the order to be issued under
this sentence, shall issue an order controlling the drug or substance
under schedule IV or V, whichever is most appropriate to carry out
the minimum United States obligations under paragraph 7 of arti-
cle 2 of the Convention in the case of a drug or substance for which
a notice of qualified acceptance was transmitted or whichever the
Attorney General determines is appropriate in the case of a drug
or substance described in a schedule notice. As a part of such
order, the Attorney General shall, after consultation with the Sec-
retary, except such drug or substance from the application of any
provision of part C of this title which he finds is not required to
carry out the United States obligations under paragraph 7 of arti-
cle 2 of the Convention. If, as a result of a review under paragraph
8 of article 2 of the Convention of the scheduling decision with re-
spect to which a notice of qualified acceptance was transmitted in
accordance with clause (ii) or (iii) of paragraph (3)(C)—

(1) the decision is reversed, and
(i1) the drug or substance subject to such decision is not re-
quired to be controlled under schedule IV or V to carry out the
minimum United States obligations under paragraph 7 of arti-
cle 2 of the Convention,
the order issued under this subparagraph with respect to such drug
or substance shall expire upon receipt by the United States of the
review decision. If, as a result of action taken pursuant to action
initiated under a request transmitted under clause (iv) of para-
graph (3)(C), the drug or substance with respect to which such ac-
tion was taken is not required to be controlled under schedule IV
or V, the order issued under this paragraph with respect to such
drug or substance shall expire upon receipt by the United States
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of a notice of the action taken with respect to such drug or sub-
stance under the Convention.

(C) An order issued under subparagraph (A) or (B) may be
issued without regard to the findings required by subsection (a) of
this section or by section 202(b) and without regard to the proce-
dures prescribed by subsection (a) or (b) of this section.

(5) Nothing in the amendments made by the Psychotropic Sub-
stances Act of 1978 or the regulations or orders promulgated there-
under shall be construed to preclude requests by the Secretary of
Health, Education, and Welfare or the Attorney General through
the Secretary of State, pursuant to article 2 or other applicable pro-
visions of the Convention, for review of scheduling decisions under
such Convention, based on new or additional information.

(e) The Attorney General may, without regard to the findings
required by subsection (a) of this section or section 202(b) and with-
out regard to the procedures prescribed by subsections (a) and (b)
of this section, place an immediate precursor in the same schedule
in which the controlled substance of which it is an immediate pre-
cursor is placed or in any other schedule with a higher numerical
designation. If the Attorney General designates a substance as an
immediate precursor and places it in a schedule, other substances
shall not be placed in a schedule solely because they are its precur-
sors.

(f) If, at the time a new-drug application is submitted to the
Secretary for any drug having a stimulant, depressant, or hallu-
cinogenic effect on the central nervous system, it appears that such
drug has an abuse potential, such information shall be forwarded
by the Secretary to the Attorney General.

(g)(1) The Attorney General shall by regulation exclude any
nonnarcotic drug which contains a controlled substance from the
application of titles II and III of the Comprehensive Drug Abuse
Prevention and Control Act (21 U.S.C. 802 et seq.)22 if such drug
may, under the Federal Food, Drug, and Cosmetic Act, be lawfully
sold over the counter without a prescription.

(2) Dextromethorphan shall not be deemed to be included in
any schedule by reason of enactment of this title unless controlled
after the date of such enactment pursuant to the foregoing provi-
sions of this section.

(3) The Attorney General may, by regulation, exempt any com-
pound, mixture, or preparation containing a controlled substance
from the application of all or any part of this title if he finds such
compound, mixture, or preparation meets the requirements of one
of the following categories:

(A) A mixture, or preparation containing a nonnarcotic
controlled substance, which mixture or preparation is approved
for prescription use, and which contains one or more other ac-
tive ingredients which are not listed in any schedule and which

2250 in law. See section 2(b)(1) of Public Law 108-358 (118 Stat. 1663). Probably should be
“this title and title III of this Act”. Section 201 above is part of title II of the Comprehensive
Drug Abuse Prevention and Control Act of 1970 (21 U.S.C. 201 et seq.). That Act contains a
title III, which relates to imports and exports of controlled substances. (Title II of the Act has
a separate short title, the “Controlled Substances Act”. Title III of the Act also has a separate
short title, the “Controlled Substances Import and Export Act”.)
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are included there in such combinations, quantity, proportion,

or concentration as to vitiate the potential for abuse.

(B) A compound, mixture, or preparation which contains
any controlled substance, which is not for administration to a
human being or animal, and which is packaged in such form
or concentration, or with adulterants or denaturants, so that as
pﬁckaged it does not present any significant potential for
abuse.

(C) Upon the recommendation of the Secretary of Health
and Human Services, a compound, mixture, or preparation
which contains any anabolic steroid, which is intended for ad-
ministration to a human being or an animal, and which, be-
cause of its concentration, preparation, formulation or delivery
system, does not present any significant potential for abuse.
(h)(1) If the Attorney General finds that the scheduling of a

substance in schedule I on a temporary basis is necessary to avoid
an imminent hazard to the public safety, he may, by order and
without regard to the requirements of subsection (b) relating to the
Secretary of Health and Human Services, schedule such substance
in schedule I if the substance is not listed in any other schedule
in section 202 or if no exemption or approval is in effect for the
substance under section 505 of the Federal Food, Drug, and Cos-
metic Act. Such an order may not be issued before the expiration
of thirty days from—

(A) the date of the publication by the Attorney General of
a notice in the Federal Register of the intention to issue such
ord(lier and the grounds upon which such order is to be issued,
an

(B) the date the Attorney General has transmitted the no-
tice required by paragraph (4).

(2) The scheduling of a substance under this subsection shall
expire at the end of 2 years from the date of the issuance of the
order scheduling such substance, except that the Attorney General
may, during the pendency of proceedings under subsection (a)(1)
with respect to the substance, extend the temporary scheduling for
up to 1 year.

(3) When issuing an order under paragraph (1), the Attorney
General shall be required to consider, with respect to the finding
of an imminent hazard to the public safety, only those factors set
forth in paragraphs (4), (5), and (6) of subsection (c), including ac-
tual abuse, diversion from legitimate channels, and clandestine im-
portation, manufacture, or distribution.

(4) The Attorney General shall transmit notice of an order pro-
posed to be issued under paragraph (1) to the Secretary of Health
and Human Services. In issuing an order under paragraph (1), the
Attorney General shall take into consideration any comments sub-
mitted by the Secretary in response to a notice transmitted pursu-
ant to this paragraph.

(5) An order issued under paragraph (1) with respect to a sub-
stance shall be vacated upon the conclusion of a subsequent rule-
making proceeding initiated under subsection (a) with respect to
such substance.

(6) An order issued under paragraph (1) is not subject to judi-
cial review.
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(i) TEMPORARY AND PERMANENT SCHEDULING OF RECENTLY
EMERGED ANABOLIC STEROIDS.—

(1) The Attorney General may issue a temporary order
adding a drug or other substance to the definition of anabolic
steroids if the Attorney General finds that—

(A) the drug or other substance satisfies the criteria
for being considered an anabolic steroid under section

102(41) but is not listed in that section or by regulation of

the Attorney General as being an anabolic steroid; and

(B) adding such drug or other substance to the defini-
tion of anabolic steroids will assist in preventing abuse or
misuse of the drug or other substance.

(2) An order issued under paragraph (1) shall not take ef-
fect until 30 days after the date of the publication by the Attor-
ney General of a notice in the Federal Register of the intention
to issue such order and the grounds upon which such order is
to be issued. The order shall expire not later than 24 months
after the date it becomes effective, except that the Attorney
General may, during the pendency of proceedings under para-
graph (6), extend the temporary scheduling order for up to 6
months.

(3) The Attorney General shall transmit notice of an order
proposed to be issued under paragraph (1) to the Secretary of
Health and Human Services. In issuing an order under para-
graph (1), the Attorney General shall take into consideration
any comments submitted by the Secretary in response to a no-
tice transmitted pursuant to this paragraph.

(4) A temporary scheduling order issued under paragraph
(1) shall be vacated upon the issuance of a permanent sched-
uling order under paragraph (6).

(5) An order issued under paragraph (1) is not subject to
judicial review.

(6) The Attorney General may, by rule, issue a permanent
order adding a drug or other substance to the definition of ana-
bolic steroids if such drug or other substance satisfies the cri-
teria for being considered an anabolic steroid under section
102(41). Such rulemaking may be commenced simultaneously
with the issuance of the temporary order issued under para-
graph (1).

()(1) With respect to a drug referred to in subsection (f), if the
Secretary of Health and Human Services recommends that the At-
torney General control the drug in schedule II, III, IV, or V pursu-
ant to subsections (a) and (b), the Attorney General shall, not later
than 90 days after the date described in paragraph (2), issue an in-
terim final rule controlling the drug in accordance with such sub-
sections and section 202(b) using the procedures described in para-
graph (3).

(2) The date described in this paragraph shall be the later of—

(A) the date on which the Attorney General receives the
scientific and medical evaluation and the scheduling rec-
ommendation from the Secretary of Health and Human Serv-
ices in accordance with subsection (b); or

(B) the date on which the Attorney General receives notifi-
cation from the Secretary of Health and Human Services that
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the Secretary has approved an application under section

505(c), 512, or 571 of the Federal Food, Drug, and Cosmetic

Act or section 351(a) of the Public Health Service Act, or in-

dexed a drug under section 572 of the Federal Food, Drug, and

Cosmetic Act, with respect to the drug described in paragraph

(1).

(3) A rule issued by the Attorney General under paragraph (1)
shall become immediately effective as an interim final rule without
requiring the Attorney General to demonstrate good cause therefor.
The interim final rule shall give interested persons the opportunity
to comment and to request a hearing. After the conclusion of such
proceedings, the Attorney General shall issue a final rule in accord-
ance with the scheduling criteria of subsections (b), (¢), and (d) of
this section and section 202(b).

SCHEDULES OF CONTROLLED SUBSTANCES

SEc. 202. [21 U.S.C. 812] (a) There are established five sched-
ules of controlled substances, to be known as schedules I, II, III,
IV, and V. Such schedules shall initially consist of the substances
listed in this section. The schedules established by this section
shall be updated and republished on a semiannual basis during the
two-year period beginning one year after the date of enactment of
this title and shall be updated and republished on an annual basis
thereafter.

(b) Except where control is required by United States obliga-
tions under an international treaty, convention, or protocol, in ef-
fect on the effective date of this part, and except in the case of an
immediate precursor, a drug or other substance may not be placed
in any schedule unless the findings required for such schedule are
made with respect to such drug or other substance. The findings
required for each of the schedules are as follows:

(1) SCHEDULE I.—

(A) The drug or other substance has a high potential for
abuse.

(B) The drug or other substance has no currently accepted
medical use in treatment in the United States.

(C) There is a lack of accepted safety for use of the drug
or other substance under medical supervision.

(2) SCHEDULE II.—

(A) The drug or other substance has a high potential for
abuse.

(B) The drug or other substance has a currently accepted
medical use in treatment in the United States or a currently
accepted medical use with severe restrictions.

(C) Abuse of the drug or other substances may lead to se-
vere psychological or physical dependence.

(3) SCHEDULE III.—

(A) The drug or other substance has a potential for abuse
less than the drugs or other substances in schedules I and II.

(B) The drug or other substance has a currently accepted
medical use in treatment in the United States.
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(C) Abuse of the drug or other substance may lead to mod-
erate or low physical dependence or high psychological depend-
ence.

(4) SCHEDULE IV.—

(A) The drug or other substance has a low potential for
abuse relative to the drugs or other substances in schedule III.

(B) The drug or other substance has a currently accepted
medical use in treatment in the United States.

(C) Abuse of the drug or other substance may lead to lim-
ited physical dependence or psychological dependence relative
to the drugs or other substances in schedule III.

(5) SCHEDULE V.—

(A) The drug or other substance has a low potential for
abuse relative to the drugs or other substances in schedule IV.

(B) The drug or other substance has a currently accepted
medical use in treatment in the United States.

(C) Abuse of the drug or other substance may lead to lim-
ited physical dependence or psychological dependence relative
to the drugs or other substances in schedule IV.

(¢)23 Schedules I, II, III, IV, and V shall, unless and until
amended pursuant to section 201, consist of the following drugs or
other substances, by whatever official name, common or usual
name, chemical name, or brand name designated:

SCHEDULE I (A) UNLESS SPECIFICALLY EXCEPTED OR UNLESS LISTED
IN ANOTHER SCHEDULE, ANY OF THE FOLLOWING OPIATES, INCLUD-
ING THEIR ISOMERS, ESTERS, ETHERS, SALTS, AND SALTS OF ISO-
MERS, ESTERS, AND ETHERS, WHENEVER THE EXISTENCE OF SUCH
ISOMERS, ESTERS, ETHERS, AND SALTS IS POSSIBLE WITHIN THE
SPECIFIC CHEMICAL DESIGNATION:

(1) Acetylmethadol.

(2) Allylprodine.

(3) Alphacetylmathadol. 24
(4) Alphameprodine.

(5) Alphamethadol.

(6) Benzethidine.

(7) Betacetylmethadol.
(8) Betameprodine.

(9) Betamethadol.

(10) Betaprodine.

(11) Clonitazene.

(12) Dextromoramide.
(13) Dextrorphan.

(14) Diampromide.

(15) Diethylthiambutene.
(16) Dimenoxadol.

(17) Dimepheptanol.

23 For current placement of substances in the schedules, see part 1308 of title 21, Code of Fed-
eral Regulations. Note that the schedules as they appear in section 202 may not show all con-
trolled substances, and in some cases a substance may actually be on a different schedule than
shown in section 202. This is because the Attorney General has rulemaking authority under sec-
tion 201(a) to add substances to the schedules, to transfer substances from one schedule to an-
other, and to remove substances from the schedules.

24 S0 in law. Probably should be “Alphacetylmethadol.”
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(18) Dimethylthiambutene.
(19) Dioxaphetyl butyrate.
(20) Dipipanone.

(21) Ethylmethylthiambutene.
(22) Etonitazene.

(23) Etoxeridine.

(24) Furethidine.

(25) Hydroxypethidine.
(26) Ketobemidone.

(27) Levomoramide.

(28) Levophenacylmorphan.
(29) Morpheridine.

(30) Noracymethadol.

(31) Norlevorphanol.

(32) Normethadone.

(33) Norpipanone.

(34) Phenadoxone.

(35) Phenampromide.

(36) Phenomorphan.

(37) Phenoperidine.

(38) Piritramide.

(39) Proheptazine.

(40) Properidine.

(41) Racemoramide.

(42) Trimeperidine.

(b) Unless specifically excepted or unless listed in another
schedule, any of the following opium derivatives, their salts, iso-
mers, and salts of isomers whenever the existence of such salts,
isomers, and salts of isomers is possible within the specific chem-
ical designation:

(1) Acetorphine.

(2) Acetyldihydrocodeine.
(3) Benzylmorphine.

(4) Codeine methylbromide.
(5) Codeine-N-Oxide.

(6) Cyprenorphine.

(7) Desomorphine.

(8) Dihydromorphine.

(9) Etorphine.

(10) Heroin.

(11) Hydromorphinol.

(12) Methyldesorphine.

(13) Methylhydromorphine.
(14) Morphine methylbromide.
(15) Morphine methylsulfonate.
(16) Morphine-N-Oxide.
(17) Myrophine.

(18) Nicocodeine.

(19) Nicomorphine.

(20) Normorphine.

(21) Pholcodine.

(22) Thebacon.

(¢) Unless specifically excepted or unless listed in another
schedule, any material, compound, mixture, or preparation, which
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contains any quantity of the following hallucinogenic substances, or
which contains any of their salts, isomers, and salts of isomers
whenever the existence of such salts, isomers, and salts of isomers
is possible within the specific chemical designation:

(1) 3,4-methylenedioxy amphetamine.

(2) 5-methoxy-3,4-methylenedioxy amphetamine.

(3) 3,4,5-trimethoxy amphetamine.

(4) Bufotenine.

(5) Diethyltryptamine.

(6) Dimethyltryptamine.

(7) 4-methyl-2,5-dimethoxy amphetamine.

(8) Ibogaine.

(9) Lysergic acid diethylamide.

(10) Marihuana.

(11) Mescaline.

(12) Peyote.

(13) N-ethyl-3-piperidyl benzilate.

(14) N-methyl-3-piperidyl benzilate.

(15) Psilocybin.

(16) Psilocyn.

am Tetrahydrocannabinols, except for
tetrahydrocannabinols in hemp (as defined under section 297A
of the Agricultural Marketing Act of 1946).

(18) 4-methylmethcathinone (Mephedrone).

(19) 3,4-methylenedioxypyrovalerone (MDPV).

(20) 2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E).

(21) 2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D).

(22) 2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C).

(23) 2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I).

(24) 2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C—
T-2).

(25) 2-[4-(Isopropylthio)-2,5-dimethoxyphenyllethanamine
(2C-T-4).

(26) 2-(2,5-Dimethoxyphenyl)ethanamine (2C-H).

(27) 2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N).

(28) 2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C—
P).

(d)(1) Unless specifically exempted or unless listed in another
schedule, any material, compound, mixture, or preparation which
contains any quantity of cannabimimetic agents, or which contains
their salts, isomers, and salts of isomers whenever the existence of
such salts, isomers, and salts of isomers is possible within the spe-
cific chemical designation.

(2) In paragraph (1):

(A) The term “cannabimimetic agents” means any sub-
stance that is a cannabinoid receptor type 1 (CB1 receptor)
agonist as demonstrated by binding studies and functional as-
says within any of the following structural classes:

(i) 2-(3-hydroxycyclohexyl)phenol with substitution at
the 5-position of the phenolic ring by alkyl or alkenyl,
whether or not substituted on the cyclohexyl ring to any
extent.

(i1) 3-(1-naphthoyl)indole or 3-(1-
naphthylmethane)indole by substitution at the nitrogen
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atom of the indole ring, whether or not further substituted
on the indole ring to any extent, whether or not sub-
stituted on the naphthoyl or naphthyl ring to any extent.

(ii1) 3-(1-naphthoyl)pyrrole by substitution at the nitro-
gen atom of the pyrrole ring, whether or not further sub-
stituted in the pyrrole ring to any extent, whether or not
substituted on the naphthoyl ring to any extent.

(iv) 1-(1-naphthylmethylene)indene by substitution of
the 3-position of the indene ring, whether or not further
substituted in the indene ring to any extent, whether or
not substituted on the naphthyl ring to any extent.

(v) 3-phenylacetylindole or 3-benzoylindole by substi-
tution at the nitrogen atom of the indole ring, whether or
not further substituted in the indole ring to any extent,
whether or not substituted on the phenyl ring to any ex-
tent.

(B) Such term includes—

(1) 5-(1,1-dimethylheptyl)-2-[(1R,3S)-3-
hydroxycyclohexyl][]-phenol (CP-47,497);

(ii) 5-(1,1- d1methy10cty1) 2-[(1R,35)-3-
hydroxycyclohexyl]-phenol (cannabicyclohexanol or CP-
47,497 C8-homolog);

(iii) 1-pentyl-3-(1-naphthoyl)indole (JWH-018 and
AMG678);

(iv) 1-butyl-3-(1-naphthoyl)indole (JWH-073);

(v) 1-hexyl-3-(1-naphthoyl)indole (JWH-019);

(vi) 1-[2-(4-morpholinyl)ethyl]-3-(1-naphthoyl)indole
(JWH-200);

(vii) 1-pentyl-3-(2-methoxyphenylacetyl)indole (JWH-
250);

)(Viii) 1-pentyl-3-[1-(4-methoxynaphthoyl)lindole (JWH-
081);

(ix) 1-pentyl-3-(4-methyl-1-naphthoyl)indole (JWH-
122);

(x) 1-pentyl-3-(4-chloro-1-naphthoyl)indole (JWH-398);

(xi) 1-(5-fluoropentyl)-3-(1-naphthoyl)indole (AM2201);

(x11) 1-(5-fluoropentyl)-3-(2-iodobenzoyl)indole
(AM694);

(xiii)  1-pentyl-3-[(4-methoxy)-benzoyllindole (SR-19
and RCS—4);

(xiv) 1-cyclohexylethyl-3-(2-

methoxyphenylacetyl)indole (SR-18 and RCS-8); and
)(xv) 1-pentyl-3-(2-chlorophenylacetyl)indole (JWH-
203).

(e)(1) Unless specifically exempted or unless listed in another
schedule, any material, compound, mixture, or preparation which
contains any quantity of a fentanyl-related substance, or which
contains the salts, isomers, and salts of isomers of a fentanyl-re-
lated substance whenever the existence of such salts, isomers, and
salts of isomers is possible within the specific chemical designation.

(2) For purposes of paragraph (1), except as provided in para-
graph (3), the term “fentanyl-related substance” means any sub-
stance that is structurally related to fentanyl by 1 or more of the
following modifications:
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(A) By replacement of the phenyl portion of the phenethyl
group by any monocycle, whether or not further substituted in
or on the monocycle.

(B) By substitution in or on the phenethyl group with
alkyl, alkenyl, alkoxyl, hydroxyl, halo, haloalkyl, amino, or
nitro groups.

(C) By substitution in or on the piperidine ring with alkyl,
alkenyl, alkoxyl, ester, ether, hydroxyl, halo, haloalkyl, amino,
or nitro groups.

(D) By replacement of the aniline ring with any aromatic
monocycle whether or not further substituted in or on the aro-
matic monocycle.

(E) By replacement of the N-propionyl group with another
acyl group.

(3) A substance that satisfies the definition of the term
“fentanyl-related substance” in paragraph (2) shall nonetheless not
be treated as a fentanyl-related substance subject to this schedule
if the substance—

(A) is controlled by action of the Attorney General under
section 201; or

(B) is otherwise expressly listed in a schedule other than
this schedule.

(4)(A) The Attorney General may by order publish in the Fed-
eral Register a list of substances that satisfy the definition of the
term “fentanyl-related substance” in paragraph (2).

(B) The absence of a substance from a list published under
subparagraph (A) does not negate the control status of the sub-
stance under this schedule if the substance satisfies the definition
of the term “fentanyl-related substance” in paragraph (2).

SCHEDULE 11

(a) Unless specifically excepted or unless listed in another
schedule, any of the following substances whether produced di-
rectly or indirectly by extraction from substances of vegetable ori-
gin, or independently by means of chemical synthesis, or by a com-
bination of extraction and chemical synthesis:

(1) Opium and opiate, and any salt, compound, derivative,
or preparation of opium or opiate.

(2) Any salt, compound, derivative, or preparation thereof
which is chemically equivalent or identical with any of the sub-
stances referred to in clause (1), except that these substances
shall not include the isoquinoline alkaloids of opium.

(3) Opium poppy and poppy straw.

(4) coca25 leaves, except coca leaves and extracts of coca
leaves from which cocaine, ecgonine, and derivatives of ecgo-
nine or their salts have been removed; cocaine, its salts, optical
and geometric isomers, and salts of isomers; ecgonine, its de-
rivatives, their salts, isomers, and salts of isomers; or any com-
pound, mixture, or preparation which contains any quantity of
any of the substances referred to in this paragraph.

(b) Unless specifically excepted or unless listed in another
schedule, any of the following opiates, including their isomers,

2550 in law. Probably should be “Coca”.
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esters, ethers, salts, and salts of isomers, esters and ethers, when-
ever the existence of such isomers, esters, ethers, and salts is pos-
sible within the specific chemical designation:

(1) Alphaprodine.

(2) Anileridine.

(3) Bezitramide.

(4) Dihydrocodeine.

(5) Diphenoxylate.

(6) Fentanyl.

(7) Isomethadone.

(8) Levomethorphan.

(9) Levorphanol.

(10) Metazocine.

(11) Methadone.

(12) Methadone-Intermediate, 4-cyano-2-dimethylamino-

4,4-diphenyl butane.
(13) Moramide-Intermediate, 2-methyl-3 morpholino-1,1-
diphenylpropane-carboxylic acid.
(14) Pethidine.
(15) Pethidine-Intermediate-A, 4-cyano-1-methyl-4-

phenylpiperidine.

(16) Pethidine-Intermediate-B, ethyl-4-phenylpiperidine-4-
carboxylate.

a7) Pethidine-Intermediate-C, 1-methyl-4-

phenylpiperidine-4-carboxylic acid.
(18) Phenazocine.
(19) Piminodine.
(20) Racemethorphan.
(21) Racemorphan.

(¢) Unless specifically excepted or unless listed in another
schedule, any injectable liquid which contains any quantity of
methamphetamine, including its salts, isomers, and salts of iso-
mers.

ScHEDULE III

(a)26 Unless specifically excepted or unless listed in another
schedule, any material, compound, mixture, or preparation which
contains any quantity of the following substances having a stimu-
lant effect on the central nervous system:

(1) Amphetamine, its salts, optical isomers, and salts of its
optical isomers.

(2) Phenmetrazine and its salts.

(3) Any substance (except an injectable liquid) which con-
tains any quantity of methamphetamine, including its salts,
isomers, and salts of isomers.

(4) Methylphenidate.

(b) Unless specifically excepted or unless listed in another
schedule, any material, compound, mixture, or preparation which
contains any quantity of the following substances having a depres-
sant effect on the central nervous system:

26 The substances referred to in schedule III(a) have been administratively moved to schedule
1L
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(1) Any substance which contains any quantity of a deriva-
tive of barbituric acid, or any salt of a derivative of barbituric
acid.

(2) Chorexadol.

(3) Glutethimide.

(4) Lysergic acid.

(5) Lysergic acid amide.

(6) Methyprylon.

(7) Phencyclidine.

(8) Sulfondiethylmethane.

(9) Sulfonethylmethane.

(10) Sulfonmethane.

(c) Nalorphine.

(d) Unless specifically excepted or unless listed in another
schedule, any material, compound, mixture, or preparation con-
taining limited quantities of any of the following narcotic drugs, or
any salts thereof:

(1) Not more than 1.8 grams of codeine per 100 milliliters
or not more than 90 milligrams per dosage unit, with an equal
or greater quantity of an isoquinoline alkaloid of opium.

(2) Not more than 1.8 grams of codeine per 100 milliliters
or not more than 90 milligrams per dosage unit, with one or
more active, nonnarcotic ingredients in recognized therapeutic
amounts.

(3) Not more than 300 milligrams of dihydrocodeinone per
100 milliliters or not more than 15 milligrams per dosage unit,
with a fourfold or greater quantity of an isoquinoline alkaloid
of opium.

(4) Not more than 300 milligrams of dihydrocodeinone per
100 milliliters or not more than 15 milligrams per dosage unit,
with one or more active, nonnarcotic ingredients in recognized
therapeutic amounts.

(5) Not more than 1.8 grams of dihydrocodeine per 100
milliliters or not more than 90 milligrams per dosage unit,
with one or more active, nonnarcotic ingredients in recognized
therapeutic amounts.

(6) Not more than 300 milligrams of ethylmorphine per
100 milliliters or not more than 15 milligrams per dosage unit,
with one or more active, nonnarcotic ingredients in recognized
therapeutic amounts.

(7) Not more than 500 milligrams of opium per 100 milli-
liters or per 100 grams, or not more than 25 milligrams per
dosage unit, with one or more active, nonnarcotic ingredients
in recognized therapeutic amounts.

(8) Not more than 50 milligrams of morphine per 100 mil-
liliters or per 100 grams with one or more active, nonnarcotic
ingredients in recognized therapeutic amounts.

(e) Anabolic steroids.

SCHEDULE IV

(1) Barbital.
(2) Chloral betaine.
(3) Chloral hydrate.
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(4) Ethchlorvynol.

(5) Ethinamate.

(6) Methohexital.

(7) Meprobamate.

(8) Methylphenobarbital.
(9) Paraldehyde.

(10) Petrichloral.

(11) Phenobarbital.

SCHEDULE V

Any compound, mixture, or preparation containing any of the
following limited quantities of narcotic drugs, which shall include
one or more nonnarcotic active medicinal ingredients in sufficient
proportion to confer upon the compound, mixture, or preparation
valuable medicinal qualities other than those possessed by the nar-
cotic drug alone:

(1) Not more than 200 milligrams of codeine per 100 milli-
liters or per 100 grams.
(2) Not more than 100 milligrams of dihydrocodeine per

100 milliliters or per 100 grams.

(3) Not more than 100 milligrams of ethylmorphine per

100 milliliters or per 100 grams.

(4) Not more than 2.5 milligrams of diphenoxylate and not
less than 25 micrograms of atropine sulfate per dosage unit.

(5) Not more than 100 milligrams of opium per 100 milli-
liters or per 100 grams.

TREATMENT OF CONTROLLED SUBSTANCE ANALOGUES

SEc. 203. [21 U.S.C. 813] (a) IN GENERAL.—A controlled sub-
stance analogue shall, to the extent intended for human consump-
tion, be treated, for the purposes of any Federal law as a controlled
substance in schedule 1.

(b) DETERMINATION.—In determining whether a controlled sub-
stance analogue was intended for human consumption under sub-
section (a), the following factors may be considered, along with any
other relevant factors:

(1) The marketing, advertising, and labeling of the sub-
stance.

(2) The known efficacy or usefulness of the substance for
the marketed, advertised, or labeled purpose.

(3) The difference between the price at which the sub-
stance is sold and the price at which the substance it is pur-
ported to be or advertised as is normally sold.

(4) The diversion of the substance from legitimate chan-
nels and the clandestine importation, manufacture, or distribu-
tion of the substance.

(5) Whether the defendant knew or should have known the
substance was intended to be consumed by injection, inhala-
tion, ingestion, or any other immediate means.

(6) Any controlled substance analogue that is manufac-
tured, formulated, sold, distributed, or marketed with the in-
tent to avoid the provisions of existing drug laws.
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(¢) LIMITATION.—For purposes of this section, evidence that a
substance was not marketed, advertised, or labeled for human con-
sumption, by itself, shall not be sufficient to establish that the sub-
stance was not intended for human consumption.

REMOVAL OF EXEMPTION OF CERTAIN DRUGS

SEc. 204. [21 U.S.C. 814] (a) REMOVAL OF EXEMPTION.—The
Attorney General shall by regulation remove from exemption under
section 102(39)(A)(iv) a drug or group of drugs that the Attorney
General finds is being diverted to obtain a listed chemical for use
in the illicit production of a controlled substance.

(b) FacTORS To BE CONSIDERED.—In removing a drug or group
of drugs from exemption under subsection (a), the Attorney General
shall consider, with respect to a drug or group of drugs that is pro-
posed to be removed from exemption—

(1) the scope, duration, and significance of the diversion,;

(2) whether the drug or group of drugs is formulated in
such a way that it cannot be easily used in the illicit produc-
tion of a controlled substance; and

(3) whether the listed chemical can be readily recovered
from the drug or group of drugs.

(c) SPECIFICITY OF DESIGNATION.—The Attorney General shall
limit the designation of a drug or a group of drugs removed from
exemption under subsection (a) to the most particularly identifiable
type of drug or group of drugs for which evidence of diversion exists
unless there is evidence, based on the pattern of diversion and
other relevant factors, that the diversion will not be limited to that
particular drug or group of drugs.

(d) REINSTATEMENT OF EXEMPTION WITH RESPECT TO PAR-
TICULAR DRUG PRODUCTS.—

(1) REINSTATEMENT.—On application by a manufacturer of
a particular drug product that has been removed from exemp-
tion under subsection (a), the Attorney General shall by regu-
lation reinstate the exemption with respect to that particular
drug product if the Attorney General determines that the par-
ticular drug product is manufactured and distributed in a man-
ner that prevents diversion.

(2) FACTORS TO BE CONSIDERED.—In deciding whether to
reinstate the exemption with respect to a particular drug prod-
uct under paragraph (1), the Attorney General shall consider—

(A) the package sizes and manner of packaging of the
drug product;

(B) the manner of distribution and advertising of the
drug product;

(C) evidence of diversion of the drug product;

(D) any actions taken by the manufacturer to prevent
diversion of the drug product; and

(E) such other factors as are relevant to and consistent
with the public health and safety, including the factors de-
scribed in subsection (b) as applied to the drug product.

(3) STATUS PENDING APPLICATION FOR REINSTATEMENT.—A
transaction involving a particular drug product that is the sub-
ject of a bona fide pending application for reinstatement of ex-
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emption filed with the Attorney General not later than 60 days
after a regulation removing the exemption is issued pursuant
to subsection (a) shall not be considered to be a regulated
transaction if the transaction occurs during the pendency of
the application and, if the Attorney General denies the applica-
tion, during the period of 60 days following the date on which
the Attorney General denies the application, unless—

(A) the Attorney General has evidence that, applying
the factors described in subsection (b) to the drug product,
the drug product is being diverted; and

(B) the Attorney General so notifies the applicant.

(4) AMENDMENT AND MODIFICATION.—A regulation rein-
stating an exemption under paragraph (1) may be modified or
revoked with respect to a particular drug product upon a find-
ing that—

(A) applying the factors described in subsection (b) to
the drug product, the drug product is being diverted; or

(B) there is a significant change in the data that led
to the issuance of the regulation.

PART C—REGISTRATION OF MANUFACTURERS, DISTRIBUTORS, AND
DISPENSERS OF CONTROLLED SUBSTANCES; PIPERIDINE REPORTING 27

RULES AND REGULATIONS

SeEc. 301. [21 U.S.C. 821] The Attorney General is authorized
to promulgate rules and regulations and to charge reasonable fees
relating to the registration and control of the manufacture, dis-
tribution, and dispensing of controlled substances and to listed
chemicals.

PERSONS REQUIRED TO REGISTER

SEc. 302. [21 U.S.C. 822] (a)(1) Every person who manufac-
tures or distributes any controlled substance or list I chemical, or
who proposes to engage in the manufacture or distribution of any
controlled substance or list I chemical, shall obtain annually a reg-
istration issued by the Attorney General in accordance with the
rules and regulations promulgated by him.

(2) Every person who dispenses, or who proposes to dispense,
any controlled substance, shall obtain from the Attorney General a
registration issued in accordance with the rules and regulations
promulgated by him. The Attorney General shall, by regulation, de-
termine the period of such registrations. In no event; however,

27 Prior to the enactment of Public Law 100-690, section 310 of this title concerned reporting
requirements regarding the distribution, sale, or import of piperidine. Section 6052 of such Pub-
lic Law (102 Stat. 4312) amended section 310 in its entirety, with the result that the section
now concerns reporting requirements related to listed chemicals, tableting machines, and encap-
sulating machines. Section 6054 of such Public Law (102 Stat. 4316) made amendments to the
definitions in section 102 of this title, including establishing definitions for the terms “listed
chemical” and “listed precursor chemical”. Piperidine and its salts were included as listed pre-
cursor chemicals.

Section 2(a) of Public Law 103-200 (107 Stat. 2333) made amendments to the definitions in
section 102 of this title, including replacing the term “listed precursor chemical” with the term
“list I chemical”. Piperidine and its salts are currently included as list I chemicals. See section
102(34)(J).

Section 2(a) of such Public Law also replaced the term “listed essential chemical” with the
term “list IT chemical”.
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shall such registrations be issued for less than one year nor for
more than three years.

(3)(A) Except as provided in subparagraph (C), the registration
of any registrant under this title to manufacture, distribute, or dis-
pense controlled substances or list I chemicals terminates if and
when such registrant—

(1) dies;

(i1) ceases legal existence;

(iii) discontinues business or professional practice; or

(iv) surrenders such registration.

(B) In the case of such a registrant who ceases legal existence
or discontinues business or professional practice, such registrant
shall promptly notify the Attorney General in writing of such fact.

(C) No registration under this title to manufacture, distribute,
or dispense controlled substances or list I chemicals, and no au-
thority conferred thereby, may be assigned or otherwise transferred
except upon such conditions as the Attorney General may specify
and then only pursuant to written consent. A registrant to whom
a registration is assigned or transferred pursuant to the preceding
sentence may not manufacture, distribute, or dispense controlled
substances or list I chemicals pursuant to such registration until
the Attorney General receives such written consent.

(D) In the case of a registrant under this title to manufacture,
distribute, or dispense controlled substances or list I chemicals de-
siring to discontinue business or professional practice altogether or
with respect to controlled substances and list I chemicals (without
assigning or transferring such business or professional practice to
another entity), such registrant shall return to the Attorney Gen-
eral for cancellation—

(i) the registrant’s certificate of registration;

(i1) any unexecuted order forms in the registrant’s posses-
sion; and

(iii) any other documentation that the Attorney General
may require.

(b) Persons registered by the Attorney General under this title
to manufacture, distribute, or dispense controlled substances or list
I chemicals are authorized to possess, manufacture, distribute, or
dispense such substances or chemicals (including any such activity
in the conduct of research) to the extent authorized by their reg-
istration and in conformity with the other provisions of this title.

(c) The following persons shall not be required to register and
may lawfully possess any controlled substance or list I chemical
under this title:

(1) An agent or employee of any registered manufacturer,
distributor, or dispenser of any controlled substance or list I
chemical if such agent or employee is acting in the usual
course of his business or employment.

(2) A common or contract carrier or warehouseman, or an
employee thereof, whose possession of the controlled substance
or list I chemical is in the usual course of his business or em-
ployment.

(3) An ultimate user who possesses such substance for a
purpose specified in section 102(27).
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(4) An agent or employee of a research institution that is
conducting research with a controlled substance if—

(A) the agent or employee is acting within the scope
of the professional practice of the agent or employee;

(B) another agent or employee of the institution is reg-
istered to conduct research with a controlled substance in
the same schedule;

(C) the researcher who is so registered—

(1) informs the Attorney General of the name, po-
sition title, and employing institution of the agent or
employee who is not separately registered;

(i1) authorizes that agent or employee to perform
research under the registration of the registered re-
searcher; and

(iii) affirms that any act taken by that agent or
employee involving a controlled substance shall be at-
tributable to the registered researcher, as if the re-
searcher had directly committed the act, for purposes
of any proceeding under section 304(a) to suspend or
re\aoke the registration of the registered researcher;
an
(D) the Attorney General does not, within 30 days of

receiving the information, authorization, and affirmation
described in subparagraph (C), refuse, for a reason listed
in section 304(a), to allow the agent or employee to possess
the substance without a separate registration.

(d) The Attorney General may, by regulation, waive the re-
quirement for registration of certain manufacturers, distributors, or
dispensers if he finds it consistent with the public health and safe-
ty.

(e)(1) A separate registration shall be required at each prin-
cipal place of business or professional practice where the applicant
manufactures, distributes, or dispenses controlled substances or list
I chemicals.

(2) Notwithstanding paragraph (1), a registrant who is a vet-
erinarian shall not be required to have a separate registration in
order to transport and dispense controlled substances in the usual
course of veterinary practice at a site other than the registrant’s
registered principal place of business or professional practice, so
long as the site of transporting and dispensing is located in a State
where the veterinarian is licensed to practice veterinary medicine
and is not a principal place of business or professional practice.

(3) Notwithstanding paragraph (1), a registrant that is dis-
pensing pursuant to section 303(h) narcotic drugs to individuals for
maintenance treatment or detoxification treatment shall not be re-
quired to have a separate registration to incorporate one or more
mobile medication units into the registrant’s practice to dispense
such narcotics at locations other than the registrant’s principal
place of business or professional practice described in paragraph
(1), so long as the registrant meets such standards for operation of
a mobile medication unit as the Attorney General may establish.

(4)(A) Notwithstanding paragraph (1), a person registered to
conduct research with a controlled substance under section 303(g)
may conduct the research under a single registration if—
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(i) the research occurs exclusively on sites all of which
are—
(I) within the same city or county; and
(IT) under the control of the same institution, organi-
zation, or agency; and
(i1) before commencing the research, the researcher notifies
the Attorney General of each site where—
(I) the research will be conducted; or
((111) the controlled substance will be stored or adminis-
tered.

(B) A site described in subparagraph (A) shall be included in
a registration described in that subparagraph only if the researcher
has notified the Attorney General of the site—

(i) in the application for the registration; or
(i1) before the research is conducted, or before the con-
trolled substance is stored or administered, at the site.

(C) The Attorney General may, in consultation with the Sec-
retary, issue regulations addressing, with respect to research sites
described in subparagraph (A)—

(i) the manner in which controlled substances may be de-
livered to the research sites;

(ii) the storage and security of controlled substances at the
research sites;

(i1i) the maintenance of records for the research sites; and

(iv) any other matters necessary to ensure effective con-
trols against diversion at the research sites.

(f)(1) The Attorney General is authorized to inspect the estab-
lishment of a registrant or applicant for registration in accordance
with the rules and regulations promulgated by him.

(2)(A) If a person is registered to conduct research with a con-
trolled substance and applies for a registration, or for a modifica-
tion of a registration, to conduct research with a second controlled
substance that is in the same schedule as the first controlled sub-
stance, or is in a schedule with a higher numerical designation
than the schedule of the first controlled substance, a new inspec-
tion 1()1y the Attorney General of the registered location is not re-
quired.

(B) Nothing in subparagraph (A) shall prohibit the Attorney
General from conducting an inspection that the Attorney General
determines necessary to ensure that a registrant maintains effec-
tive controls against diversion.

(g)(1) An ultimate user who has lawfully obtained a controlled
substance in accordance with this title may, without being reg-
istered, deliver the controlled substance to another person for the
purpose of disposal of the controlled substance if—

(A) the person receiving the controlled substance is author-
ized under this title to engage in such activity; and

(B) the disposal takes place in accordance with regulations
issued by the Attorney General to prevent diversion of con-
trolled substances.

(2) In developing regulations under this subsection, the Attor-
ney General shall take into consideration the public health and
safety, as well as the ease and cost of program implementation and
participation by various communities. Such regulations may not re-
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quire any entity to establish or operate a delivery or disposal pro-
gram.

(3) The Attorney General may, by regulation, authorize long-
term care facilities, as defined by the Attorney General by regula-
tion, to dispose of controlled substances on behalf of ultimate users
who reside, or have resided, at such long-term care facilities in a
manner that the Attorney General determines will provide effective
controls against diversion and be consistent with the public health
and safety.

(4) If a person dies while lawfully in possession of a controlled
substance for personal use, any person lawfully entitled to dispose
of the decedent’s property may deliver the controlled substance to
another person for the purpose of disposal under the same condi-
tions as provided in paragraph (1) for an ultimate user.

(5)(A) In the case of a person receiving hospice care, an em-
ployee of a qualified hospice program, acting within the scope of
employment, may handle, without being registered under this sec-
tion, any controlled substance that was lawfully dispensed to the
person receiving hospice care, for the purpose of disposal of the
controlled substance so long as such disposal occurs onsite in ac-
cor&lance with all applicable Federal, State, Tribal, and local law
and—

(i) the disposal occurs after the death of a person receiving
hospice care;

(ii) the controlled substance is expired; or

(ii1)(I) the employee is—

(aa)28 the physician of the person receiving hos-
pice care; and
(bb) 28 registered under section 303(g); and

(II) 28 the hospice patient no longer requires the con-
trolled substance because the plan of care of the hospice
patient has been modified.

(B) For the purposes of this paragraph:

(i) The terms “hospice care” and “hospice program” have
the meanings given to those terms in section 1861(dd) of the
Social Security Act.

(ii) The term “employee of a qualified hospice program”
means a physician, physician assistant, nurse, or other person
who—

(I) is employed by, or pursuant to arrangements made
by, a qualified hospice program,;

(II)(aa) is licensed to perform medical or nursing serv-
ices by the jurisdiction in which the person receiving hos-
pice care was located; and

(bb) is acting within the scope of such employment in
accordance with applicable State law; and

(ITI) has completed training through the qualified hos-
pice program regarding the disposal of controlled sub-
stances in a secure and responsible manner so as to dis-
courage abuse, misuse, or diversion.

(iii) The term “qualified hospice program” means a hospice
program that—

28 The margins for items (aa) and (bb) and subclause (II) are so in law.
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(I) has written policies and procedures for assisting in
the disposal of the controlled substances of a person receiv-
ing hospice care after the person’s death;

(II) at the time when the controlled substances are
first ordered—

(aa) provides a copy of the written policies and
procedures to the patient or patient representative
and family;

(bb) discusses the policies and procedures with the
patient or representative and the family in a language
and manner that they understand to ensure that these
parties are educated regarding the safe disposal of
controlled substances; and

(cc) documents in the patient’s clinical record that
the written policies and procedures were provided and
discussed; and
(ITT) at the time following the disposal of the controlled

substances—

(aa) documents in the patient’s clinical record the
type of controlled substance, dosage, route of adminis-
tration, and quantity so disposed; and

(bb) the time, date, and manner in which that dis-
posal occurred.

(h) CONTINUATION OF RESEARCH ON SUBSTANCES NEWLY
ADDED TO SCHEDULE L.—If a person is conducting research on a
substance when the substance is added to schedule I, and the per-
son is already registered to conduct research with a controlled sub-
stance in schedule I—

(1) not later than 90 days after the scheduling of the newly
scheduled substance, the person shall submit a completed ap-
plication for registration or modification of existing registra-
tion, to conduct research on the substance, in accordance with
regulations issued by the Attorney General for purposes of this
paragraph;

(2) the person may, notwithstanding subsections (a) and
(b), continue to conduct the research on the substance until—

(A) the person withdraws the application described in
paragraph (1) of this subsection; or

(B) the Attorney General serves on the person an
order to show cause proposing the denial of the application
under section 304(c);

(3) if the Attorney General serves an order to show cause
as described in paragraph (2)(B) and the person requests a
hearing, the hearing shall be held on an expedited basis and
not later than 45 days after the request is made, except that
the hearing may be held at a later time if so requested by the
person; and

(4) if the person sends a copy of the application described
in paragraph (1) to a manufacturer or distributor of the sub-
stance, receipt of the copy by the manufacturer or distributor
shall constitute sufficient evidence that the person is author-
ized to receive the substance.

(i) TREATMENT OF CERTAIN MANUFACTURING ACTIVITIES AS CO-
INCIDENT TO RESEARCH.—
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(1) IN GENERAL.—Except as provided in paragraph (3), a
person who is registered to perform research on a controlled
substance may perform manufacturing activities with small
quantities of that substance, including activities described in
paragraph (2), without being required to obtain a manufac-
turing registration, if—

(A) the activities are performed for the purpose of the
research; and

(B) the activities and the quantities of the substance
involved in the activities are stated in—

(i) a notification submitted to the Attorney Gen-

eral under section 303(n);

(i1) a research protocol filed with an application
for registration approval under section 303(g); or
(iii) a notification to the Attorney General that in-
cludes—
(I) the name of the registrant; and
(IT) an attestation that the research to be con-
ducted with the small quantities of manufactured
substance is consistent with the scope of the re-
search that is the basis for the registration.

(2) ACTIVITIES INCLUDED.—Activities permitted under
paragraph (1) include—

(A) processing the substance to create extracts, tinc-
tures, oils, solutions, derivatives, or other forms of the sub-
stance consistent with—

(i) the information provided as part of a notifica-
tion submitted to the Attorney General under section

303(n); or

(ii) a research protocol filed with an application
for registration approval under section 303(g); and

(B) dosage form development studies performed for the
purpose of requesting an investigational new drug exemp-
tion under section 505(i) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(i)).

(3) EXCEPTION REGARDING MARIHUANA.—The authority
under paragraph (1) to manufacture substances does not in-
clude the authority to grow marihuana.

REGISTRATION REQUIREMENTS

SeEc. 303. [21 U.S.C. 823] (a) The Attorney General shall reg-
ister an applicant to manufacture controlled substances in schedule
I or IT if he determines that such registration is consistent with the
public interest and with United States obligations under inter-
national treaties, conventions, or protocols in effect on the effective
date of this part. In determining the public interest, the following
factors shall be considered:

(1) maintenance of effective controls against diversion of
particular controlled substances and any controlled substance
in schedule I or II compounded therefrom into other than le-
gitimate medical, scientific, research, or industrial channels, by
limiting the importation and bulk manufacture of such con-
trolled substances to a number of establishments which can
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produce an adequate and uninterrupted supply of these sub-

stances under adequately competitive conditions for legitimate

medical, scientific, research, and industrial purposes;

(2) compliance with applicable State and local law;

(3) promotion of technical advances in the art of manufac-
turing these substances and the development of new sub-
stances;

(4) prior conviction record of applicant under Federal and
State laws relating to the manufacture, distribution, or dis-
pensing of such substances;

(5) past experience in the manufacture of controlled sub-
stances, and the existence in the establishment of effective con-
trol against diversion; and

(6) such other factors as may be relevant to and consistent
with the public health and safety.

(b) The Attorney General shall register an applicant to dis-
tribute a controlled substance in schedule I or II unless he deter-
mines that the issuance of such registration is inconsistent with
the public interest. In determining the public interest, the following
factors shall be considered:

(1) maintenance of effective controls against diversion of
particular controlled substances into other than legitimate
medical, scientific, and industrial channels;

(2) compliance with applicable State and local law;

(3) prior conviction record of applicant under Federal or
State laws relating to the manufacture, distribution, or dis-
pensing of such substances;

(4) past experience in the distribution of controlled sub-
stances; and

(5) such other factors as may be relevant to and consistent
with the public health and safety.

(e)(1)(A) As it relates to applications to manufacture marijuana
for research purposes, when the Attorney General places a notice
in the Federal Register to increase the number of entities reg-
istered under this Act to manufacture marijuana to supply appro-
priately registered researchers in the United States, the Attorney
General shall, not later than 60 days after the date on which the
Attorney General receives a completed application—

(i) approve the application; or

(ii) request supplemental information.

(B) For purposes of subparagraph (A), an application shall be
deemed complete when the applicant has submitted documentation
showing each of the following:

(i) The requirements designated in the notice in the Fed-
eral Register are satisfied.

(i1) The requirements under this Act are satisfied.

(iii) The applicant will limit the transfer and sale of any
marijuana manufactured under this subsection—

(I) to researchers who are registered under this Act to

corélduct research with controlled substances in schedule I;

an

(II) for purposes of use in preclinical research or in a
clinical investigation pursuant to an investigational new
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drug exemption under 505(i) of the Federal Food, Drug,

and Cosmetic Act (21 U.S.C. 355(1)).

(iv) The applicant will transfer or sell any marijuana man-
ufactured under this subsection only with prior, written con-
sent for the transfer or sale by the Attorney General.

(v) The applicant has completed the application and review
process under subsection (a) for the bulk manufacture of con-
trolled substances in schedule 1.

(vi) The applicant has established and begun operation of
a process for storage and handling of controlled substances in
schedule I, including for inventory control and monitoring secu-
rity in accordance with section 105 of the Medical Marijuana
and Cannabidiol Research Expansion Act.

(vii) The applicant is licensed by each State in which the
applicant will conduct operations under this subsection, to
manufacture marijuana, if that State requires such a license.
(C) Not later than 30 days after the date on which the Attor-

ney General receives supplemental information requested under
subparagraph (A)(ii) with respect to an application, the Attorney
General shall approve or deny the application.

(2) If an application described in this subsection is denied, the
Attorney General shall provide a written explanation of the basis
of denial to the applicant.

(d) Registration granted under subsections (a) and (b) of this
section shall not entitle a registrant to (1) manufacture or dis-
tribute controlled substances in schedule I or II other than those
specified in the registration, or (2) manufacture any quantity of
those controlled substances in excess of the quota assigned pursu-
ant to section 306.

(e) The Attorney General shall register an applicant to manu-
facture controlled substances in schedule III, IV, or V, unless he
determines that the issuance of such registration is inconsistent
with the public interest. In determining the public interest, the fol-
lowing factors shall be considered:

(1) maintenance of effective controls against diversion of
particular controlled substances and any controlled substance
in schedule III, IV, or V compounded therefrom into other than
legitimate medical, scientific, or industrial channels;

(2) compliance with applicable State and local law;

(3) promotion of technical advances in the art of manufac-
turing these substances and the development of new sub-
stances;

(4) prior conviction record of applicant under Federal or
State laws relating to the manufacture, distribution, or dis-
pensing of such substances;

(5) past experience in the manufacture, distribution, and
dispensing of controlled substances, and the existence in the
establishment of effective controls against diversion; and

(6) such other factors as may be relevant to and consistent
with the public health and safety.

(f) The Attorney General shall register an applicant to dis-
tribute controlled substances in schedule III, IV, or V, unless he de-
termines that the issuance of such registration is inconsistent with
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the public interest. In determining the public interest, the following
factors shall be considered:

(1) maintenance of effective controls against diversion of
particular controlled substances into other than legitimate
medical, scientific, and industrial channels;

(2) compliance with applicable State and local law;

(3) prior conviction record of applicant under Federal or
State laws relating to the manufacture, distribution, or dis-
pensing of such substances;

(4) past experience in the distribution of controlled sub-
stances; and

(5) such other factors as may be relevant to and consistent
with the public health and safety.

(g)(1) The Attorney General shall register practitioners (includ-
ing pharmacies, as distinguished from pharmacists) to dispense, or
conduct research with, controlled substances in schedule II, III, IV,
or V and shall modify the registrations of pharmacies so registered
to authorize them to dispense controlled substances by means of
the Internet, if the applicant is authorized to dispense, or conduct
research with respect to, controlled substances under the laws of
the State in which he practices. The Attorney General may deny
an application for such registration or such modification of registra-
tion if the Attorney General determines that the issuance of such
registration or modification would be inconsistent with the public
interest. In determining the public interest, the following factors
shall be considered:

(A) The recommendation of the appropriate State licensing
board or professional disciplinary authority.

(B) The applicant’s experience in dispensing, or conducting
research with respect to controlled substances.

(C) The applicant’s conviction record under Federal or
State laws relating to the manufacture, distribution, or dis-
pensing of controlled substances.

(D) Compliance with applicable State, Federal, or local
laws relating to controlled substances.

(E) Such other conduct which may threaten the public
health and safety.

Separate registration under this part for practitioners engaging in
research with controlled substances in schedule II, III, IV, or V,
who are already registered under this part in another capacity,
shall not be required.

(2)(A) Registration applications by practitioners wishing to con-
duct research with controlled substances in schedule I shall be re-
ferred to the Secretary, who shall determine the qualifications and
competency of each practitioner requesting registration, as well as
the merits of the research protocol. The Secretary, in determining
the merits of each research protocol, shall consult with the Attor-
ney General as to effective procedures to adequately safeguard
against diversion of such controlled substances from legitimate
medical or scientific use. Registration for the purpose of bona fide
research with controlled substances in schedule I by a practitioner
deemed qualified by the Secretary may be denied by the Attorney
General only on a ground specified in section 304(a).
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(B)(i) The Attorney General shall register a practitioner to
conduct research with marijuana (including any derivative, ex-
tract, preparation, and compound thereof) if—

(I) the applicant’s research protocol has been reviewed and
allowed—

(aa) by the Secretary of Health and Human Services
under section 505(i) of the Federal Food, Drug, and Cos-

metic Act (21 U.S.C. 355(i));

(bb) by the National Institutes of Health or another

Federal agency that funds scientific research; or

(ce) pursuant to sections 1301.18 and 1301.32 of title

21,d Code of Federal Regulations, or any successors thereto;

an

(IT) the applicant has demonstrated to the Attorney Gen-
eral that there are effective procedures in place to adequately
safeguard against diversion of the controlled substance for le-
gitimate medical or scientific use pursuant to section 105 of the
Medical Marijuana and Cannabidiol Research Expansion Act,
including demonstrating that the security measures are ade-
quate for storing the quantity of marijuana the applicant
would be authorized to possess.

(i1) The Attorney General may deny an application for registra-
tion under this subparagraph only if the Attorney General deter-
mines that the issuance of the registration would be inconsistent
with the public interest. In determining the public interest, the At-
torney General shall consider the factors listed in—

(I) subparagraphs (B) through (E) of paragraph (1); and

(II) subparagraph (A) of paragraph (1), if the applicable
State requires practitioners conducting research to register
with a board or authority described in such subparagraph (A).
(ii1)(I) Not later than 60 days after the date on which the At-

torney General receives a complete application for registration
under this subparagraph, the Attorney General shall—

(aa) approve the application; or

(bb) request supplemental information.

(II) For purposes of subclause (I), an application shall be
deemed complete when the applicant has submitted documentation
showing that the requirements under clause (i) are satisfied.

(iv) Not later than 30 days after the date on which the Attor-
ney General receives supplemental information as described in
clause (iii)(I)(bb) in connection with an application described in this
subparagraph, the Attorney General shall approve or deny the ap-
plication.

(v) If an application described in this subparagraph is denied,
the Attorney General shall provide a written explanation of the
basis of denial to the applicant.

(vi)I) If the Attorney General grants an application for reg-
istration under clause (i), the registrant may amend or supplement
the research protocol without notification to, or review by, the Drug
Enforcement Administration if the registrant does not change—

(aa) the quantity or type of marijuana or cannabidiol (in-
cluding any derivative, extract, preparation, and compound
thereof);

(bb) the source of such marijuana or cannabidiol; or
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(cc) the conditions under which such marijuana or
cannabidiol is stored, tracked, or administered.

(IT)(aa) If a registrant under clause (i) seeks to change the type
of marijuana or cannabidiol (including any derivative, extract,
preparation, and compound thereof), the source of such marijuana
or cannabidiol, or the conditions under which such marijuana or
cannabidiol is stored, tracked, or administered, the registrant shall
notify the Attorney General via registered mail, or an electronic
means permitted by the Attorney General, not later than 30 days
before implementing an amended or supplemental research pro-
tocol.

(bb) A registrant may proceed with an amended or supple-
mental research protocol described in item (aa) if the Attorney
General does not explicitly object during the 30-day period begin-
ning on the date on which the Attorney General receives the notice
under item (aa).

(cc) The Attorney General may only object to an amended or
supplemental research protocol under this subclause if additional
security measures are needed to safeguard against diversion or
abuse.

(dd) If a registrant under clause (i) seeks to address additional
security measures identified by the Attorney General under item
(cc), the registrant shall notify the Attorney General via registered
mail, or an electronic means permitted by the Attorney General,
not later than 30 days before implementing an amended or supple-
mental research protocol.

(ee) A registrant may proceed with an amended or supple-
mental research protocol described in item (dd) if the Attorney
General does not explicitly object during the 30-day period begin-
ning on the date on which the Attorney General receives the notice
under item (dd).

(ITI)(aa) If a registrant under clause (i) seeks to change the
quantity of marijuana needed for research and the change in quan-
tity does not impact the factors described in item (bb) or (cc) of sub-
clause (I) of this clause, the registrant shall notify the Attorney
General via registered mail or using an electronic means permitted
by the Attorney General.

(bb) A notification under item (aa) shall include—

(AA) the Drug Enforcement Administration registration
number of the registrant;

(BB) the quantity of marijuana or cannabidiol already ob-
tained;

(CC) the quantity of additional marijuana or cannabidiol
needed to complete the research; and

(DD) an attestation that the change in quantity does not
impact the source of the marijuana or cannabidiol or the condi-
tions under which the marijuana or cannabidiol is stored,
tracked, or administered.

(cc) The Attorney General shall ensure that—

(AA) any registered mail return receipt with respect to a
notification under item (aa) is submitted for delivery to the
registrant providing the notification not later than 3 days after
receipt of the notification by the Attorney General; and
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(BB) notice of receipt of a notification using an electronic
means permitted under item (aa) is provided to the registrant
providing the notification not later than 3 days after receipt of
the notification by the Attorney General.

(dd)(AA) On and after the date described in subitem (BB), a
registrant that submits a notification in accordance with item (aa)
may proceed with the research as if the change in quantity has
been approved on such date, unless the Attorney General notifies
the registrant of an objection described in item (ee).

(BB) The date described in this subitem is the date on which
a registrant submitting a notification under item (aa) receives the
registered mail return receipt with respect to the notification or the
date on which the registrant receives notice that the notification
using an electronic means permitted under item (aa) was received
by the Attorney General, as the case may be.

(ee) A notification submitted under item (aa) shall be deemed
to be approved unless the Attorney General, not later than 10 days
after receiving the notification, explicitly objects based on a finding
that the change in quantity—

(AA) does impact the source of the marijuana or
cannabidiol or the conditions under which the marijuana or
cannabidiol is stored, tracked, or administered; or

(BB) necessitates that the registrant implement additional
security measures to safeguard against diversion or abuse.

(IV) Nothing in this clause shall limit the authority of the Sec-
retary of Health and Human Services over requirements related to
research protocols, including changes in—

(aa) the method of administration of marijuana or
cannabidiol;

(bb) the dosing of marijuana or cannabidiol; and

(cc) the number of individuals or patients involved in re-
search.

(3) Article 7 of the Convention on Psychotrophic Substances
shall not be construed to prohibit, or impose additional restrictions
upon, research involving drugs or other substances scheduled
under the convention which is conducted in conformity with this
subsection and other applicable provisions of this title.

(h) Practitioners who dispense narcotic drugs (other than nar-
cotic drugs in schedule III, IV, or V) to individuals for maintenance
treatment or detoxification treatment shall obtain annually a sepa-
rate registration for that purpose. The Attorney General shall reg-
ister an applicant to dispense narcotic drugs to individuals for
maintenance treatment or detoxification treatment (or both)—

(1) if the applicant is a practitioner who is determined by
the Secretary to be qualified (under standards established by
the Secretary) to engage in the treatment with respect to
which registration is sought;

(2) if the Attorney General determines that the applicant
will comply with standards established by the Attorney Gen-
eral respecting (A) security of stocks of narcotic drugs for such
treatment, and (B) the maintenance of records (in accordance
with section 307) on such drugs; and

(3) if the Secretary determines that the applicant will com-
ply with standards established by the Secretary (after con-
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sultation with the Attorney General) respecting the quantities

of narcotic drugs which may be provided for unsupervised use

by individuals in such treatment.

(1) The Attorney General shall register an applicant to dis-
tribute a list I chemical unless the Attorney General determines
that registration of the applicant is inconsistent with the public in-
terest. Registration under this subsection shall not be required for
the distribution of a drug product that is exempted under clause
(iv) or (v) of section 102(39)(A). In determining the public interest
foi‘1 the purposes of this subsection, the Attorney General shall con-
sider—

(1) maintenance by the applicant of effective controls
against diversion of listed chemicals into other than legitimate
channels;

(2) compliance by the applicant with applicable Federal,
State, and local law;

(3) any prior conviction record of the applicant under Fed-
eral or State laws relating to controlled substances or to chemi-
cals controlled under Federal or State law;

(4) any past experience of the applicant in the manufac-
ture and distribution of chemicals; and

(5) such other factors as are relevant to and consistent
with the public health and safety.

(j)(1) For purposes of registration to manufacture a controlled
substance under subsection (e) for use only in a clinical trial, the
Attorney General shall register the applicant, or serve an order to
show cause upon the applicant in accordance with section 304(c),
not later than 180 days after the date on which the application is
accepted for filing.

(2) For purposes of registration to manufacture a controlled
substance under subsection (a) for use only in a clinical trial, the
Attorney General shall, in accordance with the regulations issued
by the Attorney General, issue a notice of application not later
than 90 days after the application is accepted for filing. Not later
than 90 days after the date on which the period for comment pur-
suant to such notice ends, the Attorney General shall register the
applicant, or serve an order to show cause upon the applicant in
accordance with section 304(c), unless the Attorney General has
granted a hearing on the application under section 1008(i) of the
Controlled Substances Import and Export Act.

(k) EMERGENCY MEDICAL SERVICES THAT ADMINISTER CON-
TROLLED SUBSTANCES.—

(1) REGISTRATION.—For the purpose of enabling emergency
medical services professionals to administer controlled sub-
stances in schedule II, III, IV, or V to ultimate users receiving
emergency medical services in accordance with the require-
ments of this subsection, the Attorney General—

(A) shall register an emergency medical services agen-
cy if the agency submits an application demonstrating it is
authorized to conduct such activity under the laws of each
State in which the agency practices; and

(B) may deny an application for such registration if
the Attorney General determines that the issuance of such
registration would be inconsistent with the requirements
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of this subsection or the public interest based on the fac-

tors listed in subsection (g).

(2) OPTION FOR SINGLE REGISTRATION.—In registering an
emergency medical services agency pursuant to paragraph (1),
the Attorney General shall allow such agency the option of a
single registration in each State where the agency administers
controlled substances in lieu of requiring a separate registra-
tion for each location of the emergency medical services agen-
cy.

(3) HOSPITAL-BASED AGENCY.—If a hospital-based emer-
gency medical services agency is registered under subsection
(g), the agency may use the registration of the hospital to ad-
minister controlled substances in accordance with this sub-
section without being registered under this subsection.

(4) ADMINISTRATION OUTSIDE PHYSICAL PRESENCE OF MED-
ICAL DIRECTOR OR AUTHORIZING MEDICAL PROFESSIONAL.—
Emergency medical services professionals of a registered emer-
gency medical services agency may administer controlled sub-
stances in schedule II, III, IV, or V outside the physical pres-
ence of a medical director or authorizing medical professional
in the course of providing emergency medical services if the ad-
ministration is—

(A) authorized by the law of the State in which it oc-
curs; and
(B) pursuant to—

(i) a standing order that is issued and adopted by
one or more medical directors of the agency, including
any such order that may be developed by a specific
State authority; or

(i1) a verbal order that is—

(I) issued in accordance with a policy of the
agency; and
(II) provided by a medical director or author-
izing medical professional in response to a request
by the emergency medical services professional
with respect to a specific patient—
(aa) in the case of a mass casualty inci-
dent; or
(bb) to ensure the proper care and treat-
ment of a specific patient.

(5) DELIVERY.—A registered emergency medical services
agency may deliver controlled substances from a registered lo-
cation of the agency to an unregistered location of the agency
only if the agency—

(A) designates the unregistered location for such deliv-
ery; and

(B) notifies the Attorney General at least 30 days prior
to first delivering controlled substances to the unregistered
location.

(6) STORAGE.—A registered emergency medical services
agency may store controlled substances—

(A) at a registered location of the agency;
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(B) at any designated location of the agency or in an
emergency services vehicle situated at a registered or des-
ignated location of the agency; or

(C) in an emergency medical services vehicle used by
the agency that is—

(i) traveling from, or returning to, a registered or
designated location of the agency in the course of re-
sponding to an emergency; or

(ii) otherwise actively in use by the agency under
circumstances that provide for security of the con-
trolled substances consistent with the requirements
established by regulations of the Attorney General.

(7) NO TREATMENT AS DISTRIBUTION.—The delivery of con-
trolled substances by a registered emergency medical services
agency pursuant to this subsection shall not be treated as dis-
tribution for purposes of section 308.

(8) RESTOCKING OF EMERGENCY MEDICAL SERVICES VEHI-
CLES AT A HOSPITAL.—Notwithstanding paragraph (13)(J), a
registered emergency medical services agency may receive con-
trolled substances from a hospital for purposes of restocking an
emergency medical services vehicle following an emergency re-
sponse, and without being subject to the requirements of sec-
tion 308, provided all of the following conditions are satisfied:

(A) The registered or designated location of the agency
where the vehicle is primarily situated maintains a record
of such receipt in accordance with paragraph (9).

(B) The hospital maintains a record of such delivery to
the agency in accordance with section 307.

(C) If the vehicle is primarily situated at a designated
location, such location notifies the registered location of
the agency within 72 hours of the vehicle receiving the
controlled substances.

(9) MAINTENANCE OF RECORDS.—

(A) IN GENERAL.—A registered emergency medical
services agency shall maintain records in accordance with
subsections (a) and (b) of section 307 of all controlled sub-
stances that are received, administered, or otherwise dis-
posed of pursuant to the agency’s registration, without re-
gard to subsection 307(c)(1)(B).

(B) REQUIREMENTS.—Such records—

(i) shall include records of deliveries of controlled
substances between all locations of the agency; and

(i1) shall be maintained, whether electronically or
otherwise, at each registered and designated location
of the agency where the controlled substances involved
are received, administered, or otherwise disposed of.

(10) OTHER REQUIREMENTS.—A registered emergency med-
ical services agency, under the supervision of a medical direc-
tor, shall be responsible for ensuring that—

(A) all emergency medical services professionals who
administer controlled substances using the agency’s reg-
istration act in accordance with the requirements of this
subsection;
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(B) the recordkeeping requirements of paragraph (9)
are met with respect to a registered location and each des-
ignated location of the agency;

(C) the applicable physical security requirements es-
tablished by regulation of the Attorney General are com-
plied with wherever controlled substances are stored by
the agency in accordance with paragraph (6); and

(D) the agency maintains, at a registered location of
the agency, a record of the standing orders issued or
adopted in accordance with paragraph (9).

(11) REGULATIONS.—The Attorney General may issue regu-
lations—

(A) specifying, with regard to delivery of controlled
substances under paragraph (5)—

(i) the types of locations that may be designated
under such paragraph; and

(i1) the manner in which a notification under para-
graph (5)(B) must be made;

(B) specifying, with regard to the storage of controlled
substances under paragraph (6), the manner in which such
substances must be stored at registered and designated lo-
cations, including in emergency medical service vehicles;
and

(C) addressing the ability of hospitals, emergency med-
ical services agencies, registered locations, and designated
locations to deliver controlled substances to each other in
the event of—

(1) shortages of such substances;
(i) a public health emergency; or
(iii) a mass casualty event.
(12) RULE OF CONSTRUCTION.—Nothing in this subsection
shall be construed—

(A) to limit the authority vested in the Attorney Gen-
eral by other provisions of this title to take measures to
prevent diversion of controlled substances; or

(B) to override the authority of any State to regulate
the provision of emergency medical services consistent
with this subsection.

(13) DEFINITIONS.—In this section:

(A) The term “authorizing medical professional” means
an emergency or other physician, or another medical pro-
fessional (including an advanced practice registered nurse
or physician assistant)—

(i) who is registered under this Act;

(i1) who is acting within the scope of the registra-
tion; and

(iii) whose scope of practice under a State license
or certification includes the ability to provide verbal
orders.

(B) The term “designated location” means a location
designated by an emergency medical services agency under
paragraph (5).
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(C) The term “emergency medical services” means
emergency medical response and emergency mobile med-
ical services provided outside of a fixed medical facility.

(D) The term “emergency medical services agency”
means an organization providing emergency medical serv-
ices, including such an organization that—

(i) is governmental (including fire-based and hos-
pital-based agencies), nongovernmental (including hos-
pital-based agencies), private, or volunteer-based;

(ii) provides emergency medical services by
ground, air, or otherwise; and

(iii) is authorized by the State in which the orga-
nization is providing such services to provide emer-
gency medical care, including the administering of
controlled substances, to members of the general pub-
lic on an emergency basis.

(E) The term “emergency medical services profes-
sional” means a health care professional (including a
nurse, paramedic, or emergency medical technician) li-
censed or certified by the State in which the professional
practices and credentialed by a medical director of the re-
spective emergency medical services agency to provide
emergency medical services within the scope of the profes-
sional’s State license or certification.

(F) The term “emergency medical services vehicle”
means an ambulance, fire apparatus, supervisor truck, or
other vehicle used by an emergency medical services agen-
cy for the purpose of providing or facilitating emergency
medical care and transport or transporting controlled sub-
stances to and from the registered and designated loca-
tions.

(G) The term “hospital-based” means, with respect to
an agency, owned or operated by a hospital.

(H) The term “medical director” means a physician
who is registered under subsection (g) and provides med-
ical oversight for an emergency medical services agency.

(I) The term “medical oversight” means supervision of
the provision of medical care by an emergency medical
services agency.

(J) The term “registered emergency medical services
agency” means—

(1) an emergency medical services agency that is
registered pursuant to this subsection; or

(i1) a hospital-based emergency medical services
agency that is covered by the registration of the hos-
pital under subsection (g).

(K) The term “registered location” means a location
that appears on the certificate of registration issued to an
emergency medical services agency under this subsection
or subsection (g), which shall be where the agency receives
controlled substances from distributors.

(L) The term “specific State authority” means a gov-
ernmental agency or other such authority, including a re-
gional oversight and coordinating body, that, pursuant to
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State law or regulation, develops clinical protocols regard-
ing the delivery of emergency medical services in the geo-
graphic jurisdiction of such agency or authority within the
State that may be adopted by medical directors.

(M) The term “standing order” means a written med-
ical protocol in which a medical director determines in ad-
vance the medical criteria that must be met before admin-
istering controlled substances to individuals in need of
emergency medical services.

(N) The term “verbal order” means an oral directive
that is given through any method of communication in-
cluding by radio or telephone, directly to an emergency
medical services professional, to contemporaneously ad-
minister a controlled substance to individuals in need of
emergency medical services outside the physical presence
of the medical director or authorizing medical professional.

(1) In this section, the phrase “factors as may be relevant to
and consistent with the public health and safety” means factors
that are relevant to and consistent with the findings contained in
section 101.

(m) REQUIRED TRAINING FOR PRESCRIBERS.—

(1) TRAINING REQUIRED.—As a condition on registration
under this section to dispense controlled substances in sched-
ule II, III, IV, or V, the Attorney General shall require any
qualified practitioner, beginning with the first applicable reg-
istration for the practitioner, to meet the following:

(A) If the practitioner is a physician (as defined under
section 1861(r) of the Social Security Act) and the practi-
tioner meets one or more of the following conditions:

(i) The physician holds a board certification in ad-
diction psychiatry or addiction medicine from the
American Board of Medical Specialties.

(i1) The physician holds a board certification from
the American Board of Addiction Medicine.

(iii) The physician holds a board certification in
addiction medicine from the American Osteopathic As-
sociation.

(iv) The physician has, with respect to the treat-
ment and management of patients with opioid or other
substance use disorders, or the safe pharmacological
management of dental pain and screening, brief inter-
vention, and referral for appropriate treatment of pa-
tients with or at risk of developing opioid or other sub-
stance use disorders, completed not less than 8 hours
of training (through classroom situations, seminars at
professional society meetings, electronic communica-
tions, or otherwise) that is provided by—

(I) the American Society of Addiction Medi-
cine, the American Academy of Addiction Psychi-
atry, the American Medical Association, the Amer-
ican Osteopathic Association, the American Dental
Association, the American Association of Oral and
Maxillofacial Surgeons, the American Psychiatric
Association, the American Academy of Family
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Physicians, the American Podiatric Medical Asso-

ciation, the Academy of General Dentistry, the

American Optometric Association, or any other or-

ganization accredited by the Accreditation Council

for Continuing Medical Education (ACCME), the

Commission for Continuing Education Provider

Recognition (CCEPR), or the Council on Podiatric

Medical Education;

(II) any organization accredited by a State
medical society accreditor that is recognized by
the ACCME or the CCEPR;

(III) any organization accredited by the Amer-
ican Osteopathic Association or the American
Academy of Family Physicians to provide con-
tinuing medical education; or

(IV) any organization approved by the Assist-
ant Secretary for Mental Health and Substance
Use, the ACCME, or the CCEPR.

(v) The physician graduated in good standing from
an accredited school of allopathic medicine, osteopathic
medicine, podiatric medicine, dental surgery, or dental
medicine in the United States during the 5-year period
immediately preceding the date on which the physi-
cian first registers or renews under this section and
has successfully completed a comprehensive allopathic
or osteopathic medicine curriculum or accredited med-
ical residency or dental surgery or dental or podiatric
medicine curriculum that included not less than 8
hours of training on—

(I) treating and managing patients with
opioid or other substance use disorders, including
the appropriate clinical use of all drugs approved
by the Food and Drug Administration for the
treatment of a substance use disorder; or

(IT) the safe pharmacological management of
dental pain and screening, brief intervention, and
referral for appropriate treatment of patients with
or at risk of developing opioid and other substance
use disorders.

(B) If the practitioner is not a physician (as defined
under section 1861(r) of the Social Security Act), the prac-
titioner is legally authorized by the State to dispense con-
trolled substances under schedule II, III, IV, or V and is
dispensing such substances within such State in accord-
ance with all applicable State laws, and the practitioner
meets one or more of the following conditions:

(i) The practitioner has completed not fewer than
8 hours of training with respect to the treatment and
management of patients with opioid or other sub-
stance use disorders (through classroom situations,
seminars at professional society meetings, electronic
communications, or otherwise) provided by the Amer-
ican Society of Addiction Medicine, the American
Academy of Addiction Psychiatry, the American Med-
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ical Association, the American Osteopathic Associa-

tion, the American Nurses Credentialing Center, the

American Psychiatric Association, the American Asso-

ciation of Nurse Practitioners, the American Academy

of Physician Associates, the American Pharmacists As-
sociation, the Accreditation Council on Pharmacy Edu-
cation, the American Psychiatric Nurses Association,
the American Academy of Nursing, the American

Academy of Family Physicians, or any other organiza-

tion approved or accredited by the Assistant Secretary

for Mental Health and Substance Use, the American

Academy of Family Physicians, or the Accreditation

Council for Continuing Medical Education.

(ii) The practitioner has graduated in good stand-
ing from an accredited physician assistant school, an
accredited school of advanced practice nursing, or an
accredited school of pharmacy in the United States
during the 5-year period immediately preceding the
date on which the practitioner first registers or renews
under this section and has successfully completed a
comprehensive physician assistant or advanced prac-
tice nursing curriculum that included not fewer than
8 hours of training on treating and managing patients
with opioid and other substance use disorders, includ-
ing the appropriate clinical use of all drugs approved
by the Food and Drug Administration for the treat-
ment of a substance use disorder.

(2) ONE-TIME TRAINING.—

(A) IN GENERAL.—The Attorney General shall not re-
quire any qualified practitioner to complete the training
described in clause (iv) or (v) of paragraph (1)(A) or clause
(i) or (ii) of paragraph (1)(B) more than once.

(B) NoTIFICATION.—Not later than 90 days after the
date of the enactment of the Restoring Hope for Mental
Health and Well-Being Act of 2022, the Attorney General
shall provide to qualified practitioners a single written,
electronic notification of the training described in clauses
(iv) and (v) of paragraph (1)(A) or clauses (i) and (ii) of
paragraph (1)(B).

(3) RULE OF CONSTRUCTION.—Nothing in this subsection
shall be construed—

(A) to preclude the use, by a qualified practitioner, of
training received pursuant to this subsection to satisfy reg-
istration requirements of a State or for some other lawful
purpose; or

(B) to preempt any additional requirements by a State
related to the dispensing of controlled substances under
schedule II, III, IV, or V.

(4) DEFINITIONS.—In this section:

(A) FIRST APPLICABLE REGISTRATION.—The term “first
applicable registration” means the first registration or re-
newal of registration by a qualified practitioner under this
section that occurs on or after the date that is 180 days
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after the date of enactment of the Restoring Hope for Men-
tal Health and Well-Being Act of 2022.
(B) QUALIFIED PRACTITIONER.—In this subsection, the
term “qualified practitioner” means a practitioner who—
(1) is licensed under State law to prescribe con-
trolled substances; and
(ii) is not solely a veterinarian.

(n) SPECIAL PROVISIONS FOR PRACTITIONERS CONDUCTING CER-
TAIN RESEARCH WITH SCHEDULE I CONTROLLED SUBSTANCES.—

(1) IN GENERAL.—Notwithstanding subsection (g), a practi-
tioner may conduct research described in paragraph (2) of this
subsection with 1 or more schedule I substances in accordance
with subparagraph (A) or (B) of paragraph (3) of this sub-

section.

(2) RESEARCH SUBJECT TO EXPEDITED PROCEDURES.—Re-
search described in this paragraph is research that—

(A) is with respect to a drug that is the subject of an
investigational use exemption under section 505(@) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355@));

or
(B) is—

(i) conducted by the Department of Health and
Human Services, the Department of Defense, or the
Department of Veterans Affairs; or

(i1) funded partly or entirely by a grant, contract,
cooperative agreement, or other transaction from the
Department of Health and Human Services, the De-
partment of Defense, or the Department of Veterans
Affairs.

(3) EXPEDITED PROCEDURES.—
(A) RESEARCHER WITH A CURRENT SCHEDULE I OR II
RESEARCH REGISTRATION.—

(1) IN GENERAL.—If a practitioner is registered to
conduct research with a controlled substance in sched-
ule I or II, the practitioner may conduct research
under this subsection on and after the date that is 30
days after the date on which the practitioner sends a
notice to the Attorney General containing the fol-
lowing information, with respect to each substance
with which the practitioner will conduct the research:

(I) The chemical name of the substance.

(II) The quantity of the substance to be used
in the research.

(ITI) Demonstration that the research is in the
category described in paragraph (2), which dem-
onstration may be satisfied—

(aa) in the case of a grant, contract, coop-
erative agreement, or other transaction, or in-
tramural research project, by identifying the
sponsoring agency and supplying the number
of the grant, contract, cooperative agreement,
other transaction, or project; or

(bb) in the case of an application under
section 505(i) of the Federal Food, Drug, and
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Cosmetic Act (21 U.S.C. 355(i)), by supplying
the application number and the sponsor of
record on the application.

(IV) Demonstration that the researcher is au-
thorized to conduct research with respect to the
substance under the laws of the State in which
the research will take place.

(i) VERIFICATION OF INFORMATION BY HHS OR VA
Upon request from the Attorney General, the Sec-
retary of Health and Human Services, the Department
of Defense, or the Secretary of Veterans Affairs, as ap-
propriate, shall verify information submitted by an ap-
plicant under clause (i)(III).

(B) RESEARCHER WITHOUT A CURRENT SCHEDULE I OR

IT RESEARCH REGISTRATION.—

(i) IN GENERAL.—If a practitioner is not registered
to conduct research with a controlled substance in
schedule I or II, the practitioner may send a notice to
the Attorney General containing the information listed
in subparagraph (A)(i), with respect to each substance
with which the practitioner will conduct the research.

(ii) ATTORNEY GENERAL ACTION.—The Attorney
General shall—

(I) treat notice received under clause (i) as a
sufficient application for a research registration;
and

(IT) not later than 45 days of receiving such a
notice that contains all information required
under subparagraph (A)(i)—

(aa) register the applicant; or
(bb) serve an order to show cause upon
the applicant in accordance with section

304(c).

(4) ELECTRONIC SUBMISSIONS.—The Attorney General shall
provide a means to permit a practitioner to submit a notifica-
tion under paragraph (3) electronically.

(5) LIMITATION ON AMOUNTS.—A practitioner conducting
research with a schedule I substance under this subsection
may only possess the amounts of schedule I substance identi-
fied in—

(A) the notification to the Attorney General under
paragraph (3); or

(B) a supplemental notification that the practitioner
may send if the practitioner needs additional amounts for
the research, which supplemental notification shall in-
clude—

(i) the name of the practitioner;

(i1) the additional quantity needed of the sub-
stance; and

(iil)) an attestation that the research to be con-
ducted with the substance is consistent with the scope
of the research that was the subject of the notification
under paragraph (3).

As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

61 TITLES II AND Il OF THE COMPREHENSIVE DRUG ABUSE.. Sec. 304

(6) IMPORTATION AND EXPORTATION REQUIREMENTS NOT AF-
FECTED.—Nothing in this subsection alters the requirements of
part A of title III, regarding the importation and exportation
of controlled substances.

(7) INSPECTOR GENERAL REPORT.—Not later than 1 year
after the date of enactment of the Halt All Lethal Trafficking
of Fentanyl Act, the Inspector General of the Department of
Justice shall complete a study, and submit to Congress a re-
port thereon, about research described in paragraph (2) of this
subsection with fentanyl.

(o) TRANSPARENCY REGARDING SPECIAL PROCEDURES.—

(1) IN GENERAL.—If the Attorney General determines, with
respect to a controlled substance, that an application by a prac-
titioner to conduct research with the substance should be con-
sidered under a process, or subject to criteria, different from
the process or criteria applicable to applications to conduct re-
search with other controlled substances in the same schedule,
the Attorney General shall make public, including by posting
on the website of the Drug Enforcement Administration—

(A) the identities of all substances for which such de-
terminations have been made;

(B) the process and criteria that shall be applied to ap-
plications to conduct research with those substances; and

(C) how the process and criteria described in subpara-
graph (B) differ from the process and criteria applicable to
applications to conduct research with other controlled sub-
stances in the same schedule.

(2) TIMING OF POSTING.—The Attorney General shall make
information described in paragraph (1) public upon making a
determination described in that paragraph, regardless of
whether a practitioner has submitted such an application at
that time.

DENIAL, REVOCATION, OR SUSPENSION OF REGISTRATION

SEC. 304. [21 U.S.C. 824]

(a) A registration pursuant to section 303 to manufacture, dis-
tribute, or dispense a controlled substance or a list I chemical may
be suspended or revoked by the Attorney General upon a finding
that the registrant—

(1) has materially falsified any application filed pursuant
to or required by this title or title III;

(2) has been convicted of a felony under this title or title
III or any other law of the United States, or of any State, relat-
ing to any substance defined in this title as a controlled sub-
stance or a list I chemical,

(3) has had his State license or registration suspended, re-
voked, or denied by competent State authority and is no longer
authorized by State law to engage in the manufacturing, dis-
tribution, or dispensing of controlled substances or list I chemi-
cals or has had the suspension, revocation, or denial of his reg-
istration recommended by competent State authority;
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(4) has committed such acts as would render his registra-
tion under section 303 inconsistent with the public interest as
determined under such section; or

(5) has been excluded (or directed to be excluded) from par-
ticipation in a program pursuant to section 1128(a) of the So-
cial Security Act.

A registration pursuant to section 303(h) to dispense a narcotic
drug for maintenance treatment or detoxification treatment may be
suspended or revoked by the Attorney General upon a finding that
the registrant has failed to comply with any standard referred to
in section 303(h).

(b) The Attorney General may limit revocation or suspension
of a registration to the particular controlled substance or list I
chemical with respect to which grounds for revocation or suspen-
sion exist.

(c)(1) Before taking action pursuant to this section, or pursuant
to a denial of registration under section 303, the Attorney General
shall serve upon the applicant or registrant an order to show cause
why registration should not be denied, revoked, or suspended.

(2) An order to show cause under paragraph (1) shall—

(A) contain a statement of the basis for the denial, rev-
ocation, or suspension, including specific citations to any
laws or regulations alleged to be violated by the applicant
or registrant;

(B) direct the applicant or registrant to appear before
the Attorney General at a time and place stated in the
order, but not less than 30 days after the date of receipt
of the order; and

(C) notify the applicant or registrant of the oppor-
tunity to submit a corrective action plan on or before the
date of appearance.

(3) Upon review of any corrective action plan submitted by an
applicant or registrant pursuant to paragraph (2), the Attorney
General shall determine whether denial, revocation, or suspension
proceedings should be discontinued, or deferred for the purposes of
modification, amendment, or clarification to such plan.

(4) Proceedings to deny, revoke, or suspend shall be conducted
pursuant to this section in accordance with subchapter II of chap-
ter 5 of title 5, United States Code. Such proceedings shall be inde-
pendent of, and not in lieu of, criminal prosecutions or other pro-
ceedings under this title or any other law of the United States.

(5) The requirements of this subsection shall not apply to the
issuance of an immediate suspension order under subsection (d).

(d)(1) The Attorney General may, in his discretion, suspend
any registration simultaneously with the institution of proceedings
under this section, in cases where he finds that there is an immi-
nent danger to the public health or safety. A failure to comply with
a standard referred to in section 303(h) may be treated under this
subsection as grounds for immediate suspension of a registration
granted under such section. A suspension under this subsection
shall continue in effect until the conclusion of such proceedings, in-
cluding judicial review thereof, unless sooner withdrawn by the At-
torney General or dissolved by a court of competent jurisdiction.
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(2) In this subsection, the phrase “imminent danger to the pub-
lic health or safety” means that, due to the failure of the registrant
to maintain effective controls against diversion or otherwise comply
with the obligations of a registrant under this title or title III,
there is a substantial likelihood of an immediate threat that death,
serious bodily harm, or abuse of a controlled substance will occur
in the absence of an immediate suspension of the registration.

(e) The suspension or revocation of a registration under this
section shall operate to suspend or revoke any quota applicable
under section 306.

(f) In the event the Attorney General suspends or revokes a
registration granted under section 303, all controlled substances or
list I chemicals owned or possessed by the registrant pursuant to
such registration at the time of suspension or the effective date of
the revocation order, as the case may be, may, in the discretion of
the Attorney General, be placed under seal. No disposition may be
made of any controlled substances or list I chemicals under seal
until the time for taking an appeal has elapsed or until all appeals
have been concluded except that a court, upon application therefor,
may at any time order the sale of perishable controlled substances
or list I chemicals. Any such order shall require the deposit of the
proceeds of the sale with the court. Upon a revocation order becom-
ing final, all such controlled substances or list I chemicals (or pro-
ceeds of sale deposited in court) shall be forfeited to the United
States; and the Attorney General shall dispose of such controlled
substances or list I chemicals in accordance with section 511(e). All
right, title, and interest in such controlled substances or list I
chemicals shall vest in the United States upon a revocation order
becoming final.

(g) The Attorney General may, in his discretion, seize or place
under seal any controlled substances or list I chemicals owned or
possesed by a registrant whose registration has expired or who has
ceased to practice or do business in the manner contemplated by
his registration. Such controlled substances or list I chemicals shall
be held for the benefit of the registrant, or his successor in interest.
The Attorney General shall notify a registrant, or his successor in
interest, who has any controlled substances or list I chemicals
seized or placed under seal of the procedures to be followed to se-
cure the return of the controlled substance or list I chemical and
the conditions under which it will be returned. The Attorney Gen-
eral may not dispose of any controlled substance or list I chemical
seized or placed under seal under this subsection until the expira-
tion of one hundred and eighty days from the date such substance
or chemical was seized or placed under seal.

(h) The Attorney General may issue an order to prohibit, condi-
tionally or unconditionally, and permanently or for such period as
the Attorney General may determine, any person from being reg-
istered under this title to manufacture, distribute, or dispense a
controlled substance or a list I chemical, if the Attorney General
finds that—

(1) such person meets or has met any of the conditions for
suspension or revocation of registration under subsection (a);
and
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(2) such person has a history of prior suspensions or rev-
ocations of registration.

LABELING AND PACKAGING REQUIREMENTS

Sec. 305. [21 U.S.C. 825] (a) It shall be unlawful to distribute
a controlled substance in a commercial container unless such con-
tainer, when and as required by regulations of the Attorney Gen-
eral, bears a label (as defined in section 201(k) of the Federal Food,
Drug, and Cosmetic Act) containing an identifying symbol for such
substance in accordance with such regulations. A different symbol
shall be required for each schedule of controlled substances.

(b) It shall be unlawful for the manufacturer of any controlled
substance to distribute such substances unless the labeling (as de-
fined in section 201(m) of the Federal Food, Drug, and Cosmetic
Act) of such substance contains, when and as required by regula-
tions of the Attorney General, the identifying symbol required
under subsection (a).

(c) The Secretary shall prescribe regulations under section
503(b) of the Federal Food, Drug, and Cosmetic Act which shall
provide that the label of a drug listed in schedule II, III, or IV
shall, when dispensed to or for a patient, contain a clear, concise
warning that it is a crime to transfer the drug to any person other
than the patient.

(d) It shall be unlawful to distribute controlled substances in
schedule I or II, and narcotic drugs in schedule III or IV, unless
the bottle or other container, stopper, covering, or wrapper thereof
is securely sealed as required by regulations of the Attorney Gen-
eral.

(e) FALSE LABELING OF ANABOLIC STEROIDS.—

(1) It shall be unlawful to import, export, manufacture,
distribute, dispense, or possess with intent to manufacture,
distribute, or dispense, an anabolic steroid or product con-
taining an anabolic steroid, unless the steroid or product bears
a label clearly identifying an anabolic steroid or product con-
taining an anabolic steroid by the nomenclature used by the
International Union of Pure and Applied Chemistry (IUPAC).

(2)(A) A product described in subparagraph (B) is exempt
from the International Union of Pure and Applied Chemistry
nomenclature requirement of this subsection if such product is
labeled in the manner required under the Federal Food, Drug,
and Cosmetic Act.

(B) A product is described in this subparagraph if the
product—

(i) is the subject of an approved application as de-
scribed in section 505(b) or (j) of the Federal Food, Drug,
and Cosmetic Act; or

(i) is exempt from the provisions of section 505 of
such Act relating to new drugs because—

(I) it is intended solely for investigational use as
described in section 505(i) of such Act; and
(IT) such product is being used exclusively for pur-

poses of a clinical trial that is the subject of an effec-

tive investigational new drug application.
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QUOTAS APPLICABLE TO CERTAIN SUBSTANCES

SeEC. 306. [21 U.S.C. 826] (a)(1) The Attorney General shall
determine the total quantity and establish production quotas for
each basic class of controlled substance in schedules I and II and
for ephedrine, pseudoephedrine, and phenylpropanolamine to be
manufactured each calendar year to provide for the estimated med-
ical, scientific, research, and industrial needs of the United States,
for lawful export requirements, and for the establishment and
maintenance of reserve stocks. Except as provided in paragraph (2),
production quotas shall be established in terms of quantities of
each basic class of controlled substance and not in terms of indi-
vidual pharmaceutical dosage forms prepared from or containing
such a controlled substance.

(2) The Attorney General may, if the Attorney General deter-
mines it will assist in avoiding the overproduction, shortages, or di-
version of a controlled substance, establish an aggregate or indi-
vidual production quota under this subsection, or a procurement
quota established by the Attorney General by regulation, in terms
of pharmaceutical dosage forms prepared from or containing the
controlled substance.

(b) The Attorney General shall limit or reduce individual man-
ufacturing quotas to the extent necessary to prevent the aggregate
of individual quotas from exceeding the amount determined nec-
essary each year by the Attorney General under subsection (a). The
quota of each registered manufacturer for each basic class of con-
trolled substance in schedule I or II or for ephedrine,
pseudoephedrine, or phenylpropanolamine shall be revised in the
same proportion as the limitation or reduction of the aggregate of
the quotas. However, if any registrant, before the issuance of a lim-
itation or reduction in quota, has manufactured in excess of his re-
vised quota, the amount of the excess shall be subtracted from his
quota for the following year.

(¢) On or before December 1 of each year, upon application
therefor by a registered manufacturer, the Attorney General shall
fix a manufacturing quota for the basic classes of controlled sub-
stances in schedules I and II and for ephedrine, pseudoephedrine,
and phenylpropanolamine that the manufacturer seeks to produce.
The quota shall be subject to the provisions of subsections (a) and
(b) of this section. In fixing such quotas, the Attorney General shall
determine the manufacturer’s estimated disposal, inventory, and
other requirements for the calendar year; and, in making his deter-
mination, the Attorney General shall consider the manufacturer’s
current rate of disposal, the trend of the national disposal rate dur-
ing the preceding calendar year, the manufacturer’s production
cycle and inventory position, the economic availability of raw mate-
rials, yield and stability problems, emergencies such as strikes and
fires, and other factors.

(d) The Attorney General shall, upon application and subject to
the provisions of subsections (a) and (b) of this section, fix a quota
for a basic class of controlled substance in schedule I or II for any
registrant who has not manufactured that basic class of controlled
substance or ephedrine, pseudoephedrine, or phenylpropanolamine
during one or more preceding calendar years. In fixing such quota,
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the Attorney General shall take into account the registrant’s rea-
sonably anticipated requirements for the current year; and, in mak-
ing his determination of such requirements, he shall consider such
factors specified in subsection (c) of this section as may be relevant.

(e) At any time during the year any registrant who has applied
for or received a manufacturing quota for a basic class of controlled
substance in schedule I or II or for ephedrine, pseudoephedrine, or
phenylpropanolamine may apply for an increase in that quota to
meet his estimated disposal, inventory, and other requirements
during the remainder of that year. In passing upon the application
the Attorney General shall take into consideration any occurrences
since the filing of the registrant’s initial quota application that may
require an increased manufacturing rate by the registrant during
the balance of the year. In passing upon the application the Attor-
ney General may also take into account the amount, if any, by
which the determination of the Attorney General under subsection
(a) of this section exceeds the aggregate of the quotas of all reg-
istrants under this section.

(f) Notwithstanding any other provisions of this title, no reg-
istration or quota may be required for the manufacture of such
quantities of controlled substances in schedules I and II or ephed-
rine, pseudoephedrine, or phenylpropanolamine as incidentally and
necessarily result from the manufacturing process used for the
manufacture of a controlled substance or of ephedrine,
pseudoephedrine, or phenylpropanolamine with respect to which its
manufacturer is duly registered under this title. The Attorney Gen-
eral may, by regulation, prescribe restrictions on the retention and
disposal of such incidentally produced substances or chemicals.

(g0 Each reference in this section to ephedrine,
pseudoephedrine, or phenylpropanolamine includes each of the
salts, optical isomers, and salts of optical isomers of such chemical.

(h)(1) Not later than 30 days after the receipt of a request de-
scribed in paragraph (2), the Attorney General shall—

(A) complete review of such request; and

(B)(i) as necessary to address a shortage of a controlled
substance, increase the aggregate and individual production
quotas under this section applicable to such controlled sub-
stance and any ingredient therein to the level requested; or

(ii) if the Attorney General determines that the level re-
quested is not necessary to address a shortage of a controlled
substance, the Attorney General shall provide a written re-
sponse detailing the basis for the Attorney General’s deter-
mination.

The Secretary shall make the written response provided under sub-
paragraph (B)(ii) available to the public on the Internet Web site
of the Food and Drug Administration.

(2) A request is described in this paragraph if—

(A) the request pertains to a controlled substance on the
list of drugs in shortage maintained under section 506E of the
Federal Food, Drug, and Cosmetic Act;

(B) the request is submitted by the manufacturer of the
controlled substance; and

(C) the controlled substance is in schedule II.
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(1)(1)(A) In establishing any quota under this section, or any
procurement quota established by the Attorney General by regula-
tion, for fentanyl, oxycodone, hydrocodone, oxymorphone, or
hydromorphone (in this subsection referred to as a “covered con-
trolled substance”), the Attorney General shall estimate the
amount of diversion of the covered controlled substance that occurs
in the United States.

(B) In estimating diversion under this paragraph, the Attorney
General—

(i) shall consider information the Attorney General, in con-
sultation with the Secretary of Health and Human Services,
determines reliable on rates of overdose deaths and abuse and
overall public health impact related to the covered controlled
substance in the United States; and

(i1) may take into consideration whatever other sources of
information the Attorney General determines reliable.

(C) After estimating the amount of diversion of a covered con-
trolled substance, the Attorney General shall make appropriate
quota reductions, as determined by the Attorney General, from the
quota the Attorney General would have otherwise established had
such diversion not been considered.

(2)(A) For any year for which the approved aggregate produc-
tion quota for a covered controlled substance is higher than the ap-
proved aggregate production quota for the covered controlled sub-
stance for the previous year, the Attorney General, in consultation
with the Secretary of Health and Human Services, shall include in
the final order an explanation of why the public health benefits of
increasing the quota clearly outweigh the consequences of having
an increased volume of the covered controlled substance available
for sale, and potential diversion, in the United States.

(B) Not later than 1 year after the date of enactment of this
subsection, and every year thereafter, the Attorney General shall
submit to the Committee on the Judiciary, the Committee on
Health, Education, Labor, and Pensions, and the Committee on Ap-
propriations of the Senate and the Committee on the Judiciary, the
Committee on Energy and Commerce, and the Committee on Ap-
propriations of the House of Representatives the following informa-
tion with regard to each covered controlled substance:

(i) An anonymized count of the total number of manufac-
turers issued individual manufacturing quotas that year for
the covered controlled substance.

(i) An anonymized count of how many such manufacturers
were issued an approved manufacturing quota that was higher
than the quota issued to that manufacturer for the covered
controlled substance in the previous year.

(3) Not later than 1 year after the date of enactment of this
subsection, the Attorney General shall submit to Congress a report
on how the Attorney General, when fixing and adjusting production
and manufacturing quotas under this section for covered controlled
substances, will—

(A) take into consideration changes in the accepted med-
ical use of the covered controlled substances; and

(B) work with the Secretary of Health and Human Serv-
ices on methods to appropriately and anonymously estimate
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the type and amount of covered controlled substances that are
submitted for collection from approved drug collection recep-
tacles, mail-back programs, and take-back events.

RECORDS AND REPORTS OF REGISTRANTS
Sec. 307. [21 U.S.C. 827] (a) Except as provided in subsection

(e)—

(1) every registrant under this title shall, on the effective
date of this section, or as soon thereafter as such registrant
first engages in the manufacture, distribution, or dispensing of
controlled substances, and every second year thereafter, make
a complete and accurate record of all stocks thereof on hand,
except that the regulations prescribed under this section shall
permit each such biennial inventory (following the initial in-
ventory required by this paragraph) to be prepared on such
registrant’s regular general physical inventory date (if any)
which is nearest to and does not vary by more than six months
from the biennial date that would otherwise apply;

(2) on the effective date of each regulation of the Attorney
General controlling a substance that immediately prior to such
date was not a controlled substance, each registrant under this
title manufacturing, distributing, or dispensing such substance
shall make a complete and accurate record of all stocks thereof
on hand; and

(3) on and after the effective date of this section, every reg-
istrant under this title manufacturing, distributing, or dis-
pensing a controlled substance or substances shall maintain,
on a current basis, a complete and accurate record of each such
substance manufactured, received, sold, delivered, or otherwise
disposed of by him, except that this paragraph shall not re-
quire the maintenance of a perpetual inventory.

(b) Every inventory or other record required under this section
(1) shall be in accordance with, and contain such relevant informa-
tion as may be required by, regulations of the Attorney General, (2)
shall (A) be maintained separately from all other records of the reg-
istrant, or (B) alternatively, in the case of nonnarcotic controlled
substances, be in such form that information required by the Attor-
ney General is readily retrievable from the ordinary business
records of the registrant, and (3) shall be kept and be available, for
at least two years, for inspection and copying by officers or employ-
ees of the United States authorized by the Attorney General.

(¢) The foregoing provisions of this section shall not apply—

(1)(A) to the prescribing of controlled substances in sched-
ule II, III, IV, or V by practitioners acting in the lawful course
of their professional practice unless such substance is pre-
scribed in the course of maintenance or detoxification treat-
ment of an individual; or

(B) to the administering of a controlled substance in sched-
ule II, III, IV, or V unless the practitioner regularly engages
in the dispensing or administering of controlled substances and
charges his patients, either separately or together with charges
for other professional services, for substances so dispensed or
administered or unless such substance is administered in the
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course of maintenance treatment or detoxification treatment of

an individual;

(2)(A) to the use of controlled substances, at establish-
ments registered under this title which keep records with re-
spect to such substances, in research conducted in conformity
with an exemption granted under section 505(i) or 512(j) of the
Federal Food, Drug, and Cosmetic Act;

(B) to the use of controlled substances, at establishments
registered under this title which keep records with respect to
such substances, in preclinical research or in teaching; or

(3) to the extent of any exemption granted to any person,
with respect to all or part of such provisions, by the Attorney
General by or pursuant to regulation on the basis of a finding
that the application of such provisions (or part thereof) to such
person is not necessary for carrying out the purposes of this
title.

Nothing in the Convention on Psychotropic Substances shall be
construed as superseding or otherwise affecting the provisions of
paragraph (1)(B), (2), or (3) of this subsection. 29

(d)(1) Every manufacturer registered under section 303 shall,
at such time or times and in such form as the Attorney General
may require, make periodic reports to the Attorney General of
every sale, delivery or other disposal by him of any controlled sub-
stance, and each distributor shall make such reports with respect
to narcotic controlled substances, identifying by the registration
number assigned under this title the person or establishment (un-
less exempt from registration under section 302(d) to whom such
sale, delivery, or other disposal was made.

(2) Each pharmacy with a modified registration under section
303(g) that authorizes the dispensing of controlled substances by
means of the Internet shall report to the Attorney General the con-
trolled substances it dispenses, in the amount specified, and in
such time and manner as the Attorney General by regulation shall
require, except that the Attorney General, under this paragraph,
may not require any pharmacy to report any information other
than the total quantity of each controlled substance that the phar-
macy has dispensed each month. For purposes of this paragraph,
no reporting shall be required unless the pharmacy has met 1 of
the following thresholds in the month for which the reporting is re-
quired:

(A) 100 or more prescriptions dispensed.

(B) 5,000 or more dosage units of all controlled substances
combined.

(e)22 In addition to the reporting and recordkeeping require-
ments under any other provision of this title, each manufacturer
registered under section 303 shall, with respect to narcotic and
nonnarcotic controlled substances manufactured by it, make such
reports to the Attorney General, and maintain such records, as the
Attorney General may require to enable the United States to meet

29 Sentence at end of subsection (¢), and subsection (e) in its entirety, were added by title I
of Public Law 95-633. Section 112 of such Public Law provided as follows: “This title shall take
effect on the date the Convention on Psychotropic Substances, signed at Vienna, Austria on Feb-
ruary 21, 1971, enters into force in respect to the United States.”. The Convention entered into
force in respect to the United States on July 15, 1980.
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its obligations under articles 19 and 20 of the Single Convention
on Narcotic Drugs and article 16 of the Convention on Psychotropic
Substances. The Attorney General shall administer the require-
ments of this subsection in such a manner as to avoid the unneces-
sary imposition of duplicative requirements under this title on
manufacturers subject to the requirements of this subsection.

(f)(1) The Attorney General shall, not less frequently than
quarterly, make the following information available to manufac-
turer and distributor registrants through the Automated Reports
and Consolidated Orders System, or any subsequent automated
system developed by the Drug Enforcement Administration to mon-
itor selected controlled substances:

(A) The total number of distributor registrants that dis-
tribute controlled substances to a pharmacy or practitioner reg-
istrant, aggregated by the name and address of each pharmacy
and practitioner registrant.

(B) The total quantity and type of opioids distributed, list-
ed by Administration Controlled Substances Code Number, to
each pharmacy and practitioner registrant described in sub-
paragraph (A).

(2) The information required to be made available under para-
graph (1) shall be made available not later than the 30th day of
the first month following the quarter to which the information re-
lates.

(3)(A) All registered manufacturers and distributors shall be
responsible for reviewing the information made available by the At-
torney General under this subsection.

(B) In determining whether to initiate proceedings under this
title against a registered manufacturer or distributor based on the
failure of the registrant to maintain effective controls against diver-
sion or otherwise comply with the requirements of this title or the
regulations issued thereunder, the Attorney General may take into
account that the information made available under this subsection
was available to the registrant.

(g) Regulations under sections 505(i) and 512(j) of the Federal
Food, Drug, and Cosmetic Act, relating to investigational use of
drugs, shall include such procedures as the Secretary, after con-
sultation with the Attorney General, determines are necessary to
insure the security and accountability of controlled substances used
in research to which such regulations apply.

(h) Every registrant under this title shall be required to report
any change of professional or business address in such manner as
the Attorney General shall by regulation require.

(1) In the case of a drug product containing gamma hydroxy-
butyric acid for which an application has been approved under sec-
tion 505 of the Federal Food, Drug, and Cosmetic Act, the Attorney
General may, in addition to any other requirements that apply
under this section with respect to such a drug product, establish
any of the following as reporting requirements:

(1) That every person who is registered as a manufacturer
of bulk or dosage form, as a packager, repackager, labeler, re-
labeler, or distributor shall report acquisition and distribution
transactions quarterly, not later than the 15th day of the

December 10, 2025 As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

December 10, 2025

n TITLES II AND 11l OF THE COMPREHENSIVE DRUG ABUSE.. Sec. 308

month succeeding the quarter for which the report is sub-
mitted, and annually report end-of-year inventories.

(2) That all annual inventory reports shall be filed no later
than January 15 of the year following that for which the report
is submitted and include data on the stocks of the drug prod-
uct, drug substance, bulk drug, and dosage forms on hand as
of the close of business December 31, indicating whether mate-
rials reported are in storage or in process of manufacturing.

(3) That every person who is registered as a manufacturer
of bulk or dosage form shall report all manufacturing trans-
actions both inventory increases, including purchases, trans-
fers, and returns, and reductions from inventory, including
sales, transfers, theft, destruction, and seizure, and shall pro-
vide data on material manufactured, manufactured from other
material, use in manufacturing other material, and use in
manufacturing dosage forms.

(4) That all reports under this section must include the
registered person’s registration number as well as the registra-
tion numbers, names, and other identifying information of ven-
dors, suppliers, and customers, sufficient to allow the Attorney
General to track the receipt and distribution of the drug.

(5) That each dispensing practitioner shall maintain for
each prescription the name of the prescribing practitioner, the
prescribing practitioner’s Federal and State registration num-
bers, with the expiration dates of these registrations,
verification that the prescribing practitioner possesses the ap-
propriate registration to prescribe this controlled substance,
the patient’s name and address, the name of the patient’s in-
surance provider and documentation by a medical practitioner
licensed and registered to prescribe the drug of the patient’s
medical need for the drug. Such information shall be available
for inspection and copying by the Attorney General.

(6) That section 310(b)(3) (relating to mail order reporting)
applies with respect to gamma hydroxybutyric acid to the same
extent and in the same manner as such section applies with
respect to the chemicals and drug products specified in sub-
paragraph (A)(i) of such section.

() All of the reports required under this section shall be pro-
vided in an electronic format.

ORDER FORMS

SEc. 308. [21 U.S.C. 828] (a) It shall be unlawful for any per-
son to distribute a controlled substance in schedule I or II to an-
other except in pursuance of a written order of the person to whom
such substance is distributed, made on a form to be issued by the
Attorney General in blank in accordance with subsection (d) and
regulations prescribed by him pursuant to this section.

(b) Nothing in subsection (a) shall apply to—

(1) the exportation of such substances from the United
States in conformity with title III;

(2) the delivery of such a substance to or by a common or
contract carrier for carriage in the lawful and usual course of
its business, or to or by a warehouseman for storage in the
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lawful and usual course of its business; but where such car-

riage or storage is in connection with the distribution by the

owner of the substance to a third person, this paragraph shall

not relieve the distributor from compliance with subsection (a);

or

(3) the delivery of such a substance for the purpose of dis-
posal by an ultimate user, long-term care facility, or other per-

son acting in accordance with section 302(g).

(c)(1) Every person who in pursuance of an order required
under subsection (a) distributes a controlled substance shall pre-
serve such order for a period of two years, and shall make such
order available for inspection and copying by officers and employ-
ees of the United States duly authorized for that purpose by the
Attorney General, and by officers or employees of States or their
political subdivisions who are charged with the enforcement of
State or local laws regulating the production, or regulating the dis-
tribution or dispensing, of controlled substances and who are au-
thorized under such laws to inspect such orders.

(2) Every person who gives an order required under subsection
(a) shall, at or before the time of giving such order, make or cause
to be made a duplicate thereof on a form to be issued by the Attor-
ney General in blank in accordance with subsection (d) and regula-
tions prescribed by him pursuant to this section, and shall, if such
order is accepted, preserve such duplicate for a period of two years
and make it available for inspection and copying by the officers and
employees mentioned in paragraph (1) of this subsection.

(d)(1) The Attorney General shall issue forms pursuant to sub-
sections (a) and (c)(2) only to persons validly registered under sec-
tion 303 (or exempted from registration under section 302(d)).
Whenever any such form is issued to a person, the Attorney Gen-
eral shall, before delivery thereof, insert therein the name of such
person, and it shall be unlawful for any other person (A) to use
such form for the purpose of obtaining controlled substances or (B)
to furnish such form to any person with intent thereby to procure
the distribution of such substances.

(2) The Attorney General may charge reasonable fees for the
issuance of such forms in such amounts as he may prescribe for the
purpose of covering the cost to the United States of issuing such
forms, and other necessary activities in connection therewith.

(e) It shall be unlawful for any person to obtain by means of
order forms issued under this section controlled substances for any
purpose other than their use, distribution, dispensing, or adminis-
tration in the conduct of a lawful business in such substances or
in the course of his professional practice or research.

PRESCRIPTIONS

SEcC. 309. [21 U.S.C. 829] (a) Except when dispensed directly
by a practitioner, other than a pharmacist, to an ultimate user, no
controlled substance in schedule II, which is a prescription drug as
determined under the Federal Food, Drug, and Cosmetic Act, may
be dispensed without the written prescription of a practitioner, ex-
cept that in emergency situations, as prescribed by the Secretary
by regulation after consultation with the Attorney General, such
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drug may be dispensed upon oral prescription in accordance with
section 503(b) of that Act. Prescriptions shall be retained in con-
formity with the requirements of section 307 of this title. No pre-
scription for a controlled substance in schedule II may be refilled.

(b) Except when dispensed directly by a practitioner, other
than a pharmacist, to an ultimate user, no controlled substance in
schedule III or IV, which is a prescription drug as determined
under the Federal Food, Drug, and Cosmetic Act, may be dispensed
without a written or oral prescription in conformity with section
503(b) of that Act. Such prescriptions may not be filled or refilled
more than six months after the date thereof or be refilled more
than five times after the date of the prescription unless renewed
by the practitioner.

(c) No controlled substance in schedule V which is a drug may
be distributed or dispensed other than for a medical purpose.

(d) Whenever it appears to the Attorney General that a drug
not considered to be a prescription drug under the Federal Food,
Drug, and Cosmetic Act should be so considered because of its
abuse potential, he shall so advise the Secretary and furnish to him
all available data relevant thereto.

(e) CONTROLLED SUBSTANCES DISPENSED BY MEANS OF THE
INTERNET.—

(1) No controlled substance that is a prescription drug as
determined under the Federal Food, Drug, and Cosmetic Act
may be delivered, distributed, or dispensed by means of the
Internet without a valid prescription.

(2) As used in this subsection:

(A) The term “valid prescription” means a prescription
that is issued for a legitimate medical purpose in the usual
course of professional practice by—

(1) a practitioner who has conducted at least 1 in-
person medical evaluation of the patient; or

(ii) a covering practitioner.

(B)i) The term “in-person medical evaluation” means
a medical evaluation that is conducted with the patient in
the physical presence of the practitioner, without regard to
whether portions of the evaluation are conducted by other
health professionals.

(i1) Nothing in clause (i) shall be construed to imply
that 1 in-person medical evaluation demonstrates that a
prescription has been issued for a legitimate medical pur-
pose within the usual course of professional practice.

(C) The term “covering practitioner” means, with re-
spect to a patient, a practitioner who conducts a medical
evaluation (other than an in-person medical evaluation) at
the request of a practitioner who—

(i) has conducted at least 1 in-person medical eval-
uation of the patient or an evaluation of the patient
through the practice of telemedicine, within the pre-
vious 24 months; and

(i1) is temporarily unavailable to conduct the eval-
uation of the patient.

(3) Nothing in this subsection shall apply to—
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(A) the delivery, distribution, or dispensing of a con-
trolled substance by a practitioner engaged in the practice
of telemedicine; or

(B) the dispensing or selling of a controlled substance
pursuant to practices as determined by the Attorney Gen-
eral by regulation, which shall be consistent with effective
controls against diversion.

(f) PARTIAL FILLS OF SCHEDULE II CONTROLLED SUBSTANCES.—

(1) PARTIAL FILLS.—A prescription for a controlled sub-
stance in schedule II may be partially filled if—

(A) it is not prohibited by State law;

(B) the prescription is written and filled in accordance
with this title, regulations prescribed by the Attorney Gen-
eral, and State law;

(C) the partial fill is requested by the patient or the
practitioner that wrote the prescription; and

(D) the total quantity dispensed in all partial fillings
does not exceed the total quantity prescribed.

(2) REMAINING PORTIONS.—

(A) IN GENERAL.—Except as provided in subparagraph
(B), remaining portions of a partially filled prescription for
a controlled substance in schedule 11—

(1) may be filled; and
(i1) shall be filled not later than 30 days after the
date on which the prescription is written.

(B) EMERGENCY SITUATIONS.—In emergency situations,
as described in subsection (a), the remaining portions of a
partially filled prescription for a controlled substance in
schedule II—

(1) may be filled; and
(i1) shall be filled not later than 72 hours after the
prescription is issued.

(3) CURRENTLY LAWFUL PARTIAL FILLS.—Notwithstanding
paragraph (1) or (2), in any circumstance in which, as of the
day before the date of enactment of this subsection, a prescrip-
tion for a controlled substance in schedule II may be lawfully
partially filled, the Attorney General may allow such a pre-
scription to be partially filled.

DELIVERY OF A CONTROLLED SUBSTANCE BY A PHARMACY TO AN
ADMINISTERING PRACTITIONER

SEC. 309A. [21 U.S.C. 829al (a) IN GENERAL.—Notwith-
standing section 102(10), a pharmacy may deliver a controlled sub-
stance to a practitioner in accordance with a prescription that
meets the requirements of this title and the regulations issued by
the Attorney General under this title, for the purpose of admin-
istering the controlled substance by the practitioner if—

(1) the controlled substance is delivered by the pharmacy
to the prescribing practitioner or the practitioner admin-
istering the controlled substance, as applicable, at the location
listed on the practitioner’s certificate of registration issued
under this title;

As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

December 10, 2025

15 TITLES II AND Il OF THE COMPREHENSIVE DRUG ABUSE.. Sec. 310

(2) the controlled substance is a drug in schedule III, IV,
or V to be administered—

(A) by injection or implantation for the purpose of
maintenance or detoxification treatment; or

(B) subject to a risk evaluation and mitigation strat-
egy pursuant to section 505-1 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355—1) that includes elements
to assure safe use of the drug described in subsection

(H)(B)E) of such section, including a requirement for post-

administration monitoring by a health care provider;

(3) the pharmacy and the practitioner are authorized to
conduct the activities specified in this section under the law of
the State in which such activities take place;

(4) the prescription is not issued to supply any practitioner
with a stock of controlled substances for the purpose of general
dispensing to patients;

(5) except as provided in subsection (b), the controlled sub-
stance is to be administered only to the patient named on the
prescription not later than 45 days after the date of receipt of
the controlled substance by the practitioner; and

(6) notwithstanding any exceptions under section 307, the
prescribing practitioner, and the practitioner administering the
controlled substance, as applicable, maintain complete and ac-
curate records of all controlled substances delivered, received,
administered, or otherwise disposed of under this section, in-
cluding the persons to whom controlled substances were deliv-
ered and such other information as may be required by regula-
tions of the Attorney General.

(b) MODIFICATION OF NUMBER OF DAYS BEFORE WHICH CON-
TROLLED SUBSTANCE SHALL BE ADMINISTERED.—

(1) INITIAL 2-YEAR PERIOD.—During the 2-year period be-
ginning on the date of enactment of this section, the Attorney
General, in coordination with the Secretary, may reduce the
number of days described in subsection (a)(5) if the Attorney
General determines that such reduction will—

(A) reduce the risk of diversion; or
(B) protect the public health.

(2) MODIFICATIONS AFTER SUBMISSION OF REPORT.—After
the date on which the report described in section 3204(b) of the
SUPPORT for Patients and Communities Act is submitted, the
Attorney General, in coordination with the Secretary, may
modify the number of days described in subsection (a)(5).

(3) MINIMUM NUMBER OF DAYS.—Any modification under
this subsection shall be for a period of not less than 7 days.

REGULATION OF LISTED CHEMICALS AND CERTAIN MACHINES

SEC. 310. [21 U.S.C. 8301 (a)1) Each regulated person who
engages in a regulated transaction involving a listed chemical, a
tableting machine, or an encapsulating machine shall keep a record
of the transaction for two years after the date of the transaction.
(2) A record under this subsection shall be retrievable and
shall include the date of the regulated transaction, the identity of
each party to the regulated transaction, a statement of the quan-
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tity and form of the listed chemical, a description of the tableting
machine or encapsulating machine, and a description of the method
of transfer. Such record shall be available for inspection and copy-
ing by the Attorney General.

(3) It is the duty of each regulated person who engages in a
regulated transaction to identify each other party to the trans-
action. It is the duty of such other party to present proof of identity
to the regulated person. The Attorney General shall specify by reg-
ulation the types of documents and other evidence that constitute
proof of identity for purposes of this paragraph.

(b)(1) Each regulated person shall report to the Attorney Gen-
eral, in such form and manner as the Attorney General shall pre-
scribe by regulation—

(A) any regulated transaction involving an extraordinary
quantity of a listed chemical, an uncommon method of payment
or delivery, or any other circumstance that the regulated per-
son believes may indicate that the listed chemical will be used
in violation of this title;

(B) any proposed regulated transaction with a person
whose description or other identifying characteristic the Attor-
ney General furnishes in advance to the regulated person;

(C) any unusual or excessive loss or disappearance of a
listed chemical under the control of the regulated person; and

(D) any regulated transaction in a tableting machine or an
encapsulating machine.

Each report under subparagraph (A) shall be made at the earliest
practicable opportunity after the regulated person becomes aware
of the circumstance involved. A regulated person may not complete
a transaction with a person whose description or identifying char-
acteristic is furnished to the regulated person under subparagraph
(B) unless the transaction is approved by the Attorney General.
The Attorney General shall make available to regulated persons
guidance documents describing transactions and circumstances for
which reports are required under subparagraph (A) and subpara-
graph (C).

(2) A regulated person that manufactures a listed chemical
shall report annually to the Attorney General, in such form and
manner and containing such specific data as the Attorney General
shall prescribe by regulation, information concerning listed chemi-
cals manufactured by the person. The requirement of the preceding
sentence shall not apply to the manufacture of a drug product that
is exempted under section 102(39)(A)(v).

(3) MAIL ORDER REPORTING.—

(A) As used in this paragraph:

(i) The term “drug product” means an active in-
gredient in dosage form that has been approved or
otherwise may be lawfully marketed under the Food,
Drug, and Cosmetic Act for distribution in the United
States.

(i1)) The term “valid prescription” means a pre-
scription which is issued for a legitimate medical pur-
pose by an individual practitioner licensed by law to
administer and prescribe the drugs concerned and act-
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ing in the usual course of the practitioner’s profes-

sional practice.

(B) Each regulated person who engages in a trans-
action with a nonregulated person or who engages in an
export transaction which—

(i) involves ephedrine, pseudoephedrine, or phen-
ylpropanolamine (including drug products containing
these chemicals); and

(ii) uses or attempts to use the Postal Service or
any private or commercial carrier;

shall, on a monthly basis, submit a report of each such
transaction conducted during the previous month to the
Attorney General in such form, containing such data, and
at such times as the Attorney General shall establish by
regulation.

(C) The data required for such reports shall include—

(1) the name of the purchaser;

(ii) the quantity and form of the ephedrine,
pseaudoephedrine, or phenylpropanolamine purchased,;
an

(iii) the address to which such ephedrine,
pseudoephedrine, or phenylpropanolamine was sent.
(D) Except as provided in subparagraph (E), the fol-

lowing distributions to a nonregulated person, and the fol-
lowing export transactions, shall not be subject to the re-
porting requirement in subparagraph (B):

(1) Distributions of sample packages of drug prod-
ucts when such packages contain not more than two
solid dosage units or the equivalent of two dosage
units in liquid form, not to exceed 10 milliliters of lig-
uid per package, and not more than one package is
distributed to an individual or residential address in
any 30-day period.

(i) Distributions of drug products by retail dis-
tributors that may not include face-to-face trans-
actions to the extent that such distributions are con-
sistent with the activities authorized for a retail dis-
tributor as specified in section 102(49), except that
this clause does not apply to sales of scheduled listed
chemical products at retail.

(iii) Distributions of drug products to a resident of
a long term care facility (as that term is defined in
regulations prescribed by the Attorney General) or dis-
tributions of drug products to a long term care facility
for dispensing to or for use by a resident of that facil-
ity.

(iv) Distributions of drug products pursuant to a
valid prescription.

(v) Exports which have been reported to the Attor-
ney General pursuant to section 1004 or 1018 or which
are subject to a waiver granted under section
1018()(2).

(vi) Any quantity, method, or type of distribution
or any quantity, method, or type of distribution of a
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specific listed chemical (including specific formulations
or drug products) or of a group of listed chemicals (in-
cluding specific formulations or drug products) which
the Attorney General has excluded by regulation from
such reporting requirement on the basis that such re-
porting is not necessary for the enforcement of this

title or title III.

(E) The Attorney General may revoke any or all of the
exemptions listed in subparagraph (D) for an individual
regulated person if he finds that drug products distributed
by the regulated person are being used in violation of this
title or title III. The regulated person shall be notified of
the revocation, which will be effective upon receipt by the
person of such notice, as provided in section 1018(c)(1),
and shall have the right to an expedited hearing as pro-
vided in section 1018(c)(2).

(c)(1) Except as provided in paragraph (2), any information ob-
tained by the Attorney General under this section which is exempt
from disclosure under section 552(a) of title 5, United States Code,
by reason of section 552(b)(4) of such title, is confidential and may
not be disclosed to any person.

| (2) Information referred to in paragraph (1) may be disclosed
only—

(A) to an officer or employee of the United States engaged
in carrying out this title, title III, or the customs laws;

(B) when relevant in any investigation or proceeding for
the enforcement of this title, title III, or the customs laws;

(C) when necessary to comply with an obligation of the
United States under a treaty or other international agreement;
or

a State or local official or employee in conjunction with the
enforcement of controlled substances laws or chemical control
laws.

(3) The Attorney General shall—

(A) take such action as may be necessary to prevent unau-
thorized disclosure of information by any person to whom such
information is disclosed under paragraph (2); and

(B) issue guidelines that limit, to the maximum extent fea-
sible, the disclosure of proprietary business information, in-
cluding the names or identities of United States exporters of
listed chemicals, to any person to whom such information is
disclosed under paragraph (2).

(4) Any person who is aggrieved by a disclosure of information
in violation of this section may bring a civil action against the vio-
lator for appropriate relief.

(5) Notwithstanding paragraph (4), a civil action may not be
brought under such paragraph against investigative or law enforce-
ment personnel of the Drug Enforcement Administration.

(d) SCHEDULED LISTED CHEMICALS; RESTRICTIONS ON SALES
QUANTITY; REQUIREMENTS REGARDING NONLIQUID FOorMS.—With
respect to ephedrine base, pseudoephedrine base, or phenyl-
propanolamine base in a scheduled listed chemical product—

(1) the quantity of such base sold at retail in such a prod-
uct by a regulated seller, or a distributor required to submit
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reports by subsection (b)(3) may not, for any purchaser, exceed
a daily amount of 3.6 grams, without regard to the number of
transactions; and

(2) such a seller or distributor may not sell such a product
in nonliquid form (including gel caps) at retail unless the prod-
uct is packaged in blister packs, each blister containing not
more than 2 dosage units, or where the use of blister packs is
technically infeasible, the product is packaged in unit dose
packets or pouches.
(e) SCHEDULED LISTED CHEMICALS; BEHIND-THE-COUNTER AC-

CESS; LOGBOOK REQUIREMENT; TRAINING OF SALES PERSONNEL;
PRIVACY PROTECTIONS.—

(1) REQUIREMENTS REGARDING RETAIL TRANSACTIONS.—

(A) IN GENERAL.—Each regulated seller shall ensure

that, subject to subparagraph (F), sales by such seller of a
scheduled listed chemical product at retail are made in ac-
cordance with the following:

(1) In offering the product for sale, the seller
places the product such that customers do not have di-
rect access to the product before the sale is made (in
this paragraph referred to as “behind-the-counter”
placement). For purposes of this paragraph, a behind-
the-counter placement of a product includes cir-
cumstances in which the product is stored in a locked
cabinet that is located in an area of the facility in-
volved to which customers do have direct access.

(i1) The seller delivers the product directly into the
custody of the purchaser.

(ii1) The seller maintains, in accordance with cri-
teria issued by the Attorney General, a written or elec-
tronic list of such sales that identifies the products by
name, the quantity sold, the names and addresses of
purchasers, and the dates and times of the sales
(which list is referred to in this subsection as the “log-
book”), except that such requirement does not apply to
any purchase by an individual of a single sales pack-
age if that package contains not more than 60 milli-
grams of pseudoephedrine.

(iv) In the case of a sale to which the requirement
of clause (iii) applies, the seller does not sell such a
product unless the sale is made in accordance with the
following:

(I) The prospective purchaser—

(aa) presents an identification card that
provides a photograph and is issued by a
State or the Federal Government, or a docu-
ment that, with respect to identification, is
considered acceptable for purposes of sections
274a.2(b)(1)(v)(A) and 274a.2(b)(1)(v)(B) of
title 8, Code of Federal Regulations (as in ef-
fect on or after March 9, 2006); and

(bb) signs the written logbook and enters
in the logbook his or her name, address, and
the date and time of the sale, or for trans-
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actions involving an electronic logbook, the
purchaser provides a signature using one of
the following means:

(AA) Signing a device presented by
the seller that captures signatures in an
electronic format. Such device shall dis-
play the notice described in clause (v).
Any device used shall preserve each sig-
nature in a manner that clearly links
that signature to the other electronically-
captured logbook information relating to
the prospective purchaser providing that
signature.

(BB) Signing a bound paper book.
Such bound paper book shall include, for
such purchaser, either (aaa) a printed
sticker affixed to the bound paper book at
the time of sale which either displays the
name of each product sold, the quantity
sold, the name and address of the pur-
chaser, and the date and time of the sale,
or a unique identifier which can be linked
to that electronic information, or (bbb) a
unique identifier which can be linked to
that information and which is written
into the book by the seller at the time of
sale. The purchaser shall sign adjacent to
the printed sticker or written unique
identifier related to that sale. Such bound
paper book shall display the notice de-
scribed in clause (v).

(CC) Signing a printed document that
includes, for such purchaser, the name of
each product sold, the quantity sold, the
name and address of the purchaser, and
the date and time of the sale. Such docu-
ment shall be printed by the seller at the
time of the sale. Such document shall
contain a clearly identified signature line
for a purchaser to sign. Such printed doc-
ument shall display the notice described
in clause (v). Each signed document shall
be inserted into a binder or other secure
means of document storage immediately
after the purchaser signs the document.

(IT) The seller enters in the logbook the name
of the product and the quantity sold. Such infor-
mation may be captured through electronic
means, including through electronic data capture
through bar code reader or similar technology.
(IIT) The logbook maintained by the seller in-
cludes the prospective purchaser’s name, address,
and the date and time of the sale, as follows:
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(aa) If the purchaser enters the informa-
tion, the seller must determine that the name
entered in the logbook corresponds to the
name provided on such identification and that
the date and time entered are correct.

(bb) If the seller enters the information,
the prospective purchaser must verify that
the information is correct.

(cc) Such information may be captured
through electronic means, including through
electronic data capture through bar code read-
er or similar technology.

(v) The written or electronic logbook includes, in
accordance with criteria of the Attorney General, a no-
tice to purchasers that entering false statements or
misrepresentations in the logbook, or supplying false
information or identification that results in the entry
of false statements or misrepresentations, may subject
the purchasers to criminal penalties under section
1001 of title 18, United States Code, which notice
specifies the maximum fine and term of imprisonment
under such section.

(vi) Regardless of whether the logbook entry is
written or electronic, the seller maintains each entry
in the logbook for not fewer than 2 years after the
date on which the entry is made.

(vii) In the case of individuals who are responsible
for delivering such products into the custody of pur-
chasers or who deal directly with purchasers by ob-
taining payments for the products, the seller has sub-
mitted to the Attorney General a self-certification that
all such individuals have, in accordance with criteria
under subparagraph (B)(ii), undergone training pro-
vided by the seller to ensure that the individuals un-
derstand the requirements that apply under this sub-
section and subsection (d).

(viii) The seller maintains a copy of such certifi-
cation and records demonstrating that individuals re-
ferred to in clause (vii) have undergone the training.

(ix) If the seller is a mobile retail vendor:

(I) The seller complies with clause (i) by plac-
ing the product in a locked cabinet.

(II) The seller does not sell more than 7.5
grams of ephedrine base, pseudoephedrine base,
or phenylpropanolamine base in such products per
customer during a 30-day period.

(B) ADDITIONAL PROVISIONS REGARDING CERTIFI-

CATIONS AND TRAINING.—

(i) IN GENERAL.—A regulated seller may not sell
any scheduled listed chemical product at retail unless
the seller has submitted to the Attorney General the
self-certification referred to in subparagraph (A)(vii).
The certification is not effective for purposes of the
preceding sentence unless, in addition to provisions re-
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garding the training of individuals referred to in such
subparagraph, the certification includes a statement
that the seller understands each of the requirements
that apply under this paragraph and under subsection
(d) and agrees to comply with the requirements.

(i1) ISSUANCE OF CRITERIA; SELF-CERTIFICATION.—
The Attorney General shall by regulation establish cri-
teria for certifications under this paragraph. The cri-
teria shall—

(I) provide that the certifications are self-cer-
tifications provided through the program under
clause (iii);

(II) provide that a separate certification is re-
quired for each place of business at which a regu-
lated seller sells scheduled listed chemical prod-
ucts at retail; and

(IIT) include criteria for training under sub-
paragraph (A)(vii).

(iii) PROGRAM FOR REGULATED SELLERS.—The At-
torney General shall establish a program regarding
such certifications and training in accordance with the
following:

(I) The program shall be carried out through
an Internet site of the Department of Justice and
such other means as the Attorney General deter-
mines to be appropriate.

(II) The program shall inform regulated sell-
ers that section 1001 of title 18, United States
Code, applies to such certifications.

(III) The program shall make available to
such sellers an explanation of the criteria under
clause (ii).

(IV) The program shall be designed to permit
the submission of the certifications through such
Internet site.

(V) The program shall be designed to auto-
matically provide the explanation referred to in
subclause (ITI), and an acknowledgement that the
Department has received a certification, without
requiring direct interactions of regulated sellers
with staff of the Department (other than the pro-
vision of technical assistance, as appropriate).

(iv) AVAILABILITY OF CERTIFICATION TO STATE AND
LOCAL OFFICIALS.—Promptly after receiving a certifi-
cation under subparagraph (A)(vii), the Attorney Gen-
eral shall make available a copy of the certification to
the appropriate State and local officials.

(v) PUBLICATION OF LIST OF SELF-CERTIFIED PER-
SONS.—The Attorney General shall develop and make
available a list of all persons who are currently self-
certified in accordance with this section. This list shall
be made publicly available on the website of the Drug
Enforcement Administration in an electronically
downloadable format.
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(C) PRIVACY PROTECTIONS.—In order to protect the pri-
vacy of individuals who purchase scheduled listed chemical
products, the Attorney General shall by regulation estab-
lish restrictions on disclosure of information in logbooks
under subparagraph (A)(iii). Such regulations shall—

(i) provide for the disclosure of the information as
appropriate to the Attorney General and to State and
local law enforcement agencies; and

(i) prohibit accessing, using, or sharing informa-
tion in the logbooks for any purpose other than to en-
sure compliance with this title or to facilitate a prod-
uct recall to protect public health and safety.

(D) FALSE STATEMENTS OR MISREPRESENTATIONS BY
PURCHASERS.—For purposes of section 1001 of title 18,
United States Code, entering information in the logbook
under subparagraph (A)(ii) shall be considered a matter
within the jurisdiction of the executive, legislative, or judi-
cial branch of the Government of the United States.

(E) GOOD FAITH PROTECTION.—A regulated seller who
in good faith releases information in a logbook under sub-
paragraph (A)(iii) to Federal, State, or local law enforce-
ment authorities is immune from civil liability for such re-
lease unless the release constitutes gross negligence or in-
tentional, wanton, or willful misconduct.

(F) INAPPLICABILITY OF REQUIREMENTS TO CERTAIN
SALES.—Subparagraph (A) does not apply to the sale at re-
tail of a scheduled listed chemical product if a report on
the sales transaction is required to be submitted to the At-
torney General under subsection (b)(3).

(G) CERTAIN MEASURES REGARDING THEFT AND DIVER-
SION.—A regulated seller may take reasonable measures to
guard against employing individuals who may present a
risk with respect to the theft and diversion of scheduled
listed chemical products, which may include, notwith-
standing State law, asking applicants for employment
whether they have been convicted of any crime involving
or related to such products or controlled substances.

(2) MAIL-ORDER REPORTING; VERIFICATION OF IDENTITY OF
PURCHASER; 30-DAY RESTRICTION ON QUANTITIES FOR INDI-
VIDUAL PURCHASERS.—Each regulated person who makes a sale
at retail of a scheduled listed chemical product and is required
under subsection (b)(3) to submit a report of the sales trans-
action to the Attorney General is subject to the following:

(A) The person shall, prior to shipping the product,
confirm the identity of the purchaser in accordance with
procedures established by the Attorney General. The At-
torney General shall by regulation establish such proce-
dures.

(B) The person may not sell more than 7.5 grams of
ephedrine base, pseudoephedrine base, or phenyl-
propanolamine base in such products per customer during
a 30-day period.

(C) Each regulated person who makes a sale at retail
of a scheduled listed chemical product and is required
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under subsection (b)(3) to submit a report of the sales

transaction to the Attorney General may not sell any

scheduled listed chemical product at retail unless such reg-

ulated person has submitted to the Attorney General a

self-certification including a statement that the seller un-

derstands each of the requirements that apply under this
paragraph and under subsection (d) and agrees to comply
with the requirements. The Attorney General shall by reg-
ulation establish criteria for certifications of mail-order
distributors that are consistent with the criteria estab-
lished for the certifications of regulated sellers under para-

graph (1)(B).

(3) EXEMPTIONS FOR CERTAIN PRODUCTS.—Upon the appli-
cation of a manufacturer of a scheduled listed chemical prod-
uct, the Attorney General may by regulation provide that the
product is exempt from the provisions of subsection (d) and
paragraphs (1) and (2) of this subsection if the Attorney Gen-
eral determines that the product cannot be used in the illicit
manufacture of methamphetamine.

ADDITIONAL REQUIREMENTS RELATING TO ONLINE PHARMACIES AND
TELEMEDICINE

Sec. 311. [21 U.S.C. 831] (a) IN GENERAL.—An online phar-
macy shall display in a visible and clear manner on its homepage
a statement that it complies with the requirements of this section
with respect to the delivery or sale or offer for sale of controlled
substances and shall at all times display on the homepage of its
Internet site a declaration of compliance in accordance with this
section.

(b) LICENSURE.—Each online pharmacy shall comply with the
requirements of State law concerning the licensure of pharmacies
in each State from which it, and in each State to which it, delivers,
distributes, or dispenses or offers to deliver, distribute, or dispense
controlled substances by means of the Internet, pursuant to appli-
cable licensure requirements, as determined by each such State.

(¢) INTERNET PHARMACY SITE DISCLOSURE INFORMATION.—
Each online pharmacy shall post in a visible and clear manner on
the homepage of each Internet site it operates, or on a page directly
linked thereto in which the hyperlink is also visible and clear on
the homepage, the following information for each pharmacy that
delivers, distributes, or dispenses controlled substances pursuant to
orders made on, through, or on behalf of, that website:

(1) The name and address of the pharmacy as it appears
on the pharmacy’s Drug Enforcement Administration certifi-
cate of registration.

(2) The pharmacy’s telephone number and email address.

(3) The name, professional degree, and States of licensure
of the pharmacist-in-charge, and a telephone number at which
the pharmacist-in-charge can be contacted.

(4) A list of the States in which the pharmacy is licensed
to dispense controlled substances.
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(5) A certification that the pharmacy is registered under
this part to deliver, distribute, or dispense by means of the
Internet controlled substances.

(6) The name, address, telephone number, professional de-
gree, and States of licensure of any practitioner who has a con-
tractual relationship to provide medical evaluations or issue
prescriptions for controlled substances, through referrals from
the website or at the request of the owner or operator of the
website, or any employee or agent thereof.

(7) The following statement, unless revised by the Attorney
General by regulation: “This online pharmacy will only dis-
pense a controlled substance to a person who has a valid pre-
scription issued for a legitimate medical purpose based upon a
medical relationship with a prescribing practitioner. This in-
cludes at least one prior in-person medical evaluation or med-
ical evaluation via telemedicine in accordance with applicable
requirements of section 309.”.

(d) NOTIFICATION.—

(1) IN GENERAL.—Thirty days prior to offering a controlled
substance for sale, delivery, distribution, or dispensing, the on-
line pharmacy shall notify the Attorney General, in such form
and manner as the Attorney General shall determine, and the
State boards of pharmacy in any States in which the online
pharmacy offers to sell, deliver, distribute, or dispense con-
trolled substances.

(2) CONTENTS.—The notification required under paragraph
(1) shall include—

(A) the information required to be posted on the online
pharmacy’s Internet site under subsection (¢) and shall no-
tify the Attorney General and the applicable State boards
of pharmacy, under penalty of perjury, that the informa-
tion disclosed on its Internet site under subsection (¢) is
true and accurate;

(B) the online pharmacy’s Internet site address and a
certification that the online pharmacy shall notify the At-
torney General of any change in the address at least 30
days in advance; and

(C) the Drug Enforcement Administration registration
numbers of any pharmacies and practitioners referred to
in subsection (c), as applicable.

(3) EXISTING ONLINE PHARMACIES.—An online pharmacy
that is already operational as of the effective date of this sec-
tion, shall notify the Attorney General and applicable State
boards of pharmacy in accordance with this subsection not
later than 30 days after such date.

(e) DECLARATION OF COMPLIANCE.—On and after the date on
which it makes the notification under subsection (d), each online
pharmacy shall display on the homepage of its Internet site, in
such form as the Attorney General shall by regulation require, a
declaration that it has made such notification to the Attorney Gen-
eral.

(f) REPORTS.—Any statement, declaration, notification, or dis-
closure required under this section shall be considered a report re-
quired to be kept under this part.
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(g) NOTICE AND DESIGNATIONS CONCERNING INDIAN TRIBES.—

(1) IN GENERAL.—For purposes of sections 102(52) and
512(c)(6)(B), the Secretary shall notify the Attorney General, at
such times and in such manner as the Secretary and the Attor-
ney General determine appropriate, of the Indian tribes or trib-
al organizations with which the Secretary has contracted or
compacted under the Indian Self-Determination and Education
Assistance Act for the tribes or tribal organizations to provide
pharmacy services.

(2) DESIGNATIONS.—

(A) IN GENERAL.—The Secretary may designate a prac-
titioner described in subparagraph (B) as an Internet Eli-
gible Controlled Substances Provider. Such designations
shall be made only in cases where the Secretary has found
that there is a legitimate need for the practitioner to be so
designated because the population served by the practi-
tioner is in a sufficiently remote location that access to
medical services is limited.

(B) PRACTITIONERS.—A practitioner described in this
subparagraph is a practitioner who is an employee or con-
tractor of the Indian Health Service, or is working for an
Indian tribe or tribal organization under its contract or
compact under the Indian Self-Determination and Edu-
cation Assistance Act with the Indian Health Service.

(h) SPECIAL REGISTRATION FOR TELEMEDICINE.—

(1) IN GENERAL.—The Attorney General may issue to a
practitioner a special registration to engage in the practice of
telemedicine for purposes of section 102(54)(E) if the practi-
tioner, upon application for such special registration—

(A) demonstrates a legitimate need for the special reg-
istration; and

(B) is registered under section 303(g) in the State in
which the patient will be located when receiving the tele-
medicine treatment, unless the practitioner—

(i) is exempted from such registration in all States
under section 302(d); or

(i) is an employee or contractor of the Depart-
ment of Veterans Affairs who is acting in the scope of
such employment or contract and is registered under
section 303(g) in any State or is utilizing the registra-
tion of a hospital or clinic operated by the Department

of Veterans Affairs registered under section 303(g).

(2) REGULATIONS.—Not later than 1 year after the date of
enactment of the SUPPORT for Patients and Communities Act,
in consultation with the Secretary, the Attorney General shall
promulgate final regulations specifying—

(A) the limited circumstances in which a special reg-
istration under this subsection may be issued; and

(B) the procedure for obtaining a special registration
under this subsection.

(3) DENIALS.—Proceedings to deny an application for reg-
istration under this subsection shall be conducted in accord-
ance with section 304(c).
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(i) REPORTING OF TELEMEDICINE BY VHA DURING MEDICAL
EMERGENCY SITUATIONS.—

(1) IN GENERAL.—Any practitioner issuing a prescription
for a controlled substance under the authorization to conduct
telemedicine during a medical emergency situation described
in section 102(54)(F) shall report to the Secretary of Veterans
Affairs the authorization of that emergency prescription, in ac-
cordance with such requirements as the Secretary of Veterans
Affairs shall, by regulation, establish.

(2) TO ATTORNEY GENERAL.—Not later than 30 days after
the date that a prescription described in subparagraph (A) is
issued, the Secretary of Veterans Affairs shall report to the At-
torney General the authorization of that emergency prescrip-
tion.

(j) CLARIFICATION CONCERNING PRESCRIPTION TRANSFERS.—
Any transfer between pharmacies of information relating to a pre-
scription for a controlled substance shall meet the applicable re-
quirements under regulations promulgated by the Attorney Gen-
eral under this Act.

SEC. 312. [21 U.S.C. 832] SUSPICIOUS ORDERS.
(a) REPORTING.—Each registrant shall—

(1) design and operate a system to identify suspicious or-
ders for the registrant;

(2) ensure that the system designed and operated under
paragraph (1) by the registrant complies with applicable Fed-
eral and State privacy laws; and

(3) upon discovering a suspicious order or series of orders,
notify the Administrator of the Drug Enforcement Administra-
tion and the Special Agent in Charge of the Division Office of
the Drug Enforcement Administration for the area in which
the registrant is located or conducts business.

(b) SuspicIOUS ORDER DATABASE.—

(1) IN GENERAL.—Not later than 1 year after the date of
enactment of this section, the Attorney General shall establish
a centralized database for collecting reports of suspicious or-
ders.

(2) SATISFACTION OF REPORTING REQUIREMENTS.—If a reg-
istrant reports a suspicious order to the centralized database
established under paragraph (1), the registrant shall be consid-
ered to have complied with the requirement under subsection
(a)(3) to notify the Administrator of the Drug Enforcement Ad-
ministration and the Special Agent in Charge of the Division
Office of the Drug Enforcement Administration for the area in
which the registrant is located or conducts business.

(c) SHARING INFORMATION WITH THE STATES.—

(1) IN GENERAL.—The Attorney General shall prepare and
make available information regarding suspicious orders in a
State, including information in the database established under
subsection (b)(1), to the point of contact for purposes of admin-
istrative, civil, and criminal oversight relating to the diversion
of controlled substances for the State, as designated by the
Governor or chief executive officer of the State.

As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

Sec. 401  TITLES Il AND Il OF THE COMPREHENSIVE DRUG ABUSE... 88

(2) TIMING.—The Attorney General shall provide informa-
tion in accordance with paragraph (1) within a reasonable pe-
riod of time after obtaining the information.

(3) COORDINATION.—In establishing the process for the
provision of information under this subsection, the Attorney
General shall coordinate with States to ensure that the Attor-
ney General has access to information, as permitted under
State law, possessed by the States relating to prescriptions for
controlled substances that will assist in enforcing Federal law.

PART D—OFFENSES AND PENALTIES

PROHIBITED ACTS A—PENALTIES

SEC. 401. [21 U.S.C. 841] (a) Except as authorized by this
title, it shall be unlawful for any person knowingly or inten-
tionally—

(1) to manufacture, distribute, or dispense, or possess with
intent to manufacture, distribute, or dispense, a controlled sub-
stance; or

(2) to create, distribute, or dispense, or possess with intent
to distribute or dispense, a counterfeit substance.

(b) Except as otherwise provided in section 409, 418, 419, or
420 any person who violates subsection (a) of this section shall be
sentenced as follows:

(1)(A) In the case of a violation of subsection (a) of this section
involving—

(i) 1 kilogram or more of a mixture or substance containing
a detectable amount of heroin;

(ii) 5 kilograms or more of a mixture or substance con-
taining a detectable amount of—

(I) coca leaves, except coca leaves and extracts of coca
leaves from which cocaine, ecgonine, and derivatives of ec-
gonine or their salts have been removed;

(IT) cocaine, its salts, optical and geometric isomers,
and salts of isomers;

(IIT) ecgonine, its derivatives, their salts, isomers, and
salts of isomers; or

(IV) any compound, mixture, or preparation which con-
tains any quantity of any of the substances referred to in
subclauses (I) through (I11);

(iii) 280 grams or more of a mixture or substance described
in clause (ii) which contains cocaine base;

(iv) 100 grams or more of phencyclidine (PCP) or 1 kilo-
gram or more of a mixture or substance containing a detectable
amount of phencyclidine (PCP);

(v) 10 grams or more of a mixture or substance containing
a detectable amount of lysergic acid diethylamide (LLSD);

(vi) 400 grams or more of a mixture or substance con-
taining a detectable amount of N-phenyl-N-[1-(2-phenylethyl)-
4-piperidinyl] propanamide or 100 grams or more of a mixture
or substance containing a detectable amount of any analogue
of N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl] propanamide or
a fentanyl-related substance;
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(vii) 1000 kilograms or more of a mixture or substance con-
taining a detectable amount of marihuana, or 1,000 or more
marihuana plants regardless of weight; or
(viii) 50 grams or more of methamphetamine, its salts, iso-
mers, and salts of its isomers or 500 grams or more of a mix-
ture or substance containing a detectable amount of meth-
amphetamine, its salts, isomers, or salts of its isomers;
such person shall be sentenced to a term of imprisonment which
may not be less than 10 years or more than life and if death or
serious bodily injury results from the use of such substance shall
be not less than 20 years or more than life, a fine not to exceed
the greater of that authorized in accordance with the provisions of
title 18, United States Code, or $10,000,000 if the defendant is an
individual or $50,000,000 if the defendant is other than an indi-
vidual, or both. If any person commits such a violation after a prior
conviction for a serious drug felony or serious violent felony has be-
come final, such person shall be sentenced to a term of imprison-
ment of not less than 15 years and not more than life imprison-
ment and if death or serious bodily injury results from the use of
such substance shall be sentenced to life imprisonment, a fine not
to exceed the greater of twice that authorized in accordance with
the provisions of title 18, United States Code, or $20,000,000 if the
defendant is an individual or $75,000,000 if the defendant is other
than an individual, or both. If any person commits a violation of
this subparagraph or of section 409, 418, 419, or 420 after 2 or
more prior convictions for a serious drug felony or serious violent
felony have become final, such person shall be sentenced to a term
of imprisonment of not less than 25 years and fined in accordance
with the preceding sentence. Notwithstanding section 3583 of title
1839, any sentence under this subparagraph shall, in the absence
of such a prior conviction, impose a term of supervised release of
at least 5 years in addition to such term of imprisonment and shall,
if there was such a prior conviction, impose a term of supervised
release of at least 10 years in addition to such term of imprison-
ment. Notwithstanding any other provision of law, the court shall
not place on probation or suspend the sentence of any person sen-
tenced under this subparagraph. No person sentenced under this
subparagraph shall be eligible for parole during the term of impris-
onment imposed therein.

(B) In the case of a violation of subsection (a) of this section
involving—

(i) 100 grams or more of a mixture or substance containing
a detectable amount of heroin;

(i1) 500 grams or more of a mixture or substance con-
taining a detectable amount of—

(I) coca leaves, except coca leaves and extracts of coca
leaves from which cocaine, ecgonine, and derivatives of ec-
gonine or their salts have been removed,;

(IT) cocaine, its salts, optical and geometric isomers,
and salts of isomers;

30S0 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.
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(ITI) ecgonine, its derivatives, their salts, isomers, and
salts of isomers; or

(IV) any compound, mixture, or preparation which con-
tains any quantity of any of the substances referred to in

subclauses (I) through (IID);

(iii) 28 grams or more of a mixture or substance described
in clause (ii) which contains cocaine base;

(iv) 10 grams or more of phencyclidine (PCP) or 100 grams
or more of a mixture or substance containing a detectable
amount of phencyclidine (PCP);

(v) 1 gram or more of a mixture or substance containing
a detectable amount of lysergic acid diethylamide (LSD);

(vi) 40 grams or more of a mixture or substance containing
a detectable amount of N-phenyl-N-[1-(2-phenylethyl)-4-
piperidinyl] propanamide or 10 grams or more of a mixture or
substance containing a detectable amount of any analogue of
N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl] propanamide or a
fentanyl-related substance;

(vii) 100 kilograms or more of a mixture or substance con-
taining a detectable amount of marihuana, or 100 or more
marihuana plants regardless of weight; or

(viii) 5 grams or more of methamphetamine, its salts, iso-
mers, and salts of its isomers or 50 grams or more of a mixture
or substance containing a detectable amount of methamphet-
amine, its salts, isomers, or salts of its isomers;

such person shall be sentenced to a term of imprisonment which
may not be less than 5 years and not more than 40 years and if
death or serious bodily injury results from the use of such sub-
stance shall be not less than 20 years or more than life, a fine not
to exceed the greater of that authorized in accordance with the pro-
visions of title 18, United States Code, or $5,000,000 if the defend-
ant is an individual or $25,000,000 if the defendant is other than
an individual, or both. If any person commits such a violation after
a prior conviction for a serious drug felony or serious violent felony
has become final, such person shall be sentenced to a term of im-
prisonment which may not be less than 10 years and not more
than life imprisonment and if death or serious bodily injury results
from the use of such substance shall be sentenced to life imprison-
ment, a fine not to exceed the greater of twice that authorized in
accordance with the provisions of title 18, United States Code, or
$8,000,000 if the defendant is an individual or $50,000,000 if the
defendant is other than an individual, or both. Notwithstanding
section 3583 of title 1831, any sentence under this subparagraph
shall, in the absence of such a prior conviction, include a term of
supervised release of at least 4 years in addition to such term of
imprisonment and shall, if there was such a prior conviction, in-
clude a term of supervised release of at least 8 years in addition
to such term of imprisonment. Notwithstanding any other provision
of law, the court shall not place on probation or suspend the sen-
tence of any person sentenced under this subparagraph. No person

31S0 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.
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sentenced under this subparagraph shall be eligible for parole dur-
ing the term of imprisonment imposed therein.

(C) In the case of a controlled substance in schedule I or II,
gamma hydroxybutyric acid (including when scheduled as an ap-
proved drug product for purposes of section 3(a)(1)(B) of the Hillory
J. Farias and Samantha Reid Date-Rape Drug Prohibition Act of
2000), or 1 gram of flunitrazepam, except as provided in subpara-
graphs (A), (B), and (D), such person shall be sentenced to a term
of imprisonment of not more than 20 years and if death or serious
bodily injury results from the use of such substance shall be sen-
tenced to a term of imprisonment of not less than twenty years or
more than life, a fine not to exceed the greater of that authorized
in accordance with the provisions of title 18, United States Code,
or $1,000,000 if the defendant is an individual or $5,000,000 if the
defendant is other than an individual, or both. If any person com-
mits such a violation after a prior conviction for a felony drug of-
fense has become final, such person shall be sentenced to a term
of imprisonment of not more than 30 years and if death or serious
bodily injury results from the use of such substance shall be sen-
tenced to life imprisonment, a fine not to exceed the greater of
twice that authorized in accordance with the provisions of title 18,
United States Code, or $2,000,000 if the defendant is an individual
or $10,000,000 if the defendant is other than an individual, or both.
Notwithstanding section 3583 of title 1832, any sentence imposing
a term of imprisonment under this paragraph shall, in the absence
of such a prior conviction, impose a term of supervised release of
at least 3 years in addition to such term of imprisonment and shall,
if there was such a prior conviction, impose a term of supervised
release of at least 6 years in addition to such term of imprison-
ment. Notwithstanding any other provision of law, the court shall
not place on probation or suspend the sentence of any person sen-
tenced under the provisions of this subparagraph which provide for
a mandatory term of imprisonment if death or serious bodily injury
results, nor shall a person so sentenced be eligible for parole during
the term of such a sentence.

(D) In the case of less than 50 kilograms of marihuana, except
in the case of 50 or more marihuana plants regardless of weight,
10 kilograms of hashish, or one kilogram of hashish oil, such per-
son shall, except as provided in paragraphs (4) and (5) of this sub-
section, be sentenced to a term of imprisonment of not more than
5 years, a fine not to exceed the greater of that authorized in ac-
cordance with the provisions of title 18, United States Code, or
$250,000 if the defendant is an individual or $1,000,000 if the de-
fendant is other than an individual, or both. If any person commits
such a violation after a prior conviction for a felony drug offense
has become final, such person shall be sentenced to a term of im-
prisonment of not more than 10 years, a fine not to exceed the
greater of twice that authorized in accordance with the provisions
of title 18, United State Code, or $500,000 if the defendant is an
individual or $2,000,000 if the defendant is other than an indi-
vidual, or both. Notwithstanding section 3583 of title 1832, any

3250 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.
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sentence imposing a term of imprisonment under this paragraph
shall, in the absence of such a prior conviction, impose a special pa-
role term of at least 2 years in addition to such term of imprison-
ment and shall, if there was such a prior conviction, impose a term
of supervised release of at least 4 years in addition to such term
of imprisonment.

(E)d) Except as provided in subparagraphs (C) and (D), in the
case of any controlled substance in schedule III, such person shall
be sentenced to a term of imprisonment of not more than 10 years
and if death or serious bodily injury results from the use of such
substance shall be sentenced to a term of imprisonment of not more
than 15 years, a fine not to exceed the greater of that authorized
in accordance with the provisions of title 18, United States Code,
or $500,000 if the defendant is an individual or $2,500,000 if the
defendant is other than an individual, or both.

(i) If any person commits such a violation after a prior convic-
tion for a felony drug offense has become final, such person shall
be sentenced to a term of imprisonment of not more than 20 years
and if death or serious bodily injury results from the use of such
substance shall be sentenced to a term of imprisonment of not more
than 30 years, a fine not to exceed the greater of twice that author-
ized in accordance with the provisions of title 18, United States
Code, or $1,000,000 if the defendant is an individual or $5,000,000
if the defendant is other than an individual, or both.

(iii) Any sentence imposing a term of imprisonment under this
subparagraph shall, in the absence of such a prior conviction, im-
pose a term of supervised release of at least 2 years in addition to
such term of imprisonment and shall, if there was such a prior con-
viction, impose a term of supervised release of at least 4 years in
addition to such term of imprisonment.

(2) In the case of a controlled substance in schedule IV, such
person shall be sentenced to a term of imprisonment of not more
than 5 years, a fine not to exceed the greater of that authorized
in accordance with the provisions of title 18, United States Code,
or $250,000 if the defendant is an individual or $1,000,000 if the
defendant is other than an individual, or both. If any person com-
mits such a violation after a prior conviction for a felony drug of-
fense has become final, such person shall be sentenced to a term
of imprisonment of not more than 10 years, a fine not to exceed the
greater of twice the authorized in accordance with the provisions
of title 18, United States Code, or $500,000 if the defendant is an
individual or $2,000,000 if the defendant is other than an indi-
vidual, or both. Any sentence imposing a term of imprisonment
under this paragraph shall, in the absence of such a prior convic-
tion, impose a term of supervised release of at least one year in ad-
dition to such term of imprisonment and shall, if there was such
a prior conviction, impose a term of supervised release of at least
2 years in addition to such term of imprisonment.

(3) In the case of a controlled substance in schedule V, such
person shall be sentenced to a term of imprisonment of not more
than 1 year, a fine not to exceed the greater of that authorized in
accordance with the provisions of title 18, United States Code, or
$100,000 if the defendant is an individual or $250,000 if the de-
fendant is other than an individual, or both. If any person commits
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such a violation after a prior conviction for a felony drug offense
has become final, such person shall be sentenced to a term of im-
prisonment of not more than 4 years, a fine not to exceed the provi-
sions of title 18, United States Code, or $200,000 if the defendant
is an individual or $500,000 if the defendant is other than an indi-
vidual, or both. Any sentence imposing a term of imprisonment
under this paragraph may, if there was a prior conviction, impose
a term of supervised release of not more than 1 year, in addition
to such term of imprisonment.

(4) Notwithstanding paragraph (1)(D) of this subsection, any
person who violates subsection (a) of this section by distributing a
small amount of marihuana for no remuneration shall be treated
as provided in section 404 and section 3607 of title 18, United
States Code.

(5) Any person who violates subsection (a) of this section by
cultivating or manufacturing a controlled substance on Federal
property shall be imprisoned as provided in this subsection and
shall be fined any amount not to exceed—

(A) the amount authorized in accordance with this section;

(B) the amount authorized in accordance with the provi-
sions of title 18, United States Code;

(C) $500,000 if the defendant is an individual; or

(D) $1,000,000 if the defendant is other than an individual;

or both.

(6) Any person who violates subsection (a), or attempts to do
so, and knowingly or intentionally uses a poison, chemical, or other
hazardous substance on Federal land, and, by such use—

(A) creates a serious hazard to humans, wildlife, or domes-
tic animals,

(B) degrades or harms the environment or natural re-
sources, or

(C) pollutes an aquifer, spring, stream, river, or body of
water,

shall be fined in accordance with title 18, United States Code, or
imprisoned not more than five years, or both.

(7) PENALTIES FOR DISTRIBUTION.—

(A) IN GENERAL.—Whoever, with intent to commit a crime
of violence, as defined in section 16 of title 18, United States
Code (including rape), against an individual, violates sub-
section (a) by distributing a controlled substance or controlled
substance analogue to that individual without that individual’s
knowledge, shall be imprisoned not more than 20 years and
fined in accordance with title 18, United States Code.

(B) DEFINITION.—For purposes of this paragraph, the term
“without that individual’'s knowledge” means that the indi-
vidual is unaware that a substance with the ability to alter
that individual’s ability to appraise conduct or to decline par-
ticipation in or communicate unwillingness to participate in
conduct is administered to the individual.

(¢) Any person who knowingly or intentionally—

(1) possesses a listed chemical with intent to manufacture
a controlled substance except as authorized by this title;

(2) possesses or distributes, a listed chemical knowing, or
having reasonable cause to believe, that the listed chemical
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will be used to manufacture a controlled substance except as

authorized by this title; or

(3) with the intent of causing the evasion of the record-
keeping or reporting requirements of section 310, or the regu-
lations issued under that section, receives or distributes a re-
portable amount of any listed chemical in units small enough
so that the making of records or filing of reports under that
section is not required;

shall be fined in accordance with title 18, United States Code, or
imprisoned not more than 20 years in the case of a violation of
paragraph (1) or (2) involving a list I chemical or not more than
10 years in the case of a violation of this subsection other than a
violation of paragraph (1) or (2) involving a list I chemical, or both.

(d)(1) Any person who assembles, maintains, places, or causes
to be placed a boobytrap on Federal property where a controlled
substance is being manufactured, distributed, or dispensed shall be
sentenced to a term of imprisonment for not more than 10 years
or fined under title 18, United States Code, or both.

(2) If any person commits such a violation after 1 or more prior
convictions for an offense punishable under this subsection, such
person shall be sentenced to a term of imprisonment of not more
than 20 years or fined under title 18, United States Code, or both.

(3) For the purposes of this subsection, the term “boobytrap”
means any concealed or camouflaged device designed to cause bod-
ily injury when triggered by any action of any unsuspecting person
making contact with the device. Such term includes guns, ammuni-
tion, or explosive devices attached to trip wires or other triggering
mechanisms, sharpened stakes, and lines or wires with hooks at-
tached.

(e) In addition to any other applicable penalty, any person con-
victed of a felony violation of this section relating to the receipt,
distribution, manufacture, exportation, or importation of a listed
chemical may be enjoined from engaging in any transaction involv-
ing a listed chemical for not more than ten years.

(f)(1) Whoever knowingly distributes a listed chemical in viola-
tion of this title (other than in violation of a recordkeeping or re-
porting requirement of section 310) shall, except to the extent that
paragraph (12), (13), or (14) of section 402(a) applies, be fined
under title 18, United States Code, or imprisoned not more than
5 years, or both.

(2) Whoever possesses any listed chemical, with knowledge
that the recordkeeping or reporting requirements of section 310
have not been adhered to, if, after such knowledge is acquired, such
person does not take immediate steps to remedy the violation shall
be fined under title 18, United States Code, or imprisoned not more
than one year, or both.

(g) INTERNET SALES OF DATE RAPE DRUGS.—

(1) Whoever knowingly uses the Internet to distribute a
date rape drug to any person, knowing or with reasonable
cause to believe that—

(A) the drug would be used in the commission of crimi-
nal sexual conduct; or
(B) the person is not an authorized purchaser;
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shall be fined under this title or imprisoned not more than 20
years, or both.

(2) As used in this subsection:

(A) The term “date rape drug” means—

(1) gamma hydroxybutyric acid (GHB) or any con-
trolled substance analogue of GHB, including gamma
butyrolactone (GBL) or 1,4-butanediol,

(i1) ketamine;

(iii) flunitrazepam; or

(iv) any substance which the Attorney General
designates, pursuant to the rulemaking procedures
prescribed by section 553 of title 5, United States
Code, to be used in committing rape or sexual assault.

The Attorney General is authorized to remove any sub-

stance from the list of date rape drugs pursuant to the

same rulemaking authority.

(B) The term “authorized purchaser” means any of the
following persons, provided such person has acquired the
controlled substance in accordance with this Act:

(i) A person with a valid prescription that is
issued for a legitimate medical purpose in the usual
course of professional practice that is based upon a
qualifying medical relationship by a practitioner reg-
istered by the Attorney General. A “qualifying medical
relationship” means a medical relationship that exists
when the practitioner has conducted at least 1 medical
evaluation with the authorized purchaser in the phys-
ical presence of the practitioner, without regard to
whether portions of the evaluation are conducted by
other heath professionals. The preceding sentence
shall not be construed to imply that 1 medical evalua-
tion demonstrates that a prescription has been issued
for a legitimate medical purpose within the usual
course of professional practice.

(il) Any practitioner or other registrant who is
otherwise authorized by their registration to dispense,
procure, purchase, manufacture, transfer, distribute,
import, or export the substance under this Act.

(ii1)) A person or entity providing documentation
that establishes the name, address, and business of
the person or entity and which provides a legitimate
purpose for using any “date rape drug” for which a
prescription is not required.

(3) The Attorney General is authorized to promulgate reg-
ulations for record-keeping and reporting by persons handling
1,4-butanediol in order to implement and enforce the provi-
sions of this section. Any record or report required by such reg-
ulations shall be considered a record or report required under
this Act.

(h) OFFENSES INVOLVING DISPENSING OF CONTROLLED SUB-
STANCES BY MEANS OF THE INTERNET.—

(1) IN GENERAL.—It shall be unlawful for any person to
knowingly or intentionally—
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(A) deliver, distribute, or dispense a controlled sub-
stance by means of the Internet, except as authorized by
this title; or

(B) aid or abet (as such terms are used in section 2 of
title 18, United States Code) any activity described in sub-
paragraph (A) that is not authorized by this title.

(2) ExaMpPLES.—Examples of activities that violate para-
graph (1) include, but are not limited to, knowingly or inten-
tionally—

(A) delivering, distributing, or dispensing a controlled
substance by means of the Internet by an online pharmacy
that is not validly registered with a modification author-
izing such activity as required by section 303(g) (unless ex-
empt from such registration);

(B) writing a prescription for a controlled substance
for the purpose of delivery, distribution, or dispensation by
means of the Internet in violation of section 309(e);

(C) serving as an agent, intermediary, or other entity
that causes the Internet to be used to bring together a
buyer and seller to engage in the dispensing of a controlled
substance in a manner not authorized by sections 303(g) or
309(e);

(D) offering to fill a prescription for a controlled sub-
stance based solely on a consumer’s completion of an on-
line medical questionnaire; and

(E) making a material false, fictitious, or fraudulent
statement or representation in a notification or declaration
under subsection (d) or (e), respectively, of section 311.

(3) INAPPLICABILITY.—

(A) This subsection does not apply to—

(i) the delivery, distribution, or dispensation of
controlled substances by nonpractitioners to the extent
authorized by their registration under this title;

(i) the placement on the Internet of material that
merely advocates the use of a controlled substance or
includes pricing information without attempting to
propose or facilitate an actual transaction involving a
controlled substance; or

(iii) except as provided in subparagraph (B), any
activity that is limited to—

(D) the provision of a telecommunications serv-
ice, or of an Internet access service or Internet in-
formation location tool (as those terms are defined
in section 231 of the Communications Act of
1934); or

(I) the transmission, storage, retrieval,
hosting, formatting, or translation (or any com-
bination thereof) of a communication, without se-
lection or alteration of the content of the commu-
nication, except that deletion of a particular com-
munication or material made by another person in
a manner consistent with section 230(c) of the
Communications Act of 1934 shall not constitute

December 10, 2025 As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

97 TITLES II AND Il OF THE COMPREHENSIVE DRUG ABUSE..  Sec. 402

such selection or alteration of the content of the
communication.

(B) The exceptions under subclauses (I) and (II) of sub-
paragraph (A)(iii) shall not apply to a person acting in con-
cert with a person who violates paragraph (1).

(4) KNOWING OR INTENTIONAL VIOLATION.—Any person who
knowingly or intentionally violates this subsection shall be sen-
tenced in accordance with subsection (b).

PROHIBITED ACTS B—PENALTIES

SEcC. 402. [21 U.S.C. 842] (a) It shall be unlawful for any per-
son—

(1) who is subject to the requirements of part C to dis-
tribute or dispense a controlled substance in violation of sec-
tion 309;

(2) who is a registrant to distribute or dispense a con-
trolled substance not authorized by his registration to another
registrant or other authorized person or to manufacture a con-
trolled substance not authorized by his registration;

(3) who is a registrant to distribute a controlled substance
in violation of section 305 of this title;

(4) to remove, alter, or obliterate a symbol or label re-
quired by section 305 of this title;

(5) to refuse or negligently fail to make, keep, or furnish
any record, report, notification, declaration, order or order
form, statement, invoice, or information required under this
title or title III;

(6) to refuse any entry into any premises or inspection au-
thorized by this title or title III;

(7) to remove, break, injure, or deface a seal placed upon
controlled substances pursuant to section 304(f) or 511 or to re-
move or dispose of substances so placed under seal,;

(8) to use, to his own advantage, or to reveal, other than
to duly authorized officers or employees of the United States,
or to the courts when relevant in any judicial proceeding under
this title or title III, any information acquired in the course of
an inspection authorized by this title concerning any method or
process which as a trade secret is entitled to protection, or to
use to his own advantage or reveal (other than as authorized
by section 310) any information that is confidential under such
section;

(9) who is a regulated person to engage in a regulated
transaction without obtaining the identification required by
310(a)(3);

(10) negligently to fail to keep a record or make a report
under section 310 or negligently to fail to self-certify as re-
quired under section 310;

(11) to distribute a laboratory supply to a person who uses,
or attempts to use, that laboratory supply to manufacture a
controlled substance or a listed chemical, in violation of this
title or title III, with reckless disregard for the illegal uses to
which such a laboratory supply will be put;
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(12) who is a regulated seller, or a distributor required to
submit reports under subsection (b)(3) of section 310—

(A) to sell at retail a scheduled listed chemical product
in violation of paragraph (1) of subsection (d) of such sec-
tion, knowing at the time of the transaction involved (inde-
pendent of consulting the logbook under subsection
(e)(1)(A)(1i1) of such section) that the transaction is a viola-
tion; or

(B) to knowingly or recklessly sell at retail such a
product in violation of paragraph (2) of such subsection (d);
(13) who is a regulated seller to knowingly or recklessly

sell at retail a scheduled listed chemical product in violation of

subsection (e) of such section;

(14) who is a regulated seller or an employee or agent of
such seller to disclose, in violation of regulations under sub-
paragraph (C) of section 310(e)(1), information in logbooks
under subparagraph (A)(iii) of such section, or to refuse to pro-
vide such a logbook to Federal, State, or local law enforcement
authorities;

(15) to distribute a scheduled listed chemical product to a
regulated seller, or to a regulated person referred to in section
310(b)(3)(B), unless such regulated seller or regulated person
is, at the time of such distribution, currently registered with
the Drug Enforcement Administration, or on the list of persons
referred to under section 310(e)(1)(B)(v);

(16) to violate subsection (e) of section 825 of this title; or

(17) in the case of a registered manufacturer or distributor
of opioids, to fail to review the most recent information, di-
rectly related to the customers of the manufacturer or dis-
tributor, made available by the Attorney General in accordance
with section 307(f).

As used in paragraph (11), the term “laboratory supply” means a
listed chemical or any chemical, substance, or item on a special
surveillance list published by the Attorney General, which contains
chemicals, products, materials, or equipment used in the manufac-
ture of controlled substances and listed chemicals. For purposes of
paragraph (11), there is a rebuttable presumption of reckless dis-
regard at trial if the Attorney General notifies a firm in writing
that a laboratory supply sold by the firm, or any other person or
firm, has been used by a customer of the notified firm, or distrib-
uted further by that customer, for the unlawful production of con-
trolled substances or listed chemicals a firm distributes and 2
weeks or more after the notification the notified firm distributes a
laboratory supply to the customer. For purposes of paragraph (15),
if the distributor is temporarily unable to access the list of persons
referred to under section 310(e)(1)(B)(v), the distributor may rely
on a written, faxed, or electronic copy of a certificate of self-certifi-
cation submitted by the regulated seller or regulated person, pro-
vided the distributor confirms within 7 business days of the dis-
tribution that such regulated seller or regulated person is on the
list referred to under section 310(e)(1)(B)(v).

(b) It shall be unlawful for any person who is a registrant to
manufacture a controlled substance in schedule I or II, or ephed-
rine, pseudoephedrine, or phenylpropanolamine or any of the salts,
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optical isomers, or salts of optical isomers of such chemical, which
is—
(1) not expressly authorized by his registration and by a
quota assigned to him pursuant to section 306; or
(2) in excess of a quota assigned to him pursuant to section

306.

(e)(1)(A) Except as provided in subparagraph (B), (C), or (D) of
this paragraph and paragraph (2), any person who violates this sec-
tion shall, with respect to any such violation, be subject to a civil
penalty of not more than $25,000. The district courts of the United
States (or, where there is no such court in the case of any territory
or possession of the United States, then the court in such territory
or possession having the jurisdiction of a district court of the
United States in cases arising under the Constitution and laws of
the United States) shall have jurisdiction in accordance with sec-
tion ﬁ355 of title 28 of the United States Code to enforce this para-
graph.

(B)(i) Except as provided in clause (ii), in the case of a violation
of paragraph (5), (10), or (17) of subsection (a), the civil penalty
shall not exceed $10,000.

(i) In the case of a violation described in clause (i) committed
by a registered manufacturer or distributor of opioids and related
to the reporting of suspicious orders for opioids, failing to maintain
effective controls against diversion of opioids, or failing to review
the most recent information made available by the Attorney Gen-
eral in accordance with section 307(f), the penalty shall not exceed
$100,000.

(C) In the case of a violation of paragraph (16) of subsection
(a) of this section by an importer, exporter, manufacturer, or dis-
tributor (other than as provided in subparagraph (D)), up to
$500,000 per violation. For purposes of this subparagraph, a viola-
tion is defined as each instance of importation, exportation, manu-
facturing, distribution, or possession with intent to manufacture or
distribute, in violation of paragraph (16) of subsection (a).

(D) In the case of a distribution, dispensing, or possession with
intent to distribute or dispense in violation of paragraph (16) of
subsection (a) of this section at the retail level, up to $1000 per vio-
lation. For purposes of this paragraph, the term “at the retail level”
refers to products sold, or held for sale, directly to the consumer
for personal use. Each package, container or other separate unit
containing an anabolic steroid that is distributed, dispensed, or
possessed with intent to distribute or dispense at the retail level
in violation of such paragraph (16) of subsection (a) shall be consid-
ered a separate violation.

(2)(A) If a violation of this section is prosecuted by an informa-
tion or indictment which alleges that the violation was committed
knowingly and the trier of fact specifically finds that the violation
was so committed, such person shall, except as otherwise provided
in subparagraph (B) or (D) of this paragraph, be sentenced to im-
prisonment of not more than one year or a fine under title 18,
United States Code, or both.

(B) If a violation referred to in subparagraph (A) was com-
mitted after one or more prior convictions of the offender for an of-
fense punishable under this paragraph (2), or for a crime under
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any other provision of this title or title III or other law of the
United States relating to narcotic drugs, marihuana, or depressant
or stimulant substances, have become final, such person shall be
sentenced to a term of imprisonment of not more than 2 years, a
fine under title 18, United States Code, or both.

(C) In addition to the penalties set forth elsewhere in this title
or title III, any business that violates paragraph (11) of subsection
(a) shall, with respect to the first such violation, be subject to a
civil penalty of not more than $250,000, but shall not be subject to
criminal penalties under this section, and shall, for any succeeding
violation, be subject to a civil fine of not more than $250,000 or
double the last previously imposed penalty, whichever is greater.

(D) In the case of a violation described in subparagraph (A)
that was a violation of paragraph (5), (10), or (17) of subsection (a)
committed by a registered manufacturer or distributor of opioids
that relates to the reporting of suspicious orders for opioids, failing
to maintain effective controls against diversion of opioids, or failing
to review the most recent information made available by the Attor-
ney General in accordance with section 307(f), the criminal fine
under title 18, United States Code, shall not exceed $500,000.

(3) Except under the conditions specified in paragraph (2) of
this subsection, a violation of this section does not constitute a
crime, and a judgment for the United States and imposition of a
civil penalty pursuant to paragraph (1) shall not give rise to any
disability or legal disadvantage based on conviction for a criminal
offense.

(4)(A) If a regulated seller, or a distributor required to submit
reports under section 310(b)(3), violates paragraph (12) of sub-
section (a) of this section, or if a regulated seller violates paragraph
(13) of such subsection, the Attorney General may by order prohibit
such seller or distributor (as the case may be) from selling any
scheduled listed chemical product. Any sale of such a product in
violation of such an order is subject to the same penalties as apply
under paragraph (2).

(B) An order under subparagraph (A) may be imposed only
through the same procedures as apply under section 304(c) for an
order to show cause.

PROHIBITED ACTS C—PENALTIES

SEC. 403. [21 U.S.C. 843] (a) It shall be unlawful for any per-
son knowingly or intentionally—

(1) who is a registrant to distribute a controlled substance
classified in schedule I or II, in the course of his legitimate
business, except pursuant to an order or an order form as re-
quired by section 308 of this title;

(2) to use in the course of the manufacture, distribution,
or dispensing of a controlled substance, or to use for the pur-
pose of acquiring or obtaining a controlled substance, a reg-
istration number which is fictitious, revoked, suspended, ex-
pired, or issued to another person;

(3) to acquire or obtain possession of a controlled substance
by misrepresentation, fraud, forgery, deception, or subterfuge;
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(4)(A) to furnish false or fraudulent material information
in, or omit any material information from, any application, re-
port, record, or other document required to be made, kept, or
filed under this title or title III, or (B) to present false or fraud-
ulent identification where the person is receiving or purchasing
a listed chemical and the person is required to present identi-
fication under section 310(a);

(5) to make, distribute, or possess any punch, die, plate,
stone, or other thing designed to print, imprint, or reproduce
the trademark, trade name, or other identifying mark, imprint,
or device of another or any likeness of any of the foregoing
upon any drug or container or labeling thereof so as to render
such drug a counterfeit substance;

(6) to possess any three-neck round-bottom flask, tableting
machine, encapsulating machine, or gelatin capsule, or any
equipment, chemical, product, or material which may be used
to manufacture a controlled substance or listed chemical,
knowing, intending, or having reasonable cause to believe, that
it will be used to manufacture a controlled substance or listed
chemical in violation of this title or title III;

(7) to manufacture, distribute, export, or import any three-
neck round-bottom flask, tableting machine, encapsulating ma-
chine, or gelatin capsule, or any equipment, chemical, product,
or material which may be used to manufacture a controlled
substance or listed chemical, knowing, intending, or having
reasonable cause to believe, that it will be used to manufacture
a controlled substance or listed chemical in violation of this
title or title III or, in the case of an exportation, in violation
of this title or title III or of the laws of the country to which
it is exported;

(8) to create a chemical mixture for the purpose of evading
a requirement of section 310 or to receive a chemical mixture
created for that purpose; or

(9) to distribute, import, or export a list I chemical without
the registration required by this title or title III.

(b) It shall be unlawful for any person knowingly or inten-
tionally to use any communication facility in committing or in caus-
ing or facilitating the commission of any act or acts constituting a
felony under any provision of this title or title III. Each separate
use of a communication facility shall be a separate offense under
this subsection. For purposes of this subsection, the term “commu-
nication facility” means any and all public and private instrumen-
talities used or useful in the transmission of writing, signs, signals,
pictures, or sounds of all kinds and includes mail, telephone, wire,
radio, and all other means of communication.

(c)(1)33 It shall be unlawful for any person to place in any
newspaper, magazine, handbill, or other publications, any written
advertisement knowing that it has the purpose of seeking or offer-
ing illegally to receive, buy, or distribute a Schedule I controlled
substance. As used in this section the term “advertisement” in-
cludes, in addition to its ordinary meaning, such advertisements as
those for a catalog of Schedule I controlled substances and any

33 References in subsection (¢)(1) to “Schedule I” probably should be “schedule I”.
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similar written advertisement that has the purpose of seeking or
offering illegally to receive, buy, or distribute a Schedule I con-
trolled substance. The term “advertisement” does not include mate-
rial which merely advocates the use of a similar material, which
advocates a position or practice, and does not attempt to propose
or facilitate an actual transaction in a Schedule I controlled sub-
stance.

(2)(A) It shall be unlawful for any person to knowingly or in-
tentionally use the Internet, or cause the Internet to be used, to
advertise the sale of, or to offer to sell, distribute, or dispense, a
controlled substance where such sale, distribution, or dispensing is
not authorized by this title or by the Controlled Substances Import
and Export Act.

(B) Examples of activities that violate subparagraph (A) in-
clude, but are not limited to, knowingly or intentionally causing the
placement on the Internet of an advertisement that refers to or di-
rects prospective buyers to Internet sellers of controlled substances
who are not registered with a modification under section 303(g).

(C) Subparagraph (A) does not apply to material that either—

(i) merely advertises the distribution of controlled sub-
stances by nonpractitioners to the extent authorized by their
registration under this title; or

(i1) merely advocates the use of a controlled substance or
includes pricing information without attempting to facilitate an
actual transaction involving a controlled substance.

(d)(1) Except as provided in paragraph (2), any person who vio-
lates this section shall be sentenced to a term of imprisonment of
not more than 4 years, a fine under title 18, United States Code,
or both; except that if any person commits such a violation after
one or more prior convictions of him for violation of this section, or
for a felony under any other provision of this title or title III or
other law of the United States relating to narcotic drugs, mari-
huana, or depressant or stimulant substances, have become final,
such person shall be sentenced to a term of imprisonment of not
more than 8 years, a fine under title 18, United States Code, or
both.

(2) Any person who, with the intent to manufacture or to facili-
tate the manufacture of methamphetamine, violates paragraph (6)
or (7) of subsection (a), shall be sentenced to a term of imprison-
ment of not more than 10 years, a fine under title 18, United
States Code, or both; except that if any person commits such a vio-
lation after one or more prior convictions of that person—

(A) for a violation of paragraph (6) or (7) of subsection (a);

(B) for a felony under any other provision of this sub-
chapter or subchapter II of this chapter;34 or

(C) under any other law of the United States or any State
relating to controlled substances or listed chemicals,

34So in law. See section 203(a) of Public Law 104-237 (110 Stat. 3102). The reference to “this
subchapter or subchapter II of this chapter” probably should be a reference to “this title or title
II1”. The Controlled Substances Act does not contain any chapters or subchapters. (The Con-
trolled Substances Act is title II of Public Law 91-513, and the Controlled Substances Import
and Export Act is title III of such Public Law.)
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has become final, such person shall be sentenced to a term of im-
prisonment of not more than 20 years, a fine under title 18, United
States Code, or both.

(e) In addition to any other applicable penalty, any person con-
victed of a felony violation of this section relating to the receipt,
distribution, manufacture, exportation, or importation of a listed
chemical may be enjoined from engaging in any transaction involv-
ing a listed chemical for not more than ten years.

(f) INJUNCTIONS.—(1) In addition to any penalty provided in
this section, the Attorney General is authorized to commence a civil
action for appropriate declaratory or injunctive relief relating to
violations of this section, section 402, or 416 35,

(2) Any action under this subsection may be brought in the dis-
trict court of the United States for the district in which the defend-
ant is located or resides or is doing business.

(3) Any order or judgment issued by the court pursuant to this
subsection shall be tailored to restrain violations of this section or
section 402.

(4) The court shall proceed as soon as practicable to the hear-
ing and determination of such an action. An action under this sub-
section is governed by the Federal Rules of Civil Procedure except
that, if an indictment has been returned against the respondent,
discovery is governed by the Federal Rules of Criminal Procedure.

PENALTY FOR SIMPLE POSSESSION

SEC. 404. [21 U.S.C. 844] (a) It shall be unlawful for any per-
son knowingly or intentionally to possess a controlled substance
unless such substance was obtained directly, or pursuant to a valid
prescription or order, from a practitioner, while acting in the course
of his professional practice, or except as otherwise authorized by
this title or title III. It shall be unlawful for any person knowingly
or intentionally to possess any list I chemical obtained pursuant to
or under authority of a registration issued to that person under
section 303 of this title or section 1008 of title III if that registra-
tion has been revoked or suspended, if that registration has ex-
pired, or if the registrant has ceased to do business in the manner
contemplated by his registration. It shall be unlawful for any per-
son to knowingly or intentionally purchase at retail during a 30
day period more than 9 grams of ephedrine base, pseudoephedrine
base, or phenylpropanolamine base in a scheduled listed chemical
product, except that, of such 9 grams, not more than 7.5 grams
may be imported by means of shipping through any private or com-
mercial carrier or the Postal Service. Any person who violates this
subsection shall be sentenced to a term of imprisonment of not
more than 1 year, and be fined a minimum of $1,000, or both, ex-
cept that if he commits such offense after a prior conviction under
this title or title III, or a prior conviction for any drug, narcotic,
or chemical offense chargeable under the law of any State, has be-
come final, he shall be sentenced to a term of imprisonment for not
less than 15 days but not more than 2 years, and shall be fined
a minimum of $2,500, except, further, that if he commits such of-

35S0 in law. Probably should be “section 416”. See section 608(d) of Public Law 108-21 (117
Stat. 691).
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fense after two or more prior convictions under this title or title III,
or two or more prior convictions for any drug, narcotic, or chemical
offense chargeable under the law of any State, or a combination of
two or more such offenses have become final, he shall be sentenced
to a term of imprisonment for not less than 90 days but not more
than 3 years, and shall be fined a minimum of $5,000. Notwith-
standing any penalty provided in this subsection, any person con-
victed under this subsection for the possession of flunitrazepam
shall be imprisoned for not more than 3 years, shall be fined as
otherwise provided in this section, or both. The imposition or exe-
cution of a minimum sentence required to be imposed under this
subsection shall not be suspended or deferred. Further, upon con-
viction, a person who violates this subsection shall be fined the rea-
sonable costs of the investigation and prosecution of the offense, in-
cluding the costs of prosecution of an offense as defined in sections
1918 and 1920 of title 28, United States Code, except that this sen-
tence shall not apply and a fine under this section need not be im-
posed if the court determines under the provision of title 18 that
the defendant lacks the ability to pay.

(c) 36 As used in this section, the term “drug, narcotic, or chem-
ical offense” means any offense which proscribes the possession,
distribution, manufacture, cultivation, sale, transfer, or the at-
tempt or conspiracy to possess, distribute, manufacture, cultivate,
sell or transfer any substance the possession of which is prohibited
under this title.

SEC. 405. [21 U.S.C. 844a] CIVIL PENALTY FOR POSSESSION OF SMALL
AMOUNTS OF CERTAIN CONTROLLED SUBSTANCES.

(a) IN GENERAL.—Any individual who knowingly possesses a
controlled substance that is listed in section 401(b)(1)(A) in viola-
tion of section 404 in an amount that, as specified by regulation of
the Attorney General, is a personal use amount shall be liable to
the United States for a civil penalty in an amount not to exceed
$10,000 for each such violation.

(b) INCOME AND NET ASSETS.—The income and net assets of an
individual shall not be relevant to the determination whether to as-
sess a civil penalty under this section or to prosecute the individual
criminally. However, in determining the amount of a penalty under
this section, the income and net assets of an individual shall be
considered.

(c) PRIOR CONVICTION.—A civil penalty may not be assessed
under this section if the individual previously was convicted of a
Federal or State offense relating to a controlled substance.

(d) LIMITATION ON NUMBER OF ASSESSMENTS.—A civil penalty
may not be assessed on an individual under this section on more
than two separate occasions.

(e) ASSESSMENT.—A civil penalty under this section may be as-
sessed by the Attorney General only by an order made on the
record after opportunity for a hearing in accordance with section
554 of title 5, United States Code. The Attorney General shall pro-
vide written notice to the individual who is the subject of the pro-
posed order informing the individual of the opportunity to receive

36 So in law. Section 404 does not contain a subsection (b). See sections 219 and 235 of Public
Law 98-473 (98 Stat. 2027, 2031) and section 1052 of Public Law 99-570 (100 Stat. 3207-8).
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such a hearing with respect to the proposed order. The hearing
may be held only if the individual makes a request for the hearing
before the expiration of the 30-day period beginning on the date
such notice is issued.

(f) CoMPROMISE.—The Attorney General may compromise,
modify, or remit, with or without conditions, any civil penalty im-
posed under this section.

(g) JupIicIAL REVIEW.—If the Attorney General issues an order
pursuant to subsection (e) after a hearing described in such sub-
section, the individual who is the subject of the order may, before
the expiration of the 30-day period beginning on the date the order
is issued, bring a civil action in the appropriate district court of the
United States. In such action, the law and the facts of the violation
and the assessment of the civil penalty shall be determined de
novo, and shall include the right of a trial by jury, the right to
counsel, and the right to confront witnesses. The facts of the viola-
tion shall be proved beyond a reasonable doubt.

(h) CiviL. AcTION.—If an individual does not request a hearing
pursuant to subsection (e) and the Attorney General issues an
order pursuant to such subsection, or if an individual does not
under subsection (g) seek judicial review of such an order, the At-
torney General may commence a civil action in any appropriate dis-
trict court of the United States for the purpose of recovering the
amount assessed and an amount representing interest at a rate
computed in accordance with section 1961 of title 28, United States
Code. Such interest shall accrue from the expiration of the 30-day
period described in subsection (g). In such an action, the decision
of the Attorney General to issue the order, and the amount of the
penalty assessed by the Attorney General, shall not be subject to
review.

(i) LiMmITATION.—The Attorney General may not under this sub-
section 37 commence proceeding against an individual after the ex-
piration of the 5-year period beginning on the date on which the
individual allegedly violated subsection (a).

(j) EXPUNGEMENT PROCEDURES.—The Attorney General shall
dismiss the proceedings under this section against an individual
upon application of such individual at any time after the expiration
of 3 years if—

(1) the individual has not previously been assessed a civil
penalty under this section;

(2) the individual has paid the assessment;

(3) the individual has complied with any conditions im-
posed by the Attorney General,

(4) the individual has not been convicted of a Federal or

State offense relating to a controlled substance; and

(5) the individual agrees to submit to a drug test, and such

test shows the individual to be drug free.
A nonpublic record of a disposition under this subsection shall be
retained by the Department of Justice solely for the purpose of de-
termining in any subsequent proceeding whether the person quali-
fied for a civil penalty or expungement under this section. If a

37So0 in law. See section 6486(i) of Public Law 100-690 (102 Stat. 4384). Probably should be
“section”. (Section 6486(i) of such Public Law was transferred to this Act and redesignated as
section 405 by section 1002(g)(1) of Public Law 101-647 (104 Stat. 4828).)
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record is expunged under this subsection, an individual concerning
whom such an expungement has been made shall not be held
thereafter under any provision of law to be guilty of perjury, false
swearing, or making a false statement by reason of his failure to
recite or acknowledge a proceeding under this section or the results
thereof in response to an inquiry made of him for any purpose.

ATTEMPT AND CONSPIRACY

SEC. 406. [21 U.S.C. 846] Any person who attempts or con-
spires to commit any offense defined in this title shall be subject
to the same penalties as those prescribed for the offense, the com-
mission of which was the object of the attempt or conspiracy.

ADDITIONAL PENALTIES

SEc. 407. [21 U.S.C. 847] Any penalty imposed for violation
of this title shall be in addition to, and not in lieu of, any civil or
administrative penalty or sanction authorized by law.

CONTINUING CRIMINAL ENTERPRISE

SEC. 408. [21 U.S.C. 848] (a) Any person who engages in a
continuing criminal enterprise shall be sentenced to a term of im-
prisonment which may not be less than 20 years and which may
be up to life imprisonment, to a fine not to exceed the greater of
that authorized in accordance with the provisions of title 18,
United States Code, or $2,000,000 if the defendant is an individual
or $5,000,000 if the defendant is other than an individual, and to
the forfeiture prescribed in section 413 of this title; except that if
any person engages in such activity after one or more prior convic-
tions of him under this section have become final, he shall be sen-
tenced to a term of imprisonment which may not be less than 30
years and which may be up to life imprisonment, to a fine not to
exceed the greater of twice the amount authorized in accordance
with the provisions of title 18, United States Code, or $4,000,000
if the defendant is an individual or $10,000,000 if the defendant is
other than an individual, and to the forfeiture prescribed in section
413 of this title.

(b) Any person who engages in a continuing criminal enterprise
shallfbe imprisoned for life and fined in accordance with subsection
(a)7 i —

(1) such person is the principal administrator, organizer,
or leader of the enterprise or is one of several such principal
administrators, organizers, or leaders; and

(2)(A) the violation referred to in subsection (c)(1) involved
at least 300 times the quantity of a substance described in sub-
section 401(b)(1)(B) of this Act, or

(B) the enterprise, or any other enterprise in which the de-
fendant was the principal or one of several principal adminis-
trators, organizers, or leaders, received $10 million dollars in
gross receipts during any twelve-month period of its existence
for the manufacture, importation, or distribution of a sub-
stance described in section 401(b)(1)(B) of this Act.

(c) For purposes of subsection (a), a person is engaged in a con-
tinuing criminal enterprise if—
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(1) he violates any provision of this title or title III the
punishment for which 1s a felony, and
(2) such violation is a part of a continuing series of viola-

tions of this title or title III—

(A) which are undertaken by such person in concert
with five or more other persons with respect to whom such
person occupies a position of organizer, a supervisory posi-
tion, or any other position of management, and

(B) from which such person obtains substantial income
or resources.

(d) In the case of any sentence imposed under this section, im-
position or execution of such sentence shall not be suspended, pro-
bation shall not be granted, and the Act of July 15, 1932 (D.C.
Code, secs. 24-203—24-207), shall not apply.

Death Penalty

(e)(1) In addition to the other penalties set forth in this sec-
tion—

(A) any person engaging in or working in furtherance of a
continuing criminal enterprise, or any person engaging in an
offense punishable under section 841(b)(1)(A) or section
960(b)(1) who intentionally kills or counsels, commands, in-
duces, procures, or causes the intentional killing of an indi-
vidual and such killing results, shall be sentenced to any term
of imprisonment, which shall not be less than 20 years, and
which may be up to life imprisonment, or may be sentenced to
death; and

(B) any person, during the commission of, in furtherance
of, or while attempting to avoid apprehension, prosecution or
service of a prison sentence for, a felony violation of this title
or title III who intentionally kills or counsels, commands, in-
duces, procures, or causes the intentional killing of any Fed-
eral, State, or local law enforcement officer engaged in, or on
account of, the performance of such officer’s official duties and
such killing results, shall be sentenced to any term of impris-
onment, which shall not be less than 20 years, and which may
be up to life imprisonment, or may be sentenced to death; and
(2) As used in paragraph (1)(B), the term “law enforcement of-

ficer” means a public servant authorized by law or by a Govern-
ment agency or Congress to conduct or engage in the prevention,
investigation, prosecution or adjudication of an offense, and in-
cludes those engaged in corrections, probation, or parole functions.

Appeal in Capital Cases; Counsel for Financially Unable
Defendants

(q) 38

(s)39 SPECIAL PROVISION FOR METHAMPHETAMINE.—For the
purposes of subsection (b), in the case of continuing criminal enter-
prise involving methamphetamine or its salts, isomers, or salts of
isomers, paragraph (2)(A) shall be applied by substituting “200” for

38 S0 in law. See amendments made by sections 221(4) and 222(c) of Public Law 109-177 (120
Stat. 231).
39 S0 in law. There are no subsections (f) through (q) and (r) in section 408.
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“300”, and paragraph (2)(B) shall be applied by substituting
“$5,000,000” for “$10 million dollars”.

TRANSPORTATION SAFETY OFFENSES

SEC. 409. [21 U.S.C. 849] (a) DEFINITIONS.—In this section—
“safety rest area” means a roadside facility with parking
facilities for the rest or other needs of motorists.
“truck stop” means a facility (including any parking lot ap-
purtenant thereto) that—

(A) has the capacity to provide fuel or service, or both,
to any commercial motor vehicle (as defined in section
31301 of title 49, United States Code), operating in com-
merce (as defined in that section); and

(B) is located within 2,500 feet of the National System
of Interstate and Defense Highways or the Federal-Aid
Primary System.

(b) FIRST OFFENSE.—A person who violates section 401(a)(1) or
section 416 by distributing or possessing with intent to distribute
a controlled substance in or on, or within 1,000 feet of, a truck stop
or safety rest area is (except as provided in subsection (b)49) sub-
ject to—

(1) twice the maximum punishment authorized by section

401(b); and

(2) twice any term of supervised release authorized by sec-
tion 401(b) for a first offense.

(c) SUBSEQUENT OFFENSE.—A person who violates section
401(a)(1) or section 416 by distributing or possessing with intent to
distribute a controlled substance in or on, or within 1,000 feet of,
a truck stop or a safety rest area after a prior conviction or convic-
tions under subsection (a) 4! have become final is subject to—

(1) 3 times the maximum punishment authorized by sec-
tion 401(b); and

(2) 3 times any term of supervised release authorized by
section 401(b) for a first offense.

INFORMATION FOR SENTENCING

SEC. 410. [21 U.S.C. 850] Except as otherwise provided in this
title or section 303(a) of the Public Health Service Act42, no limita-
tion shall be placed on the information concerning the background,
character, and conduct of a person convicted of an offense which a
court of the United States may receive and consider for the purpose
of imposing an appropriate sentence under this title or title III.

PROCEEDINGS TO ESTABLISH PRIOR CONVICTIONS

SEC. 411. [21 U.S.C. 851] (a)(1) No person who stands con-
victed of an offense under this part shall be sentenced to increased
punishment by reason of one or more prior convictions, unless be-
fore trial, or before entry of a plea of guilty, the United States at-
torney files an information with the court (and serves a copy of

40So in law. Probably should be “subsection (c)”.

41S0 in law. Probably should be “subsection (b)”.

42Section 303 of the Public Health Service Act was repealed by section 3201(b)(1) of Public
Law 106-310 (114 Stat. 1190).
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such information on the person or counsel for the person) stating
in writing the previous convictions to be relied upon. Upon a show-
ing by the United States attorney that facts regarding prior convic-
tions could not with due diligence be obtained prior to trial or be-
fore entry of a plea of guilty, the court may postpone the trial or
the taking of the plea of guilty for a reasonable period for the pur-
pose of obtaining such facts. Clerical mistakes in the information
may be amended at any time prior to the pronouncement of sen-
tence.

(2) An information may not be filed under this section if the
increased punishment which may be imposed is imprisonment for
a term in excess of three years unless the person either waived or
was afforded prosecution by indictment for the offense for which
such increased punishment may be imposed.

(b) If the United States attorney files an information under
this section, the court shall after conviction but before pronounce-
ment of sentence inquire of the person with respect to whom the
information was filed whether he affirms or denies that he has
been previously convicted as alleged in the information, and shall
inform him that any challenge to a prior conviction which is not
made before sentence is imposed may not thereafter be raised to
attack the sentence.

(c)(1) If the person denies any allegation of the information of
prior conviction, or claims that any conviction alleged is invalid, he
shall file a written response to the information. A copy of the re-
sponse shall be served upon the United States attorney. The court
shall hold a hearing to determine any issues raised by the response
which would except the person from increased punishment. The
failure of the United States attorney to include in the information
the complete criminal record of the person or any facts in addition
to the convictions to be relied upon shall not constitute grounds for
invalidating the notice given in the information required by sub-
section (a)(1). The hearing shall be before the court without a jury
and either party may introduce evidence. Except as otherwise pro-
vided in paragraph (2) of this subsection, the United States attor-
ney shall have the burden of proof beyond a reasonable doubt on
any issue of fact. At the request of either party, the court shall
enter findings of fact and conclusions of law.

(2) A person claiming that a conviction alleged in the informa-
tion was obtained in violation of the Constitution of the United
States shall set forth his claim, and the factual basis therefor, with
particularity in his response to the information. The person shall
have the burden of proof by a preponderance of the evidence on any
issue of fact raised by the response. Any challenge to a prior con-
viction, not raised by response to the information before an in-
creased sentence is imposed in reliance thereon, shall be waived
unless good cause be shown for failure to make a timely challenge.

(d)(1) If the person files no response to the information, or if
the court determines, after hearing, that the person is subject to
increased punishment by reason of prior convictions, the court shall
proceed to impose sentence upon him as provided by this part.

(2) If the court determines that the person has not been con-
victed as alleged in the information, that a conviction alleged in the
information is invalid, or that the person is otherwise not subject

December 10, 2025 As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

Sec. 412 TITLES Il AND Il OF THE COMPREHENSIVE DRUG ABUSE... 110

to an increased sentence as a matter of law, the court shall, at the
request of the United States attorney, postpone sentence to allow
an appeal from that determination. If no such request is made, the
court shall impose sentence as provided by this part. The person
may appeal from an order postponing sentence as if sentence had
been pronounced and a final judgment of conviction entered.

(e) No person who stands convicted of an offense under this
part may challenge the validity of any prior conviction alleged
under this section which occurred more than five years before the
date of the information alleging such prior conviction.

APPLICATION OF TREATIES AND OTHER INTERNATIONAL AGREEMENTS

SEC. 412. [21 U.S.C. 852] Nothing in the Single Convention on
Narcotic Drugs, the Convention on Psychotropic Substances, or
other treaties or international agreements shall be construed to
limit the provision of treatment, education, or rehabilitation as al-
ternatives to conviction or criminal penalty for offenses involving
any drug or other substance subject to control under any such trea-
ty or agreement.

CRIMINAL FORFEITURES

PROPERTY SUBJECT TO CRIMINAL FORFEITURE

SEC. 413. [21 U.S.C. 853] (a) Any person convicted of a viola-
tion of this title or title III punishable by imprisonment for more
than one year shall forfeit to the United States, irrespective of any
provision of State law—

(1) any property constituting, or derived from, any pro-
ceeds the person obtained, directly or indirectly, as the result
of such violation;

(2) any of the person’s property used, or intended to be
used, in any manner or part, to commit, or to facilitate the
commission of, such violation; and

(3) in the case of a person convicted of engaging in a con-
tinuing criminal enterprise in violation of section 408 of this
title (21 U.S.C. 848), the person shall forfeit, in addition to any
property described in paragraph (1) or (2), any of his interest
in, claims against, and property or contractual rights affording
a source of control over, the continuing criminal enterprise.

The court, in imposing sentence on such person, shall order, in ad-
dition to any other sentence imposed pursuant to this title or title
III, that the person forfeit to the United States all property de-
scribed in this subsection. In lieu of a fine otherwise authorized by
this part, a defendant who derives profits or other proceeds from
an offense may be fined not more than twice the gross profits or
other proceeds.

MEANING OF TERM “PROPERTY”

(b) Property subject to criminal forfeiture under this section in-
cludes—
(1) real property, including things growing on, affixed to,
and found in land; and
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(2) tangible and intangible personal property, including
rights, privileges, interests, claims, and securities.

THIRD PARTY TRANSFERS

(c) All right, title, and interest in property described in sub-
section (a) vests in the United States upon the commission of the
act giving rise to forfeiture under this section. Any such property
that is subsequently transferred to a person other than the defend-
ant may be the subject of a special verdict of forfeiture and there-
after shall be ordered forfeited to the United States, unless the
transferee establishes in a hearing pursuant to subsection (n) that
he is a bona fide purchaser for value of such property who at the
time of purchase was reasonably without cause to believe that the
property was subject to forfeiture under this section.

REBUTTABLE PRESUMPTION

(d) There is a rebuttable presumption at trial that any prop-
erty of a person convicted of a felony under this title or title III is
subject to forfeiture under this section if the United States estab-
lishes by a preponderance of the evidence that—

(1) such property was acquired by such person during the
period of the violation of this title or title III or within a rea-
sonable time after such period; and

(2) there was no likely source for such property other than
the violation of this title or title III.

PROTECTIVE ORDERS

(e)(1) Upon application of the United States, the court may
enter a restraining order or injunction, require the execution of a
satisfactory performance bond, or take any other action to preserve
the availability of property described in subsection (a) for forfeiture
under this section—

(A) upon the filing of an indictment or information charg-
ing a violation of this title or title III for which criminal for-
feiture may be ordered under this section and alleging that the
property with respect to which the order is sought would, in
the event of conviction, be subject to forfeiture under this sec-
tion; or

(B) prior to the filing of such an indictment or information,
if, after notice to persons appearing to have an interest in the
p}tl‘operty and opportunity for a hearing, the court determines
that—

(i) there is a substantial probability that the United

States will prevail on the issue of forfeiture and that fail-

ure to enter the order will result in the property being de-

stroyed, removed from the jurisdiction of the court, or oth-

erwise made unavailable for forfeiture; and

(i) the need to preserve the availability of the prop-

erty through the entry of the requested order outweighs

the hardship on any party against whom the order is to be

entered:

Provided, however, That an order entered pursuant to subpara-
graph (B) shall be effective for not more than ninety days, unless
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extended by the court for good cause shown or unless an indict-
ment or information described in subparagraph (A) has been filed.

(2) A temporary restraining order under this subsection may be
entered upon application of the United States without notice or op-
portunity for a hearing when an information or indictment has not
yet been filed with respect to the property, if the United States
demonstrates that there is probable cause to believe that the prop-
erty with respect to which the order is sought would, in the event
of conviction, be subject to forfeiture under this section and that
provision of notice will jeopardize the availability of the property
for forfeiture. Such a temporary order shall expire not more than
fourteen days after the date on which it is entered, unless extended
for good cause shown or unless the party against whom it is en-
tered consents to an extension for a longer period. A hearing re-
quested concerning an order entered under this paragraph shall be
held at the earliest possible time and prior to the expiration of the
temporary order.

(8) The court may receive and consider, at a hearing held pur-
suant to this subsection, evidence and information that would be
inadmissible under the Federal Rules of Evidence.

(4) 43 ORDER TO REPATRIATE AND DEPOSIT.—

(A) IN GENERAL.—Pursuant to its authority to enter a
pretrial restraining order under this section, the court may
order a defendant to repatriate any property that may be
seized and forfeited, and to deposit that property pending
trial in the registry of the court, or with the United States
Marshals Service or the Secretary of the Treasury, in an
interest-bearing account, if appropriate.

(B) FAILURE TO coMPLY.—Failure to comply with an
order under this subsection, or an order to repatriate prop-
erty under subsection (p), shall be punishable as a civil or
criminal contempt of court, and may also result in an en-
hancement of the sentence of the defendant under the ob-
struction of justice provision of the Federal Sentencing
Guidelines.

WARRANT OF SEIZURE

(f) The Government may request the issuance of a warrant au-
thorizing the seizure of property subject to forfeiture under this
section in the same manner as provided for a search warrant. If
the court determines that there is probable cause to believe that
the property to be seized would, in the event of conviction, be sub-
ject to forfeiture and that an order under subsection (e) may not
be sufficient to assure the availability of the property for forfeiture,
the court shall issue a warrant authorizing the seizure of such
property.

EXECUTION

(g) Upon entry of an order of forfeiture under this section, the

court shall authorize the Attorney General to seize all property or-

dered forfeited upon such terms and conditions as the court shall
deem proper. Following entry of an order declaring the property

43 Indentation is so in law. See section 319(d)(2) of Public Law 107-56 (115 Stat. 314).
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forfeited, the court may, upon application of the United States,
enter such appropriate restraining orders or injunctions, require
the execution of satisfactory performance bonds, appoint receivers,
conservators, appraisers, accountants, or trustees, or take any
other action to protect the interest of the United States in the prop-
erty ordered forfeited. Any income accuring to or derived from
property ordered forfeited under this section may be used to offset
ordinary and necessary expenses to the property which are re-
quired by law, or which are necessary to protect the interests of the
United States or third parties.

DISPOSITION OF PROPERTY

(h) Following the seizure of property ordered forfeited under
this section, the Attorney General shall direct the disposition of the
property by sale of any other any other commercially feasible
means, making due provision for the rights of any innocent per-
sons. Any property right or interest not exercisable by, or transfer-
able for value to, the United States shall expire and shall not re-
vert to the defendant, nor shall the defendant or any person acting
in concert with him or on his behalf be eligible to purchase for-
feited property at any sale held by the United States. Upon appli-
cation of a person, other than the defendant or a person acting in
concert with him or on his behalf, the court may restrain or stay
the sale or disposition of the property pending the conclusion of any
appeal of the criminal case giving rise to the forefeiture, if the ap-
plicant demonstrates that proceeding with the sale or disposition of
the property will result in irreparable injury, harm, or loss to him.

AUTHORITY OF THE ATTORNEY GENERAL

(1) With respect to property ordered forfeited under this sec-
tion, the Attorney General is authorized to—

(1) grant petitions for mitigation or remission of forfeiture,
restore forfeited property to victims of a violation of this title,
or take any other action to protect the rights of innocent per-
sons which is in the interest of justice and which is not incon-
sistent with the provisions of this section;

(2) compromise claims arising under this section;

(3) award compensation to persons providing information
resulting in a forfeiture under this section;

(4) direct the disposition by the United States, in accord-
ance with the provisions of section 511(e) of this title (21
U.S.C. 881(e)), of all property ordered forfeited under this sec-
tion by public sale or any other commerically feasible means,
making due provision for the rights of innocent persons; and

(5) take appropriate measures necessary to safeguard and
maintain property ordered forfeited under this section pending
its disposition.

APPLICABILITY OF CIVIL FORFEITURE PROVISIONS

(j) Except to the extent that they are inconsistent with the pro-
visions of this section, the provisions of section 511(d) of this title
(21 U.S.C. 881(d)) shall apply to a criminal forfeiture under this
section.
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BAR ON INTERVENTION

(k) Except as provided in subsection (n), no party claiming an
interest in property subject to forfeiture under this section may—
(1) intervene in a trial or appeal of a criminal case involv-
ing the forfeiture of such property under this section; or
(2) commence an action at law or equity against the
United States concerning the validity of his alleged interest in
the property subsequent to the filing of an indictment or infor-
mation alleging that the property in subject to forfeiture under
this section.

JURISDICTION TO ENTER ORDERS

(1) The district courts of the United States shall have jurisdic-
tion to enter orders as provided in this section without regard to
the location of any property which may be subject to forfeiture
under this section or which has been ordered forfeited under this
section.

DEPOSITIONS

(m) In order to facilitate the identification and location of prop-
erty declared forfeited and to facilitate the disposition of petitions
for remission or mitigation of forfeiture, after the entry of an order
declaring property forfeited to the United States, the court may,
upon application of the United States, order that the testimony of
any witness relating to the property forfeited be taken by deposi-
tion and that any designated book, paper, document, record, record-
ing, or other material not privileged be produced at the same time
any place, in the same manner as provided for the taking of deposi-
tions under Rule 15 of the Federal Rules of Criminal Procedure.

THIRD PARTY INTERESTS

(n)(1) Following the entry of an order of forfeiture under this
section, the United States shall publish notice of the order and of
its intent to dispose of the property in such manner as the Attorney
General may direct. The Government may also, to the extent prac-
ticable, provide direct written notice to any person known to have
alleged an interest in the property that is the subject of the order
of forfeiture as a substitute for published notice as to those persons
so notified.

(2) Any person, other than the defendant, asserting a legal in-
terest in property which has been ordered forfeited to the United
States pursuant to this section may, within thirty days of the final
publication of notice or his receipt of notice under paragraph (1),
whichever is earlier, petition the court for a hearing to adjudicate
the validity of his alleged interest in the property. The hearing
shall be held before the court alone, without a jury.

(3) The petition shall be signed by the petitioner under penalty
of perjury and shall set forth the nature and extent of the peti-
tioner’s right, title, or interest in the property, the time and cir-
cumstances of the petitioner’s acquisition of the right, title, or in-
terest in the property, and additional facts supporting the peti-
tioner’s claim, and the relief sought.
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(4) The hearing on the petition shall, to the extent practicable
and consistent with the interests of justice, be held within thirty
days of the filing of the petition. The court may consolidate the
hearing on the petition with a hearing on any other petition filed
by a person other than the defendant under this subsection.

(5) At the hearing, the petitioner may testify and present evi-
dence and witnesses on his own behalf, and cross-examine wit-
nesses who appear at the hearing. The United States may present
evidence and witnesses in rebuttal and in defense of this claim to
the property and cross-examine witnesses who appear at the hear-
ing, the court shall consider the relevant portions of the record of
the criminal case which resulted in the order of forfeiture.

(6) If, after the hearing, the court determines that the peti-
tioner has established by a preponderance of the evidence that—

(A) the petitioner has a legal right, title, or interest in the
property, and such right, title, or interest renders the order of
forfeiture invalid in whole or in part because the right, title,
or interest was vested in the petitioner rather than the defend-
ant or was superior to any right, title, or interest of the defend-
ant at the time of the commission of the acts which gave rise
to the forfeiture of the property under the section; or

(B) the petitioner is a bona fide purchaser for value of the
right, title, or interest in the property and was at the time of
purchase reasonably without cause to believe that the property
was subject to forfeiture under this section;

the court shall amend the order of forfeiture in accordance with its
determination.

(7) Following the court’s disposition of all petitions filed under
this subsection, or if no such petitions are filed following the expi-
ration of the period provided in paragraph (2) for the filing of such
petitions, the United States shall have clear title to property that
is the subject of the order of forfeiture and may warrant good title
to any subsequent purchaser or transferee.

(0) The provisions of this section shall be liberally construed to
effectuate its remedial purposes.

(p) FORFEITURE OF SUBSTITUTE PROPERTY.—

(1) IN GENERAL.—Paragraph (2) of this subsection shall
apply, if any property described in subsection (a), as a result
of any act or omission of the defendant—

(A) cannot be located upon the exercise of due dili-
gence;
(B) has been transferred or sold to, or deposited with,

a third party;

(C) has been placed beyond the jurisdiction of the
court;

(D) has been substantially diminished in value; or

(E) has been commingled with other property which
cannot be divided without difficulty.

(2) SUBSTITUTE PROPERTY.—In any case described in any of
subparagraphs (A) through (E) of paragraph (1), the court shall
order the forfeiture of any other property of the defendant, up
to the value of any property described in subparagraphs (A)
through (E) of paragraph (1), as applicable.
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(3) RETURN OF PROPERTY TO JURISDICTION.—In the case of
property described in paragraph (1)(C), the court may, in addi-
tion to any other action authorized by this subsection, order
the defendant to return the property to the jurisdiction of the
court so that the property may be seized and forfeited.

(@) The court, when sentencing a defendant convicted of an of-
fense under this title or title III involving the manufacture, the
possession, or the possession with intent to distribute, of amphet-
amine or methamphetamine, shall—

(1) order restitution as provided in sections 3612 and 3664
of title 18, United States Code;

(2) order the defendant to reimburse the United States,
the State or local government concerned, or both the United
States and the State or local government concerned for the
costs incurred by the United States or the State or local gov-
ernment concerned, as the case may be, for the cleanup associ-
ated with the manufacture of amphetamine or methamphet-
amine by the defendant, or on premises or in property that the
defendant owns, resides, or does business in; and

(3) order restitution to any person injured as a result of
the offense as provided in section 3663A of title 18, United
States Code.

INVESTMENT OF ILLICIT DRUG PROFITS

SEC. 414. [21 U.S.C. 854] (a) It shall be unlawful for any per-
son who has received any income derived, directly or indirectly,
from a violation of this title of title III punishable by imprisonment
for more than one year in which such person has participated as
a principal within the meaning of section 2 of title 18, United
States Code, to use or invest, directly or indirectly, any part of such
income, or the proceeds of such income, in acquistion of any inter-
est in, or the establishment or operation of, any enterprise which
is engaged in, or the activities of which affect interstate or foreign
commerce. A purchase of securities on the open market for pur-
poses of investment, and without the intention of controlling or
participating in the control of the issuer, or of assisting another to
do so, shall not be unlawful under this section if the securities of
the issuer held by the purchaser, the members of his immediate
family, and his or their accomplices in any violation of this title or
title III after such purchases do not amount in the aggregate to 1
per centum of the outstanding securities of any one class, and do
not confer, either in law or in fact, the power to elect one or more
directors of this issuer.

(b) Whoever violates this section shall be fined not more than
$50,000 or imprisoned not more than ten years, or both.

(c) As used in this section, the term “enterprise” includes any
individual, partnership, corporation, association, or other legal enti-
ty, and any union or group of individuals associated in fact al-
though not a legal entity.

(d) The provisions of this section shall be liberally construed to
effectuate its remedial purposes.
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ALTERNATIVE FINE

SeEc. 415. [21 U.S.C. 855] In lieu of a fine otherwise author-
ized by this part, a defendant who derives profits or other proceeds
from an offense may be fined not more than twice the gross profits
or other proceeds.

SEC. 416. [21 U.S.C. 856] MAINTAINING DRUG-INVOLVED PREMISES.

(a) Except as authorized by this title, it shall be unlawful to—

(1) knowingly open, lease, rent, use, or maintain any place,
whether permanently or temporarily, for the purpose of manu-
facturing, distributing, or using any controlled substance;

(2) manage or control any place, whether permanently or
temporarily, either as an owner, lessee, agent, employee, occu-
pant, or mortgagee, and knowingly and intentionally rent,
lease, profit from, or make available for use, with or without
compensation, the place for the purpose of unlawfully manufac-
turing, storing, distributing, or using a controlled substance.
(b) Any person who violates subsection (a) of this section shall

be sentenced to a term of imprisonment of not more than 20 years
or a fine of not more than $500,000, or both, or a fine of $2,000,000
for a person other than an individual.

(c) A violation of subsection (a) shall be considered an offense
against property for purposes of section 3663A(c)(1)(A)({i) of title
18, United States Code.

(d)(1) Any person who violates subsection (a) shall be subject
to a civil penalty of not more than the greater of—

(A) $250,000; or

(B) 2 times the gross receipts, either known or estimated,
that were derived from each violation that is attributable to
the person.

(2) If a civil penalty is calculated under paragraph (1)(B), and
there is more than 1 defendant, the court may apportion the pen-
alty between multiple violators, but each violator shall be jointly
and severally liable for the civil penalty under this subsection.

(e) Any person who violates subsection (a) shall be subject to
declaratory and injunctive remedies as set forth in section 403(f).

ENDANGERING HUMAN LIFE WHILE ILLEGALLY MANUFACTURING A
CONTROLLED SUBSTANCE

SEc. 417. [21 U.S.C. 858] Whoever, while manufacturing a
controlled substance in violation of this title, or attempting to do
so, or transporting or causing to be transported materials, includ-
ing chemicals, to do so, creates a substantial risk of harm to
human life shall be fined in accordance with title 18, United States
Code, or imprisoned not more than 10 years, or both.

DISTRIBUTION TO PERSONS UNDER AGE TWENTY-ONE

SEc. 418. [21 U.S.C. 859] (a) Except as provided in section
419, any person at least eighteen years of age who violates section
401(a)(1) by distributing a controlled substance to a person under
twenty-one years of age is (except as provided in subsection (b))
subject to (1) twice the maximum punishment authorized by sec-
tion 401(b), and (2) at least twice any term of supervised release
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authorized by section 401(b), for a first offense involving the same
controlled substance and schedule. Except to the extent a greater
minimum sentence is otherwise provided by section 401(b), a term
of imprisonment under this subsection shall be not less than one
year. The mandatory minimum sentencing provisions of this sub-
section shall not apply to offenses involving 5 grams or less of mar-
ihuana.

(b) Except as provided in section 419, any person at least eight-
een years of age who violates section 401(a)(1) by distributing a
controlled substance to a person under twenty-one years of age
after a prior conviction under subsection (a) of this section (or
under section 303(b)(2) of the Federal Food, Drug, and Cosmetic
Act as in effect prior to the effective date of section 701(b) of this
Act) has become final, is subject to (1) three times the maximum
punishment authorized by section 401(b), and (2) at least three
times any term of supervised release authorized by section 401(b),
for a second offense or subsequent offense involving the same con-
trolled substance and schedule. Except to the extent a greater min-
imum sentence is otherwise provided by section 401(b), a term of
imprisonment under this subsection shall be not less than one
year. Penalties for third and subsequent convictions shall be gov-
erned by section 401(b)(1)(A).

SECc. 419. [21 U.S.C. 860] DISTRIBUTION IN OR NEAR
SCHOOLS 44 (a) Any person who violates section 401(a)(1) or section
416 by distributing, possessing with intent to distribute, or manu-
facturing a controlled substance in or on, or within one thousand
feet of, the real property comprising a public or private elementary,
vocational, or secondary school or a public or private college, junior
college, or university, or a playground, or housing facility owned by
a public housing authority, or within 100 feet of a public or private
youth center, public swimming pool, or video arcade facility, is (ex-
cept as provided in subsection (b)) subject to (1) twice the max-
imum punishment authorized by section 401(b) of this title; and (2)
at least twice any term of supervised release authorized by section
401(b) for a first offense. A fine up to twice that authorized by sec-
tion 401(b) may be imposed in addition to any term of imprison-
ment authorized by this subsection. Except to the extent a greater
minimum sentence is otherwise provided by section 401(b), a per-
son shall be sentenced under this subsection to a term of imprison-
ment of not less than one year. The mandatory minimum sen-
tencing provisions of this paragraph shall not apply to offenses in-
volving 5 grams or less of marihuana.

(b) Any person who violates section 401(a)(1) or section 416 by
distributing, possessing with intent to distribute, or manufacturing
a controlled substance in or on, or within one thousand feet of, the
real property comprising a public or private elementary, vocational,
or secondary school or a public or private college, junior college, or
university, or a playground, or housing facility owned by a public
housing authority, or within 100 feet of a public or private youth
center, public swimming pool, or video arcade facility, after a prior
conviction under subsection (a) has become final is punishable (1)

44S0 in law. Probably should be “DISTRIBUTION OR MANUFACTURING IN OR NEAR SCHOOLS AND
COLLEGES”. Public Law 99-570 added references to manufacturing and to colleges.
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by the greater of (A) a term of imprisonment of not less than three
years and not more than life imprisonment or (B) three times the
maximum punishment authorized by section 401(b) for a first of-
fense, and (2) at least three times any term of supervised release
authorized by section 401(b) of this title for a first offense. A fine
up to three times that authorized by section 401(b) may be imposed
in addition to any term of imprisonment authorized by this sub-
section. Except to the extent a greater minimum sentence is other-
wise provided by section 401(b), a person shall be sentenced under
this subsection to a term of imprisonment of not less than three
years. Penalties for third and subsequent convictions shall be gov-
erned by section 401(b)(1)(A).

(c) Notwithstanding any other law, any person at least 21
years of age who knowingly and intentionally—

(1) employs, hires, uses, persuades, induces, entices, or co-
erces a person under 18 years of age to violate this section; or

(2) employs, hires, uses, persuades, induces, entices, or co-
erces a person under 18 years of age to assist in avoiding de-
tection or apprehension for any offense under this section by
any Federal, State, or local law enforcement official,

is punishable by a term of imprisonment, a fine, or both, up to tri-
ple those authorized by section 401.

(d) In the case of any mandatory minimum sentence imposed
under subsection (b)45, imposition or execution of such sentence
shall not be suspended and probation shall not be granted. An indi-
vidual convicted under this section shall not be eligible for parole
until the individual has served the mandatory minimum term of
imprisonment as provided by this section.

(e) For the purposes of this section—

(1) The term “playground” means any outdoor facility (in-
cluding any parking lot appurtenant thereto) intended for
recreation, open to the public, and with any portion thereof
containing three or more separate apparatus intended for the
recreation of children including, but not limited to, sliding
boards, swingsets, and teeterboards.

(2) The term “youth center” means any recreational facility
and/or gymnasium (including any parking lot appurtenant
thereto), intended primarily for use by persons under 18 years
of age, which regularly provides athletic, civic, or cultural ac-
tivities.

(3) The term “video arcade facility” means any facility, le-
gally accessible to persons under 18 years of age, intended pri-
marily for the use of pinball and video machines for amuse-
ment containing a minimum of ten pinball and/or video ma-
chines.

45Section 1214(3)(B) of Public Law 101-647 (104 Stat. 4833) attempted to strike “subsection
(b) of”, with the apparent intent for the language to read “under this section” rather than “under
subsection (b)”, but the amendment cannot be executed because the phrase “subsection (b) of”
does not appear. See section 503(a) of Public Law 98-473 (98 Stat. 2069), which added section
419. (The section was added as section 405A, and was redesignated as section 419 by section
1002(b) of Public Law 101-647 (104 Stat. 4827).) (The amendment described in section
1214(3)(B) of Public Law 101-647 is directed to section “419(c)”. Subsection (d) above formerly
was subsection (c¢), and was redesignated as subsection (d) by section 140006 of Public Law 103—
322 (108 Stat. 2032).)
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(4) The term “swimming pool” includes any parking lot ap-
purtenant thereto.

CONSECUTIVE SENTENCE FOR MANUFACTURING OR DISTRIBUTING, OR
POSSESSING WITH INTENT TO MANUFACTURE OR DISTRIBUTE, METH-
AMPHETAMINE ON PREMISES WHERE CHILDREN ARE PRESENT OR
RESIDE

SEC. 419a. [21 U.S.C. 860a] Whoever violates section 401(a)(1)
by manufacturing or distributing, or possessing with intent to man-
ufacture or distribute, methamphetamine or its salts, isomers or
salts of isomers on premises in which an individual who is under
the age of 18 years is present or resides, shall, in addition to any
other sentence imposed, be imprisoned for a period of any term of
years but not more than 20 years, subject to a fine, or both.

EMPLOYMENT OR USE OF PERSONS UNDER 18 YEARS OF AGE IN DRUG
OPERATIONS

SEC. 420. [21 U.S.C. 861] (a) It shall be unlawful for any per-
son at least eighteen years of age to knowingly and intentionally—
(1) employ, hire, use, persuade, induce, entice, or coerce, a
person under eighteen years of age to violate any provision of

this title or title III;

(2) employ, hire, use persuade, induce, entice, or coerce, a
person under eighteen years of age to assist in avoiding detec-
tion or apprehension for any offense of this title or title III by
any Federal, State, or local law enforcement official; or

(3) receive a controlled substance from a person under 18
years of age, other than an immediate family member, in viola-
tion of this title or title III.

(b) Any person who violates subsection (a) is punishable by a
term of imprisonment up to twice that otherwise authorized, or up
to twice the fine otherwise authorized, or both 46, and at least twice
any term of supervised release otherwise authorized for a first of-
fense. Except to the extent a greater minimum sentence is other-
wise provided, a term of imprisonment under this subsection shall
not be less than one year.

(c) Any person who violates subsection (a) after a prior convic-
tion under subsection (a) of this section has become final, is pun-
ishable by a term of imprisonment up to three times that otherwise
authorized, or both46, and at least three times any term of super-
vised release otherwise authorized for a first offense. Except to the
extent a greater minimum sentence is otherwise provided, a term
of imprisonment under this subsection shall not be less than one

46 Section 1003(c) of Public Law 101-647 (104 Stat. 4829) attempted in each of subsections
(b) and (c) above to strike a certain phrase and insert another, but the amendments cannot be
executed because the phrase to be struck did not appear.

In subsection (b), the phrase to be struck was “is punishable by a term of imprisonment up
to twice that authorized, or up to twice the fine authorized, or both,”, which does not appear.
Tﬁle laléguage to be inserted was “is subject to twice the maximum punishment otherwise au-
thorized”.

In subsection (c), the phrase to be struck was “is punishable by a term of imprisonment up
to three times that authorized, or up to three times the fine authorized, or both,”, which does
not appear. The language to be inserted was “is subject to three times the maximum punish-
ment otherwise authorized”.
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year. Penalties for third and subsequent convictions shall be gov-
erned by section 401(b)(1)(A).

(d) Any person who violates section 405B(a) (1) or (2)47

(1) by knowingly providing or distributing a controlled sub-
stance or a controlled substance analogue to any person under
eighteen years of age; or

(2) if the person employed, hired, or used is fourteen years
of age or younger.

shall be subject to a term of imprisonment for not more than five
years or a fine of not more than $50,000, or both, in addition to
any other punishment authorized by this section.

(e) In any case of any sentence imposed under this section, im-
position or execution of such sentence shall not be suspended and
probation shall not be granted. An individual convicted under this
section of an offense for which a mandatory minimum term of im-
prisonment is applicable shall not be eligible for parole under sec-
tion 4202 of title 18, United States Code, 48 until the individual has
served the mandatory term of imprisonment as enhanced by this
section.

(f) Except as authorized by this title, it shall be unlawful for
any person to knowingly or intentionally provide or distribute any
controlled substance to a pregnant individual in violation of any
provision of this title. Any person who violates this subsection shall
be subject to the provisions of subsections (b), (c), and (e).

SEC. 421. [21 U.S.C. 862] DENIAL OF FEDERAL BENEFITS TO DRUG
TRAFFICKERS AND POSSESSORS.

(a) DRUG TRAFFICKERS.—(1) Any individual who is convicted of
any Federal or State offense consisting of the distribution of con-
trolled substances shall—

(A) at the discretion of the court, upon the first conviction
for such an offense be ineligible for any or all Federal benefits
for up to 5 years after such conviction;

(B) at the discretion of the court, upon a second conviction
for such an offense be ineligible for any or all Federal benefits
for up to 10 years after such conviction; and

(C) upon a third or subsequent conviction for such an of-
fense be permanently ineligible for all Federal benefits.

(2) The benefits which are denied under this subsection shall
not include benefits relating to long-term drug treatment programs
for addiction for any person who, if there is a reasonable body of
evidence to substantiate such declaration, declares himself to be an
addict and submits himself to a long-term treatment program for
addiction, or is deemed to be rehabilitated pursuant to rules estab-
lished by the Secretary of Health and Human Services.

(b) DRUG POSSESSORS.—(1) Any individual who is convicted of
any Federal or State offense involving the possession of a con-
trolled substance (as such term is defined for purposes of the Con-
trolled Substances Act) shall—

47So in law. Probably should be followed by a dash.

48 Section 4202 of title 18, United States Code, was repealed by section 218(a)(5) of Public Law
98-473 (98 Stat. 2027). For information on effective dates relating to such repeal, see the notes
in the United States Code relating to former sections 4201 through 4218 of title 18 (former chap-
ter 311).
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(A) upon the first conviction for such an offense and at the
discretion of the court—

(i) be ineligible for any or all Federal benefits for up
to one year;

(ii) be required to successfully complete an approved
drug treatment program which includes periodic testing to
insure that the individual remains drug free;

(iii) be required to perform appropriate community
service; or

(iv) any combination of clauses (i), (ii), or (iii); and
(B) upon a second or subsequent conviction for such an of-

fense be ineligible for all Federal benefits for up to 5 years

after such conviction as determined by the court. The court

shall continue to have the discretion in subparagraph (A)

above. In imposing penalties and conditions under subpara-

graph (A), the court may require that the completion of the
conditions imposed by clause (ii) and (iii) be a requirement for

the reinstatement of benefits under clause (i).

(2) The penalties and conditions which may be imposed under
this subsection shall be waived in the case of a person who, if there
is a reasonable body of evidence of substantiate such declaration,
declares himself to be an addict and submits himself to a long-term
treatment program for addiction, or is deemed to be rehabilitated
pursuant to rules established by the Secretary of Health and
Human Services.

(c) SUSPENSION OF PERIOD OF INELIGIBILITY.—The period of in-
eligibility referred to in subsections (a) and (b) shall be suspended
if the individual—

(A) completes a supervised drug rehabilitation program
after becoming ineligible under this section;

(B) has otherwise been rehabilitated; or

(C) has made a good faith effort to gain admission to a su-
pervised drug rehabilitation program, but is unable to do so be-
cause of inaccessibility or unavailability of such a program, or
the inability of the individual to pay for such a program.

(d) DEFINITIONS.—As used in this section—

(1) the term “Federal benefit”—

(A) means the issuance of any grant, contract, loan,
professional license, or commercial license provided by an
agency of the United States or by appropriated funds of
the United States; and

(B) does not include any retirement, welfare, Social
Security, health, disability, veterans benefit, public hous-
ing, or other similar benefit, or any other benefit for which
payments or services are required for eligibility; and
(2) the term “veterans benefit” means all benefits provided

to veterans, their families, or survivors by virtue of the service

of a veteran in the Armed Forces of the United States.

(e) INAPPLICABILITY OF THIS SECTION TO GOVERNMENT WIT-
NESSES.—The penalties provided by this section shall not apply to
any individual who cooperates or testifies with the Government in
the prosecution of a Federal or State offense or who is in a Govern-
ment witness protection program.
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(f) INDIAN PROVISION.—Nothing in this section shall be con-
strued to affect the obligation of the United States to any Indian
or Indian tribe arising out of any treaty, statute, Executive order,
or the trust responsibility of the United States owing to such In-
dian or Indian tribe. Nothing in this subsection shall exempt any
individual Indian from the sanctions provided for in this section,
provided that no individual Indian shall be denied any benefit
under Federal Indian programs comparable to those described in
subsection (d)(1)(B) or (d)(2) above.

(g) PRESIDENTIAL REPORT.—(1) On or before May 1, 1989, the
President shall transmit to the Congress a report—

(A) delineating the role of State courts in implementing
this section;

(B) describing the manner in which Federal agencies will
implement and enforce the requirements of this section;

(C) detailing the means by which Federal and State agen-
cies, courts, and law enforcement agencies will exchange and
share the data and information necessary to implement and
enforce the withholding of Federal benefits; and

(D) recommending any modifications to improve the ad-
ministration of this section or otherwise achieve the goal of dis-
couraging the trafficking and possession of controlled sub-
stances.

(2) No later than September 1, 1989, the Congress shall con-
sider the report of the President and enact such changes as it
deems appropriate to further the goals of this section.

(h) EFFECTIVE DATE.—The denial of Federal benefits set forth
in this section shall take effect for convictions occurring after Sep-
tember 1, 1989.

DRUG PARAPHERNALIA

SeEc. 422. [21 U.S.C. 863] (a) It is unlawful for any person—
(1) to sell or offer for sale drug paraphernalia;
(2) to use the mails or any other facility of interstate com-
merce to transport drug paraphernalia; or
(3) to import or export drug paraphernalia.

(b) Anyone convicted of an offense under subsection (a) of this
section shall be imprisoned for not more than three years and fined
under title 18, United States Code.

(¢) Any drug paraphernalia involved in any violation of sub-
section (a) of this section shall be subject to seizure and forfeiture
upon the conviction of a person for such violation. Any such para-
phernalia shall be delivered to the Administrator of General Serv-
ices, General Services Administration, who may order such para-
phernalia destroyed or may authorize its use for law enforcement
or educational purposes by Federal, State, or local authorities.

(d) The term “drug paraphernalia” means any equipment,
product, or material of any kind which is primarily intended or de-
signed for use in manufacturing, compounding, converting, con-
cealing, producing, processing, preparing, injecting, ingesting, in-
haling, or otherwise introducing into the human body a controlled
substance, possession of which is unlawful under the Controlled
Substances Act (title II of Public Law 91-513). It includes items
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primarily intended or designed for use in ingesting, inhaling, or
otherwise introducing marijuana4®, cocaine, hashish, hashish oil,
PCI}){ methamphetamine, or amphetamines into the human body,
such as—

(1) metal, wooden, acrylic, glass, stone, plastic, or ceramic
pipes with or without screens, permanent screens, hashish
heads, or punctured metal bowls;

(2) water pipes;

(3) carburetion tubes and devices;

(4) smoking and carburetion masks;

(5) roach clips: meaning objects used to hold burning mate-
rial, such as a marihuana cigarette, that has become too small
or too short to be held in the hand,;

(6) miniature spoons with level capacities of one-tenth
cubic centimeter or less;

(7) chamber pipes;

(8) carburetor pipes;

(9) electric pipes;

(10) air-driven pipes;

(11) chillums;

(12) bongs;

(13) ice pipes or chillers;

(14) wired cigarette papers; or

(15) cocaine freebase kits.

(e) In determining whether an item constitutes drug para-
phernalia, in addition to all other logically relevant factors, the fol-
lowing may be considered:

(1) instructions, oral or written, provided with the item
concerning its use;

(2) descriptive materials accompanying the item which ex-
plain or depict its use;

(3) national and local advertising concerning its use;

(4) the manner in which the item is displayed for sale;

(5) whether the owner, or anyone in control of the item, is
a legitimate supplier of like or related items to the community,
such as a licensed distributor or dealer of tobacco products;

(6) direct or circumstantial evidence of the radio of sales
of the item(s) to the total sales of the business enterprise;

(7) the existence and scope of legitimate uses of the item
in the community; and

(8) expert testimony concerning its use.

(f) This section shall not apply to—

(1) any person authorized by local, State, or Federal law
to manufacture, possess, or distribute such items; or

(2) any item that, in the normal lawful course of business,
is imported, exported, transported, or sold through the mail or
by any other means, and traditionally intended for use with to-
bacco products, including any pipe, paper, or accessory.

ANHYDROUS AMMONIA
SeEc. 423. [21 U.S.C. 864] (a) It is unlawful for any person—

49S0 in law. Probably should be “marihuana”. See the list of substances in schedule I under
section 202(c).
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(1) to steal anhydrous ammonia, or
(2) to transport stolen anhydrous ammonia across State
lines,
knowing, intending, or having reasonable cause to believe that such
anhydrous ammonia will be used to manufacture a controlled sub-
stance in violation of this part.
(b) Any person who violates subsection (a) shall be imprisoned
or fined, or both, in accordance with section 403(d) as if such viola-
tion were a violation of a provision of section 403.

PART E—ADMINISTRATIVE AND ENFORCEMENT PROVISIONS

PROCEDURES

SEc. 501. [21 U.S.C. 871] (a) The Attorney General may dele-
gate any of his functions under this title to any officer or employee
of the Department of Justice.

(b) The Attorney General may promulgate and enforce any
rules, regulations, and procedures which he may deem necessary
and appropriate for the efficient execution of his functions under
this title.

(c) The Attorney General may accept in the name of the De-
partment of Justice any form of devise, bequest, gift, or donation
where the donor intends to donate property for the purpose of pre-
venting or controlling the abuse of controlled substances. He may
take all appropriate steps to secure possession of such property and
may sell, assign, transfer, or convey any such property other than
moneys.

EDUCATION AND RESEARCH PROGRAMS OF THE ATTORNEY GENERAL

SEc. 502. [21 U.S.C. 872] (a) The Attorney General is author-
ized to carry out educational and research programs directly re-
lated to enforcement of the laws under his jurisdiction concerning
drugs or other substances which are or may be subject to control
under this title. Such programs may include—

(1) educational and training programs on drug abuse and
controlled substances law enforcement for local, State, tribal,
and Federal personnel;

(2) studies or special projects designed to compare the de-
terrent effects of various enforcement strategies on drug use
and abuse;

(3) studies or special projects designed to assess and detect
accurately the presence in the human body of drugs or other
substances which are or may be subject to control under this
title, including the development of rapid field identification
methods which would enable agents to detect microquantities
of such drugs or other substances;

(4) studies or special projects designed to evaluate the na-
ture and sources of the supply of illegal drugs throughout the
country;

(5) studies or special projects to develop more effective
methods to prevent diversion of controlled substances into ille-
gal channels; and
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(6) studies or special projects to develop information nec-
essary to carry out his functions under section 201 of this title.

(b) The Attorney General may enter into contracts for such
educational and research activities without performance bonds and
w)ithout regard to section 3709 of the Revised Statutes (41 U.S.C.
5).

(c) The Attorney General may authorize persons engaged in re-
search to withhold the names and other identifying characteristics
of persons who are the subjects of such research. Persons who ob-
tain this authorization may not be compelled in any Federal, State,
tribal, or local civil, criminal, administrative, legislative, or other
proceeding to identify the subjects of research for which such au-
thorization was obtained.

(d)59 Nothing in the Single Convention on Narcotic Drugs, the
Convention on Psychotropic Substances, or other treaties or inter-
national agreements shall be construed to limit, modify, or prevent
the protection of the confidentiality of patient records or of the
names and other identifying characteristics of research subjects as
provided by any Federal, State, or local law or regulation.

(e) The Attorney General, on his own motion or at the request
of the Secretary, may authorize the possession, distribution, and
dispensing of controlled substances by persons engaged in research.
Persons who obtain this authorization shall be exempt from State
or Federal prosecution for possession, distribution, and dispensing
of controlled substances to the extent authorized by the Attorney
General.

(f) The Attorney General shall maintain an active program,
both domestic and international, to curtail the diversion of pre-
cursor chemicals and essential chemicals used in the illicit manu-
facture of controlled substances.

COOPERATIVE ARRANGEMENTS

SEc. 503. [21 U.S.C. 8731 (a) The Attorney General shall co-
operate with local, State, tribal, and Federal agencies concerning
traffic in controlled substances and in suppressing the abuse of
controlled substances. To this end, he is authorized to—

(1) arrange for the exchange of information between gov-
ernmental officials concerning the use and abuse of controlled
substances;

(2) cooperate in the institution and prosecution of cases in
the courts of the United States and before the licensing boards
and courts of the several States;

(3) conduct training programs on controlled substance law
enforcement for local, State, tribal, and Federal personnel;

(4) maintain in the Department of Justice a unit which
will accept, catalog, file, and otherwise utilize all information
and statistics, including records of controlled substance abus-
ers and other controlled substance law offenders, which may be
received from Federal, State, tribal, and local agencies, and

50 Subsection (d) was added by title I of Public Law 95-633. Section 112 of such Public Law
provided as follows: “This title shall take effect on the date the Convention on Psychotropic Sub-
stances, signed at Vienna, Austria on February 21, 1971, enters into force in respect to the
United States.”. The Convention entered into force in respect to the United States on July 15,

980.
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make such information available for Federal, State, tribal, and

local law enforcement purposes;

(5) conduct programs of eradication aimed at destroying
wild or illicit growth of plant species from which controlled
substances may be extracted;

(6) assist State, tribal, and local governments in sup-
pressing the diversion of controlled substances from legitimate
medical, scientific, and commercial channels by—

(A) making periodic assessments of the capabilities of
State, tribal, and local governments to adequately control
the diversion of controlled substances;

(B) providing advice and counsel to State, tribal, and
local governments on the methods by which such govern-
meélts may strengthen their controls against diversion;
an

(C) establishing cooperative investigative efforts to
control diversion; and
(7) notwithstanding any other provision of law, enter into

contractual agreements with State, tribal, and local law en-

forcement agencies to provide for cooperative enforcement and
regulatory activities under this Act.

(b) When requested by the Attorney General, it shall be the
duty of any agency or instrumentality of the Federal Government
to furnish assistance, including technical advice, to him for car-
rying out his functions under this title; except that no such agency
or instrumentality shall be required to furnish the name of, or
other identifying information about, a patient or research subject
whose identity it has undertaken to keep confidential.

(c)(1) The Attorney General shall, once every 6 months, pre-
pare and make available to regulatory, licensing, attorneys general,
and law enforcement agencies of States a standardized report con-
taining descriptive and analytic information on the actual distribu-
tion patterns, as gathered through the Automated Reports and
Consolidated Orders System, or any subsequent automated system,
pursuant to section 307 and which includes detailed amounts,
outliers, and trends of distributor and pharmacy registrants, in
such States for the controlled substances contained in schedule II,
which, in the discretion of the Attorney General, are determined to
have the highest abuse.

(2) If the Attorney General publishes the report described in
paragraph (1) once every 6 months as required under paragraph
(1), nothing in this subsection shall be construed to bring an action
in any court to challenge the sufficiency of the information or to
compel the Attorney General to produce any documents or reports
referred to in this subsection.

(d)(1) The Attorney General may make grants, in accordance
with paragraph (2), to State, tribal, and local governments to assist
in meeting the costs of—

(A) collecting and analyzing data on the diversion of con-
trolled substances,

(B) conducting investigations and prosecutions of such di-
versions,

(C) improving regulatory controls and other authorities to
control such diversions,
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(D) programs to prevent such diversions,

(E) preventing and detecting forged prescriptions, and

(F) training law enforcement and regulatory personnel to
improve the control of such diversions.

(2) No grant may be made under paragraph (1) unless an ap-
plication therefor is submitted to the Attorney General in such
form and manner as the Attorney General may prescribe. No grant
may exceed 80 per centum of the costs for which the grant is made,
and no grant may be made unless the recipient of the grant pro-
vides assurances satisfactory to the Attorney General that it will
obligate funds to meet the remaining 20 per centum of such costs.
The Attorney General shall review the activities carried out with
grants under paragraph (1) and shall report annually to Congress
on such activities.

(3) To carry out this subsection there is authorized to be appro-
priated $6,000,000 for fiscal year 1985 and $6,000,000 for fiscal
year 1986.

ADVISORY COMMITTEES

SEc. 504. [21 U.S.C. 874] The Attorney General may from
time to time appoint committees to advise him with respect to pre-
venting and controlling the abuse of controlled substances. Mem-
bers of the committees may be entitled to receive compensation at
the rate of $100 for each day (including traveltime) during which
they are engaged in the actual performance of duties. While trav-
eling on official business in the performance of duties for the com-
mittees, members of the committees shall be allowed expenses of
travel, including per diem instead of subsistence, in accordance
with subchapter I of chapter 57 of title 5, United States Code.

ADMINISTRATIVE HEARINGS

SeEc. 505. [21 U.S.C. 875] (a) In carrying out his functions
under this title, the Attorney General may hold hearings, sign and
issue subpenas, administer oaths, examine witnesses, and receive
evidence at any place in the United States.

(b) Except as otherwise provided in this title, notice shall be
given and hearings shall be conducted under appropriate proce-
dures of subchapter II of chapter 5, title 5, United States Code.

SUBPENAS

SEC. 506. [21 U.S.C. 876] (a) In any investigation relating to
his functions under this title with respect to controlled substances,
listed chemicals, tableting machines, or encapsulating machines,
the Attorney General may subpena witnesses, compel the attend-
ance and testimony of witnesses, and require the production of any
records (including books, papers, documents, and other tangible
things which constitute or contain evidence) which the Attorney
General finds relevant or material to the investigation. The attend-
ance of witnesses and the production of records may be required
from any place in any State or in any territory or other place sub-
ject to the jurisdiction of the United States at any designated place
of hearing; except that a witness shall not be required to appear
at any hearing more than 500 miles distant from the place where
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he was served with a subpena. Witnesses summoned under this
section shall be paid the same fees and mileage that are paid wit-
nesses in the courts of the United States.

(b) A subpena issued under this section may be served by any
person designated in the subpena to serve it. Service upon a nat-
ural person may be made by personal delivery of the subpena to
him. Service may be made upon a domestic or foreign corporation
or upon a partnership or other unincorporated association which is
subject to suit under a common name, by delivering the subpena
to an officer, to a managing or general agent, or to any other agent
authorized by appointment or by law to receive service of process.
The affidavit of the person serving the subpena entered on a true
copy thereof by the person serving it shall be proof of service.

(c) In the case of contumacy by or refusal to obey a subpena
issued to any person, the Attorney General may invoke the aid of
any court of the United States within the jurisdiction of which the
investigation is carried on or of which the subpenaed person is an
inhabitant, or in which he carries on business or may be found, to
compel compliance with the subpena. The court may issue an order
requiring the subpenaed person to appear before the Attorney Gen-
eral to produce records, if so ordered, or to give testimony touching
the matter under investigation. Any failure to obey the order of the
court may be punished by the court as a contempt thereof. All proc-
ess in any such case may be served in any judicial district in which
such person may be found.

JUDICIAL REVIEW

Sec. 507. [21 U.S.C. 877] All final determinations, findings,
and conclusions of the Attorney General under this title shall be
final and conclusive decisions of the matters involved, except that
any person aggrieved by a final decision of the Attorney General
may obtain review of the decision in the United States Court of Ap-
peals for the District of Columbia or for the circuit in which his
principal place of business is located upon petition filed with the
court and delivered to the Attorney General within thirty days
after notice of the decision. Findings of fact by the Attorney Gen-
eral, if supported by substantial evidence, shall be conclusive.

POWERS OF ENFORCEMENT PERSONNEL

SEc. 508. (a)(a)5! Any officer or employee of the Drug Enforce-
ment Administration or any State, tribal,52 or local law enforce-

51Two Public Laws in the 99th Congress amended section 508, and the amendments made
by the two were substantially similar. The first set of amendments was made by section 1869
of Public Law 99-570 (100 Stat. 3207-55) and the second by section 86 of Public Law 99-646
(100 Stat. 3620).

Both added a subsection (b), and the two subsections are identical. In adding a subsection (b),
both designated the pre-existing text of section 508 as subsection (a).

In the matter preceding paragraph (1) of subsection (a), both inserted a reference to “any
State or local law enforcement officer”. There was one difference between the two: section 1869
inserted the phrase “(with respect to offenses under this title or title III)”, while section 86 did
not.

The second set of amendments (section 86) was executed to section 508 as such section ap-
peared after the execution of the first set (section 1869).

52 Section 232(d) of Public Law 111-211 (124 Stat. 2278) provides for an amendment in the
matter preceding paragraph (1) by inserting “, tribal,” after “State”. The amendment did not

Continued
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ment officer or (with respect to offenses under this title or title III)
any State, tribal, 52 or local law enforcement officer 51 designated by
the Attorney General may—

(1) carry firearms;

(2) execute and serve search warrants, arrest warrants,
administrative inspection warrants, subpenas, and summonses
issued under the authority of the United States;

(3) make arrests without warrant (A) for any offense
against the United States committed in his presence, or (B) for
any felony, cognizable under the laws of the United States, if
he has probable cause to believe that the person to be arrested
has committed or is committing a felony;

(4) make seizures of property pursuant to the provisions of
this title; and

(5) perform such other law enforcement duties as the At-
torney General may designate.

(b) State and local law enforcement officers performing func-
tions under this section shall not be deemed Federal employees and
shall not be subject to provisions of law relating to Federal employ-
ees, except that such officers shall be subject to section 3374(c) of
title 5, United States Code.

(b)51 State and local law enforcement officers performing func-
tions under this section shall not be deemed Federal employees and
shall not be subject to provisions of law relating to Federal employ-
ees, except that such officers shall be subject to section 3374(c) of
title 5, United States Code.

SEARCH WARRANTS

SEc. 509. [21 U.S.C. 879] A search warrant relating to of-
fenses involving controlled substances may be served at any time
of the day or night if the judge or United States magistrate issuing
the warrant is satisfied that there is probable cause to believe that
grounds exist for the warrant and for its service at such time.

ADMINISTRATIVE INSPECTIONS AND WARRANTS

SEC. 510. [21 U.S.C. 880] (a) As used in this section, the term
“controlled premises” means—
(1) places where original or other records or documents re-
quired under this title are kept or required to be kept, and
(2) places, including factories, warehouses, and other es-
tablishments, and conveyances, where persons registered
under section 303 (or exempt from registration under section
302(d) or by regulation of the Attorney General) or regulated
persons may lawfully hold, manufacture, distribute, dispense,
administer, or otherwise dispose of controlled substances or
listed chemicals or where records relating to those activities
are maintained.
(b)(1) For the purpose of inspecting, copying, and verifying the
correctness of records, reports, or other documents required to be
kept or made under this title and otherwise facilitating the car-

specify which occurence of the word “State” to insert “, tribal,” but was executed to both places
such term appears.
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rying out of his functions under this title, the Attorney General is
authorized, in accordance with this section, to enter controlled
premises and to conduct administrative inspections thereof, and of
the things specified in this section, relevant to those functions.

(2) Such entries and inspections shall be carried out through
officers or employees (hereinafter referred to as “inspectors”) des-
ignated by the Attorney General. Any such inspector, upon stating
his purpose and presenting to the owner, operator, or agent in
charge of such premises (A) appropriate credentials and (B) a writ-
ten notice of his inspection authority (which notice in the case of
an inspection requiring, or in fact supported by, an administrative
inspection warrant shall consist of such warrant), shall have the
right to enter such premises and conduct such inspection at reason-
able times.

(3) Except as may otherwise be indicated in an applicable in-
spection warrant, the inspector shall have the right—

(A) to inspect and copy records, reports, and other docu-
ments required to be kept or made under this title;

(B) to inspect, within reasonable limits and in a reasonable
manner, controlled premises and all pertinent equipment, fin-
ished and unfinished drugs, listed chemicals, and other sub-
stances or materials, containers, and labeling found therein,
and, except as provided in paragraph (4) of this subsection, all
other things therein (including records, files, papers, processes,
controls, and facilities) appropriate for verification of the
records, reports, and documents referred to in clause (A) or
otherwise bearing on the provisions of this title; and

(C) to inventory any stock of any controlled substance or
listed chemical therein and obtain samples of any such sub-
stance or chemical.

(4) Except when the owner, operator, or agent in charge of the
controlled premises so consents in writing, no inspection authorized
by this section shall extend to—

(A) financial data;

(B) sales data other than shipment data; or

(C) pricing data.

(¢) A warrant under this section shall not be required for the
inspection of books and records pursuant to an administrative sub-
pena issued in accordance with section 506, nor for entries and ad-
ministrative inspections (including seizures of property)—

(1) with the consent of the owner, operator, or agent in
charge of the controlled premises;

(2) in situations presenting imminent danger to health or
safety;

(3) in situations involving inspection of conveyances where
there is reasonable cause to believe that the mobility of the
conveyance makes it impracticable to obtain a warrant;

(4) in any other exceptional or emergency circumstances
where time or opportunity to apply for a warrant is lacking; or

(5) in any other situations where a warrant is not constitu-
tionally required.

(d) Issuance and execution of administrative inspection war-
rants shall be as follows:
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(1) Any judge of the United States or of a State court of record,
or any United States magistrate, may, within his territorial juris-
diction, and upon proper oath or affirmation showing probable
cause, issue warrants for the purpose of conducting administrative
inspections authorized by this title or regulations thereunder, and
seizures of property appropriate to such inspections. For the pur-
poses of this section, the term “probable cause” means a valid pub-
lic interest in the effective enforcement of this title or regulations
thereunder sufficient to justify administrative inspections of the
area, premises, building, or conveyance, or contents thereof, in the
circumstances specified in the application for the warrant.

(2) A warrant shall issue only upon an affidavit of an officer
or employee having knowledge of the facts alleged, sworn to before
the judge or magistrate and establishing the grounds for issuing
the warrant. If the judge or magistrate is satisfied that grounds for
the application exist or that there is probable cause to believe they
exist, he shall issue a warrant identifying the area, premises,
building, or conveyance to be inspected, the purpose of such inspec-
tion, and, where appropriate, the type of property to be inspected,
if any. The warrant shall identify the items or types of property to
be seized, if any. The warrant shall be directed to a person author-
ized under subsection (b)(2) to execute it. The warrant shall state
the grounds for its issuance and the name of the person or persons
whose affidavit has been taken in support thereof. It shall com-
mand the person to whom it is directed to inspect the area, prem-
ises, building, or conveyance identified for the purpose specified,
and, where appropriate, shall direct the seizure of the property
specified. The warrant shall direct that it be served during normal
business hours. It shall designate the judge or magistrate to whom
it shall be returned.

(3) A warrant issued pursuant to this section must be executed
and returned within ten days of its date unless, upon a showing
by the United States of a need therefor, the judge or magistrate al-
lows additional time in the warrant. If property is seized pursuant
to a warrant, the person executing the warrant shall give to the
person from whom or from whose premises the property was taken
a copy of the warrant and a receipt for the property taken or shall
leave the copy and receipt at the place from which the property
was taken. The return of the warrant shall be made promptly and
shall be accompanied by a written inventory of any property taken.
The inventory shall be made in the presence of the person exe-
cuting the warrant and of the person from whose possession or
premises the property was taken, if they are present, or in the
presence of at least one credible person other than the person mak-
ing such inventory, and shall be verified by the person executing
the warrant. The judge or magistrate, upon request, shall deliver
a copy of the inventory to the person from whom or from whose
premises the property was taken and to the applicant for the war-
rant.

(4) The judge or magistrate who has issued a warrant under
this section shall attach to the warrant a copy of the return and
all papers filed in connection therewith and shall file them with the
clerk of the district court of the United States for the judicial dis-
trict in which the inspection was made.
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FORFEITURES

SEc. 511. [21 U.S.C. 881] (a) The following shall be subject to
forfeiture to the United States and no property right shall exist in
them:

(1) All controlled substances which have been manufac-
tured, distributed, dispensed, or acquired in violation of this
title.

(2) All raw materials, products, and equipment of any kind
which are used, or intended for use, in manufacturing,
compounding, processing, delivering, importing, or exporting
any controlled substance or listed chemical in violation of this
title.

(3) All property which is used, or intended for use, as a
container for property described in paragraph (1), (2), or (9).

(4) All conveyances, including aircraft, vehicles, or vessels,
which are used, or are intended for use, to transport, or in any
manner to facilitate the transportation, sale, receipt, posses-
sion, or concealment of property described in paragraph (1), (2),
or (9).

(5) All books, records, and research, including formulas,
microfilm, tapes, and data which are used, or intended for use,
in violation of this title.

(6) All moneys, negotiable instruments, securities, or other
things of value furnished or intended to be furnished by any
person in exchange for a controlled substance or listed chem-
ical in violation of this title, all proceeds traceable to such an
exchange, and all moneys, negotiable instruments, and securi-
ties used or intended to be used to facilitate any violation of
this title.

(7) All real property, including any right, title, and interest
(including any leasehold interest) in the whole of any lot or
tract of land and any appurtenances or improvements, which
is used, or intended to be used, in any manner or part, to com-
mit, or to facilitate the commission of, a violation of this title
punishable by more than one year’s imprisonment.

(8) All controlled substances which have been possessed in
violation of this title.

(9) All listed chemicals, all drug manufacturing equipment,
all tableting machines, all encapsulating machines, and all
gelatin capsules, which have been imported, exported, manu-
factured, possessed, distributed, dispensed, acquired,or in-
tended to be distributed, dispensed, acquired, imported, or ex-
ported, in violation of this title or title III.

(10) Any drug paraphernalia (as defined in section 422).

(11) Any firearm (as defined in section 921 of title 18,
United States Code) used or intended to be used to facilitate
the transportation, sale, receipt, possession, or concealment of
property described in paragraph (1) or (2) and any proceeds
traceable to such property.

(b) SEIZURE PROCEDURES.—Any property subject to forfeiture
to the United States under this section may be seized by the Attor-
ney General in the manner set forth in section 981(b) of title 18,
United States Code.
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(c) Property taken or detained under this section shall not be
repleviable, but shall be deemed to be in the custody of the Attor-
ney General, subject only to the orders and decrees of the court or
the official having jurisdiction thereof. Whenever property is seized
under any of the provisions of this title, the Attorney General
may—

(1) place the property under seal;

(2) remove the property to a place designated by him; or

(3) require that the General Services Administration take
custody of the property and remove it, if practicable, to an ap-
propriate location for disposition in accordance with law.

(d) The provisions of law relating to the seizure, summary and
judicial forfeiture, and condemnation of property for violation of the
customs laws; the disposition of such property or the proceeds from
the sale thereof; the remission or mitigation of such forfeitures; and
the compromise of claims shall apply to seizures and forfeitures in-
curred, or alleged to have been incurred, under any of the provi-
sions of this title, insofar as applicable and not inconsistent with
the provisions hereof; except that such duties as are imposed upon
the customs officer or any other person with respect to the seizure
and forfeiture of property under the customs laws shall be per-
formed with respect to seizures and forfeitures of property under
this title by such officers, agents, or other persons as may be au-
thorized or designated for that purpose by the Attorney General,
except to the extent that such duties arise from seizures and for-
feitures effected by any customs officer.

(e)(1) Whenever property is civilly or criminally forfeited under
this title the Attorney General may—

(A) retain the property for official use or, in the manner
provided with respect to transfers under section 616 of the Tar-
iff Act of 1930, transfer the property to any Federal agency or
to any State or local law enforcement agency which partici-
pated directly in the seizure or forfeiture of the property;

(B) except as provided in paragraph (4), sell, by public sale
or any other commercially feasible means, any forfeited prop-
erty which is not required to be destroyed by law and which
is not harmful to the public;

(C) require that the General Services Administration take
i:ustody of the property and dispose of it in accordance with
aw;

(D) forward it to the Bureau of Narcotics and Dangerous
Drugs for disposition (including delivery for medical or sci-
entific use to any Federal or State agency under regulations of
the Attorney General); or

(E) transfer the forfeited personal property or the proceeds
of the sale of any forfeited personal or real property to any for-
eign country which participated directly or indirectly in the sei-
zure or forfeiture of the property, if such a transfer—

(i) has been agreed to by the Secretary of State;

(i) is authorized in an international agreement be-
tween the United States and the foreign country; and

(iii) is made to a country which, if applicable, has been
certified under section 490(b) of the Foreign Assistance Act

of 1961.
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(2)(A) The proceeds from any sale under subparagraph (B) of
paragraph (1) and any moneys forfeited under this title shall be
used to pay—

(i) all proper expenses of the proceedings for forfeiture and
sale including expenses of seizure, maintenance of custody, ad-
vertising, and court costs; and

(ii) awards of up to $100,000 to any individual who pro-
vides original information which leads to the arrest and convic-
tion of a person who kills or kidnaps a Federal drug law en-
forcement agent.

Any award paid for information concerning the killing or kidnap-
ping of a Federal drug law enforcement agent, as provided in
clause (ii), shall be paid at the discretion of the Attorney General.

(B) The Attorney General shall forward to the Treasurer of the
United States for deposit in accordance with section 524(c) of title
28, United States Code, any amounts of such moneys and proceeds
remaining after payment of the expenses provided in subparagraph
(A), except that, with respect to forfeitures conducted by the Postal
Service, the Postal Service shall deposit in the Postal Service Fund,
under section 2003(b)(7) of title 39, United States Code, such mon-
eys and proceeds.

(3) The Attorney General shall assure that any property trans-
ferred to a State or local law enforcement agency under paragraph
(DA)—

(A) has a value that bears a reasonable relationship to the
degree of direct participation of the State or local agency in the
law enforcement effort resulting in the forfeiture, taking into
account the total value of all property forfeited and the total
law enforcement effort with respect to the violation of law on
which the forfeiture is based; and

(B) will serve to encourage further cooperation between the
recipient State or local agency and Federal law enforcement
agencies.

(4)(A) With respect to real property described in subparagraph
(B), if the chief executive officer of the State involved submits to
the Attorney General a request for purposes of such subparagraph,
the authority established in such subparagraph is in lieu of the au-
thority established in paragraph (1)(B).

(B) In the case of property described in paragraph (1)(B) that
is civilly or criminally forfeited under this title, if the property is
real property that is appropriate for use as a public area reserved
for recreational or historic purposes or for the preservation of nat-
ural conditions, the Attorney General, upon the request of the chief
executive officer of the State in which the property is located, may
transfer title to the property to the State, either without charge or
for a nominal charge, through a legal instrument providing that—

(i) such use will be the principal use of the property; and

(i) title to the property reverts to the United States in the
event that the property is used otherwise.

(£)(1) All controlled substances in schedule I or II that are pos-
sessed, transferred, sold, or offered for sale in violation of the provi-
sions of this title; all dangerous, toxic, or hazardous raw materials
or products subject to forfeiture under subsection (a)(2) of this sec-
tion; and any equipment or container subject to forfeiture under
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subsection (a)(2) or (3) which cannot be separated safely from such

raw materials or products shall be deemed contraband and seized

and summarily forfeited to the United States. Similarly, all sub-

stances in schedule I or II, which are seized or come into the pos-

session of the United States, the owners of which are unknown,

séhall be deemed contraband and summarily forfeited to the United
tates.

(2) The Attorney General may direct the destruction of all con-
trolled substances in schedule I or II seized for violation of this
title; all dangerous, toxic, or hazardous raw materials or products
subject to forfeiture under subsection (a)(2) of this section; and any
equipment or container subject to forfeiture under subsection (a)(2)
or (3) which cannot be separated safely from such raw materials or
products under such circumstances as the Attorney General may
deem necessary.

(g)(1) All species of plants from which controlled substances in
schedules I and IT may be derived which have been planted or cul-
tivated in violation of this title, or of which the owners or cultiva-
tors are unknown, or which are wild growths, may be seized and
summarily forfeited to the United States.

(2) The failure, upon demand by the Attorney General or his
duly authorized agent, of the person in occupancy or in control of
land or premises upon which such species of plants are growing or
being stored, to produce an appropriate registration, or proof that
he is the holder thereof, shall constitute authority for the seizure
and forfeiture.

(3) The Attorney General, or his duly authorized agent, shall
have authority to enter upon any lands, or into any dwelling pursu-
ant to a search warrant, to cut, harvest, carry off, or destroy such
plants.

(h) All right, title, and interest in property described in sub-
section (a) shall vest in the United States upon commission of the
act giving rise to forfeiture under this section.

(i) The provisions of section 981(g) of title 18, United States
Code, regarding the stay of a civil forfeiture proceeding shall apply
to forfeitures under this section.

() In addition to the venue provided for in section 1395 of title
28, United States Code, or any other provision of law, in the case
of property of a defendant charged with a violation that is the basis
for forfeiture of the property under this section, a proceeding for
forfeiture under this section may be brought in the judicial district
in which the defendant owning such property is found or in the ju-
dicial district in which the criminal prosecution is brought.

(1)53 The functions of the Attorney General under this section
shall be carried out by the Postal Service pursuant to such agree-
ment as may be entered into between the Attorney General and the
Postal Service.

INJUNCTIONS

SEC. 512. [21 U.S.C. 882] (a) The district courts of the United
States and all courts exercising general jurisdiction in the terri-

53S0 in law. Probably should be “(k)”. See section 6253(a) of Public Law 100-690 (102 Stat.
4363).
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tories and possessions of the United States shall have jurisdiction
in proceedings in accordance with the Federal Rules of Civil Proce-
dure to enjoin violations of this title.

(b) In case of an alleged violation of an injunction or restrain-
ing order issued under this section, trial shall, upon demand of the
accused, be by a jury in accordance with the Federal Rules of Civil
Procedure.

(¢) STATE CAUSE OF ACTION PERTAINING TO ONLINE PHAR-
MACIES.—

(1) IN GENERAL.—In any case in which the State has rea-
son to believe that an interest of the residents of that State
has been or is being threatened or adversely affected by the ac-
tion of a person, entity, or Internet site that violates the provi-
sions of section 303(g), 309(e), or 311, the State may bring a
civil action on behalf of such residents in a district court of the
United States with appropriate jurisdiction—

(A) to enjoin the conduct which violates this section;

(B) to enforce compliance with this section;

(C) to obtain damages, restitution, or other compensa-
tion, including civil penalties under section 402(b); and

(D) to obtain such other legal or equitable relief as the
court may find appropriate.

(2) SERVICE; INTERVENTION.—

(A) Prior to filing a complaint under paragraph (1), the
State shall serve a copy of the complaint upon the Attor-
ney General and upon the United States Attorney for the
judicial district in which the complaint is to be filed. In
any case where such prior service is not feasible, the State
shall serve the complaint on the Attorney General and the
appropriate United States Attorney on the same day that
the State’s complaint is filed in Federal district court of
the United States. Such proceedings shall be independent
of, and not in lieu of, criminal prosecutions or any other
proceedings under this title or any other laws of the
United States.

(B) Upon receiving notice respecting a civil action pur-
suant to this section, the United States shall have the
right to intervene in such action and, upon so intervening,
to be heard on all matters arising therein, and to file peti-
tions for appeal.

(C) Service of a State’s complaint on the United States
as required in this paragraph shall be made in accord with
the requirements of rule 4(1)(1) of the Federal Rule of Civil
Procedure.

(3) POWERS CONFERRED BY STATE LAW.—For purposes of
bringing any civil action under paragraph (1), nothing in this
Act shall prevent an attorney general of a State from exer-
cising the powers conferred on the attorney general of a State
by the laws of such State to conduct investigations or to ad-
minister oaths or affirmations or to compel the attendance of
?ivitnesses of or the production of documentary or other evi-

ence.

(4) VENUE.—Any civil action brought under paragraph (1)
in a district court of the United States may be brought in the
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district in which the defendant is found, is an inhabitant, or
transacts business or wherever venue is proper under section
1391 of title 28, United States Code. Process in such action
may be served in any district in which the defendant is an in-
habitant or in which the defendant may be found.

(5) NO PRIVATE RIGHT OF ACTION.—No private right of ac-
tion is created under this subsection.

(6) LiMITATION.—No civil action may be brought under
paragraph (1) against—

(A) the United States;

(B) an Indian Tribe or tribal organization, to the ex-
tent such tribe or tribal organization is lawfully carrying
out a contract or compact under the Indian Self-Deter-
mination and Education Assistance Act; or

(C) any employee of the United States or such Indian
tribe or tribal organization, provided such agent or em-
ployee is acting in the usual course of business or employ-
ment, and within the scope of the official duties of such
agent or employee therewith.

ENFORCEMENT PROCEEDINGS

SEc. 513. [21 U.S.C. 883] Before any violation of this title is
reported by the Administrator of the Drug Enforcement Adminis-
tration to any United States attorney for institution of a criminal
proceeding, the Administrator may require that the person against
whom such proceeding is contemplated be given appropriate notice
and an opportunity to present his views, either orally or in writing,
with regard to such contemplated proceeding.

IMMUNITY AND PRIVILEGE

SEcC. 514. [21 U.S.C. 884] (a) Whenever a witness refuses, on
the basis of his privilege against self-incrimination, to testify or
provide other information in a proceeding before a court or grand
jury of the United States, involving a violation of this title, and the
person presiding over the proceeding communicates to the witness
an order issued under this section, the witness may not refuse to
comply with the order on the basis of his privilege against self-in-
crimination. But no testimony or other information compelled
under the order issued under subsection (b) of this section or any
information obtained by the exploitation of such testimony or other
information, may be used against the witness in any criminal case,
including any criminal case brought in a court of a State, except
a prosecution for perjury, giving a false statement, or otherwise
failing to comply with the order.

(b) In the case of any individual who has been or may be called
to testify or provide other information at any proceeding before a
court or grand jury of the United States, the United States district
court for the judicial district in which the proceeding is or may be
held shall issue, upon the request of the United States attorney for
such district, an order requiring such individual to give any testi-
mony or provide any other information which he refuses to give or
provide on the basis of his privilege against self-incrimination.
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(c) A United States attorney may, with the approval of the At-
torney General or the Deputy Attorney General, the Associate At-
torney General, or any Assistant Attorney General designated by
the Attorney General, request an order under subsection (b) when
in his judgment—

(1) the testimony or other information from such indi-
vidual may be necessary to the public interest; and

(2) such individual has refused or is likely to refuse to tes-
tify or provide other information on the basis of his privilege
against self-incrimination.

BURDEN OF PROOF; LIABILITIES

SeEc. 515. [21 U.S.C. 885] (a)(1) It shall not be necessary for
the United States to negative any exemption or exception set forth
in this title in any complaint, information, indictment, or other
pleading or in any trial, hearing, or other proceeding under this
title, and the burden of going forward with the evidence with re-
spect to any such exemption or exception shall be upon the person
claiming its benefit.

(2) In the case of a person charged under section 404(a) with
the possession of a controlled substance, any label identifying such
substance for purposes of section 503(b)(2) of the Federal Food,
Drug, and Cosmetic Act shall be admissible in evidence and shall
be prima facie evidence that such substance was obtained pursuant
to a valid prescription from a practitioner while acting in the
course of his professional practice.

(b) In the absence of proof that a person is the duly authorized
holder of an appropriate registration or order form issued under
this title, he shall be presumed not to be the holder of such reg-
istration or form, and the burden of going forward with the evi-
dence with respect to such registration or form shall be upon him.

(¢c) The burden of going forward with the evidence to establish
that a vehicle, vessel, or aircraft used in connection with controlled
substances in schedule I was used in accordance with the provi-
sions of this title shall be on the persons engaged in such use.

(d) Except as provided in sections 2234 and 2235 of title 18,
United States Code, no civil or criminal liability shall be imposed
by virtue of this title upon any duly authorized Federal officer law-
fully engaged in the enforcement of this title, or upon any duly au-
thorized officer of any State, territory, political subdivision thereof,
the District of Columbia, or any possession of the United States,
who shall be lawfully engaged in the enforcement of any law or
municipal ordinance relating to controlled substances.

PAYMENTS AND ADVANCES

SEC. 516. [21 U.S.C. 886] (a) The Attorney General is author-
ized to pay any person, from funds appropriated for the Drug En-
forcement Administration, for information concerning a violation of
this title, such sum or sums of money as he may deem appropriate,
without reference to any moieties or rewards to which such person
may otherwise be entitled by law.
(b) Moneys expended from appropriations of the Drug Enforce-
ment Administration for purchase of controlled substances and sub-
December 10, 2025 As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

Sec. 517  TITLES Il AND Il OF THE COMPREHENSIVE DRUG ABUSE... 140

sequently recovered shall be reimbursed to the current appropria-
tion for the Bureau 54.

(c) The Attorney General is authorized to direct the advance of
funds by the Treasury Department in connection with the enforce-
ment of this title. Section 16 of Public Law 96-132 (93 Stat. 1049)
amended this title in several other places by striking references to
the Bureau of Narcotics and Dangerous Drugs and inserting ref-
erences to the Drug Enforcement Administration.

(d)(1) There is established in the Treasury a trust fund to be
known as the “Drug Pollution Fund” (hereinafter referred to in this
subsection as the “Fund”), consisting of amounts appropriated or
credited to such Fund under section 401(b)(6).

(2) There are hereby appropriated to the Fund amounts equiv-
alent to the fines imposed under section 401(b)(6).

(3) Amounts in the Fund shall be available, as provided in ap-
propriations Acts, for the purpose of making payments in accord-
ance with paragraph (4) for the clean up of certain pollution result-
ing from the actions referred to in section 401(b)(6).

(4)(A) The Secretary of the Treasury, after consultation with
the Attorney General, shall make payments under paragraph (3),
in such amounts as the Secretary determines appropriate, to the
heads of executive agencies or departments that meet the require-
ments of subparagraph (B).

(B) In order to receive a payment under paragraph (3), the
head of an executive agency or department shall submit an applica-
tion in such form and containing such information as the Secretary
of the Treasury shall by regulation require. Such application shall
contain a description of the fine imposed under section 401(b)(6),
the circumstances surrounding the imposition of such fine, and the
type and severity of pollution that resulted from the actions to
which such fine applies.

(5) For purposes of subchapter B of chapter 98 of the Internal
Revenue Code of 1986, the Fund established under this paragraph
shall be treated in the same manner as a trust fund established
under subchapter A of such chapter.

COORDINATION AND CONSOLIDATION OF POST-SEIZURE
ADMINISTRATION

SeEc. 517. [21 U.S.C. 887] The Attorney General and the Sec-
retary of the Treasury shall take such action as may be necessary
to develop and maintain a joint plan to coordinate and consolidate
post-seizure administration of property seized under this title, title
IIT or provisions of the customs laws relating to controlled sub-
stances.

CONTROLLED SUBSTANCES PRODUCTION CONTROL
SEC. 519.55 [21 U.S.C. 889] (a) As used in this section:

5450 in law. Probably should be “Administration”. Section 16 of Public Law 96-132 (93 Stat.
1049) amended this title in several other places by striking references to the Bureau of Narcotics
and Dangerous Drugs and inserting references to the Drug Enforcement Administration.

55 Section 518 was repealed by section 2(c)(3) of Public Law 106-185 (114 Stat. 210).
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(1) The term “controlled substance” has the same meaning
given such term in section 102(6) of the Controlled Substances
Act (21 U.S.C. 801(6)).

(2) The term “Secretary” means the Secretary of Agri-
culture.

(3) The term “State” means each of the fifty States, the
District of Columbia, the Commonwealth of Puerto Rico,
Guam, the Virgin Islands of the United States, American
Samoa, the Commonwealth of the Northern Mariana Islands,
or the Trust Territory of the Pacific Islands.

(b) Notwithstanding any other provision of law, following the
date of enactment of this Act, any person who is convicted under
Federal or State law of planting, cultivation, growing, producing,
harvesting, or storing a controlled substance in any crop year shall
be ineligible for—

(1) as to any commodity produced during that crop year,
and the four succeeding crop years, by such person—

(A) any price support or payment made available
under the Agricultural Act of 1949 (7 U.S.C. 1421 et seq.),

the Commodity Credit Corporation Charter Act (15 U.S.C.

714 et seq.), or any other Act;

(B) a farm storage facility loan made under section

4(h) of the Commodity Credit Corporation Charter Act (15

U.S.C. 714b(h));

(C) crop insurance under the Federal Crop Insurance

Act (7 U.S.C. 1501 et seq.);

(D) a disaster payment made under the Agricultural

Act of 1949 (7 U.S.C. 1421 et seq.); or

(E) a loan made, insured or guaranteed under the

Consolidated Farm and Rural Development Act (7 U.S.C.

1921 et seq.) or any other provision of law administered by

the Farmers Home Administration; or

(2) a payment made under section 4 or 5 of the Commodity
Credit Corporation Charter Act (15 U.S.C. 714b or 714c) for
the storage of an agricultural commodity that is—

(A) produced during that crop year, or any of the four
succeeding crop years, by such person; and
(B) acquired by the Commodity Credit Corporation.

(c) Not later than 180 days after the date of enactment of this
Act, the Secretary shall issue such regulations as the Secretary de-
termines are necessary to carry out this section, including regula-
tions that—

(1) define the term “person”;

(2) govern the determination of persons who shall be ineli-
gible for program benefits under this section; and

(3) protect the interests of tenants and sharecroppers.

SEC. 520. [21 U.S.C. 8901 REVIEW OF FEDERAL SALES OF CHEMICALS
USABLE TO MANUFACTURE CONTROLLED SUBSTANCES.

A Federal department or agency may not sell from the stocks
of the department or agency any chemical which, as determined by
the Administrator of the Drug Enforcement Administration, could
be used in the manufacture of a controlled substance unless the
Administrator certifies in writing to the head of the department or
agency that there is no reasonable cause to believe that the sale
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of the chemical would result in the illegal manufacture of a con-
trolled substance.

PART F—ADVISORY COMMISSION

ESTABLISHMENT OF COMMISSION ON MARIHUANA AND DRUG ABUSE

SEc. 601. [21 U.S.C. 801n] (a) There is established a commis-
sion to be known as the Commission on Marihuana and Drug
Abuse (hereafter in this section referred to as the “Commission”).
The Commission shall be composed of—

(1) two Members of the Senate appointed by the President
of the Senate;

(2) two Members of the House of Representatives ap-
pointed by the Speaker of the House of Representatives; and

5 (3) nine members appointed by the President of the United

tates.
At no time shall more than one of the members appointed under
paragraph (1), or more than one of the members appointed under
paragraph (2), or more than five of the members appointed under
paragraph (3) be members of the same political party.

(b)(1) The President shall designate one of the members of the
Commission as Chairman, and one as Vice Chairman. Seven mem-
bers of the Commission shall constitute a quorum, but a lesser
number may conduct hearings.

(2) Members of the Commission who are Members of Congress
or full-time officers or employees of the United States shall serve
without additional compensation but shall be reimbursed for travel,
subsistence, and other necessary expenses incurred in the perform-
ance of the duties vested in the Commission. Members of the Com-
mission from private life shall receive $100 per diem while engaged
in the actual performance of the duties vested in the Commission,
plus reimbursement for travel, subsistence, and other necessary ex-
penses incurred in the performance of such duties.

(3) The Commission shall meet at the call of the Chairman or
at the call of a majority of the members thereof.

(c)(1) The Commission shall have the power to appoint and fix
the compensation of such personnel as it deems advisable, without
regard to the provisions of title 5, United States Code, governing
appointments in the competitive service, and the provisions of
chapter 51 and subchapter III of chapter 53 of such title, relating
to classification and General Schedule pay rates.

(2) The Commission may procure, in accordance with the provi-
sions of section 3109 of title 5, United States Code, the temporary
or intermittent services of experts or consultants. Persons so em-
ployed shall receive compensation at a rate to be fixed by the Com-
mission, but not in excess of $75 per diem, including travel time.
While away from his home or regular place of business in the per-
formance of services for the Commission, any such person may be
allowed travel expenses, including per diem in lieu of subsistence,
as authorized by section 5703(b) of title 5, United States Code, for
persons in the Government service employed intermittently.

(3) The Commission may secure directly from any department
or agency of the United States information necessary to enable it
to carry out its duties under this section. Upon request of the
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Chairman of the Commission, such department or agency shall fur-
nish such information to the Commission.

(d)(1) The Commission shall conduct a study of marihuana in-
cluding, but not limited to, the following areas:

(A) the extent of use of marihuana in the United States to
include its various sources, the number of users, number of ar-
rests, number of convictions, amount of marihuana seized, type
of user, nature of use;

. (B) an evaluation of the efficacy of existing marihuana

aws;

(C) a study of the pharmacology of marihuana and its im-
{nedialte and long-term effects, both physiological and psycho-
ogical;

(D) the relationship of marihuana use to aggressive behav-
ior and crime;

(E) the relationship between marihuana and the use of
other drugs; and

(F) the international control of marihuana.

(2) Within one year after the date on which funds first become
available to carry out this section, the Commission shall submit to
the President and the Congress a comprehensive report on its
study and investigation under this subsection which shall include
its recommendations and such proposals for legislation and admin-
istrative action as may be necessary to carry out its recommenda-
tions.

(e) The Commission shall conduct a comprehensive study and
investigation of the causes of drug abuse and their relative signifi-
cance. The Commission shall submit to the President and the Con-
gress such interim reports as it deems advisable and shall within
two years after the date on which funds first become available to
carry out this section submit to the President and the Congress a
final report which shall contain a detailed statement of its findings
and conclusions and also such recommendations for legislation and
administrative actions as it deems appropriate. The Commission
shall cease to exist sixty days after the final report is submitted
under this subsection.

(f) Total expenditures of the Commission shall not exceed
$1,000,000.

PART G—CONFORMING, TRANSITIONAL AND EFFECTIVE DATE, AND
GENERAL PROVISIONS

REPEALS AND CONFORMING AMENDMENTS

SEC. 701. (a) Sections 201(v), 301(q), and 511 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 321(v), 331(q), 360(a)) are
repealed.

(b) Subsections (a) and (b) of section 303 of the Federal Food,
{)rug, and Cosmetic Act (21 U.S.C. 333) are amended to read as fol-
OWS:

“SEC. 303. (a) Any person who violates a provision of section
301 shall be imprisoned for not more than one year or fined not
more than $1,000, or both.

“(b) Notwithstanding the provisions of subsection (a) of this
section, if any person commits such a violation after a conviction
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of him under this section has become final, or commits such a vio-
lation with the intent to defraud or mislead, such person shall be
imprisoned for not more than three years or fined not more than
$10,000 or both.”

(c) Section 304(a)(2) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 334(a)(2)) is amended (1) by striking out clauses (A)
and (D), (2) by striking out “of such depressant or stimulant drug
or” in clause (C), (3) by adding “and” after the comma at the end
of clause (C), and (4) by redesignating clauses (B), (C), and (E) as
clauses (A), (B), and (C), respectively.

(d) Section 304(d)(3)(iii) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 334(d)(3)(iii)) is amended by striking out “de-
pressant or stimulant drugs or”.

(e) Section 510 of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360) is amended (1) in subsection (a) by striking out
paragraph (2), by inserting “and” at the end of paragraph (1), and
by redesignating paragraph (3) as paragraph (2); (2) by striking out
“or in the wholesaling, jobbing, or distributing of any depressant or
stimulant drug” in the first sentence of subsection (b); (3) by strik-
ing out the last sentence of subsection (b); (4) by striking out “or
in the wholesaling, jobbing, or distributing of any depressant or
stimulant drug” in the first sentence of subsection (¢); (5) by strik-
ing out the last sentence of subsection (c); (6) by striking out “(1)”
in subsection (d) and by inserting a period after “drug or drugs” in
that subsection and deleting the remainder of that subsection; and
(7) by striking out “AND CERTAIN WHOLESALERS” in the section
heading.

(f) Section 702 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 372) is amended by striking out “to depressant or stimulant
drugs or” in subsection (e).

(g) Section 201(a)(2) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 321(a)(2)) is amended by inserting a period after
“Canal Zone” the first time these words appear and deleting all
thereafter in such section 201(a)(2).

(h) The last sentence of section 801(a) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 381(a)) is amended (1) by strik-
ing out “This paragraph” and inserting in lieu thereof “Clause (2)
of the third sentence of this paragraph,”, and (2) by striking out
“section 2 of the Act of May 26, 1922, as amended (U.S.C. 1934,
edition, title 21, sec. 173)” and inserting in lieu thereof “the Con-
trolled Substances Import and Export Act”.

(1)(1) Section 1114 of title 18, United States Code, is amended
by striking out “the Bureau of Narcotics” and inserting in lieu
thereof “the Bureau of Narcotics and Dangerous Drugs”.

(2) Section 1952 of such title is amended—

(A) by inserting in subsection (b)(1) “or controlled sub-
stances (as defined in section 102(6) of the Controlled Sub-
stances Act)” immediately following “narcotics”; and

(B) by striking out “or narcotics” in subsection (c).

(j) Subsection (a) of section 302 of the Public Health Service
Act (42 U.S.C. 242(a)) is amended to read as follows:

“SEC. 302. (a) In carrying out the purposes of section 301 with
respect to drugs the use or misuse of which might result in drug
abuse or dependency, the studies and investigations authorized

December 10, 2025 As Amended Through P.L. 119-44, Enacted December 1, 2025



G:\COMP\90-99\91-513. XML

145 TITLES II AND 11l OF THE COMPREHENSIVE DRUG ABUSE.. Sec. 703

therein shall include the use and misuse of narcotic drugs and
other drugs. Such studies and investigations shall further include
the quantities of crude opium, coca leaves, and their salts, deriva-
tives, and preparations, and other drugs subject to control under
the Controlled Substances Act and Controlled Substances Import
and Export Act, together with reserves thereof, necessary to supply
the normal and emergency medicinal and scientific requirements of
the United States. The results of studies and investigations of the
quantities of narcotic drugs or other drugs subject to control under
such Acts, together with reserves of such drugs, that are necessary
to supply the normal and emergency medicinal and scientific re-
quirements of the United States, shall be reported not later than
the first day of April of each year to the Attorney General, to be
used at his discretion in determining manufacturing quotas or im-
portation requirements under such Acts.”

PENDING PROCEEDINGS

SEc. 702. [21 U.S.C. 321 note] (a) Prosecutions for any viola-
tion of law occurring prior to the effective date of section 701 shall
not be affected by the repeals or amendments made by such sec-
tion, or abated by reason thereof.

(b) Civil seizures or forfeitures and injunctive proceedings com-
menced prior to the effective date of section 701 shall not be af-
fected 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 on the date of enactment of this
Act shall be continued and brought to final determination in accord
with laws and regulations 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, such drug shall automati-
cally be controlled under this title by the Attorney General without
further proceedings 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 has been made prior
to the date of enactment of this Act which is not listed in section
202 within schedules I through V shall automatically be controlled
under this title by the Attorney General without further pro-
ceedings, and be listed in the appropriate schedule, after he has ob-
tained the recommendations of the Secretary.

(d) Notwithstanding subsection (a) of this section or section
1103, section 4202 of title 18, United States Code, shall apply to
any individual convicted under any of the laws repealed by this
title or title III without regard to the terms of any sentence im-
posed on such individual under such law.

PROVISIONAL REGISTRATION

SEC. 703. [21 U.S.C. 822 note] (a)(1) Any person who—
(A) is engaged in manufacturing, distributing, or dis-
pensing any controlled substance on the day before the effec-
tive date of section 302, and
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(B) is registered on such day under section 510 of the Fed-
eral Food, Drug, and Cosmetic Act or under section 4722 of the
Internal Revenue Code of 1954,

shall, with respect to each establishment for which such registra-
tion is in effect under any such section, be deemed to have a provi-
sional registration under section 303 for the manufacture, distribu-
tion, or dispensing (as the case may be) of controlled substances.

(2) During the period his provisional registration is in effect
under this section, the registration number assigned such person
under such section 510 or under such section 4722 (as the case may
be) shall be his registration number for purposes of section 303 of
this title.

(b) The provisions of section 304, relating to suspension and
revocation of registration, shall apply to a provisional registration
under this section.

(¢c) Unless sooner suspended or revoked under subsection (b),
a provisional registration of a person under subsection (a)(1) of this
section shall be in effect until—

(1) the date on which such person has registered with the
Attorney General under section 303 or has had his registration
denied under such section, or

(2) such date as may be prescribed by the Attorney Gen-
eral for registration of manufacturers, distributors, or dis-
pensers, as the case may be,

whichever occurs first.

EFFECTIVE DATES AND OTHER TRANSITIONAL PROVISIONS

SEC. 704. [21 U.S.C. 801 notel (a) Except as otherwise pro-
vided in this section, this title shall become effective on the first
day of the seventh calendar month that begins after the day imme-
diately preceding the date of enactment.

(b) Parts A, B, E, and F of this title, section 702, this section,
and sections 705 through 709, shall become effective upon enact-
ment.

(c) Sections 305 (relating to labels and labeling), and 306 (re-
lating to manufacturing quotas) shall become effective on the date
specified in subsection (a) of this section, except that the Attorney
General may by order published in the Federal Register postpone
the effective date of either or both of these sections for such period
as he may determine to be necessary for the efficient administra-
tion of this title.

CONTINUATION OF REGULATIONS

SEC. 705. [21 U.S.C. 801 notel Any orders, rules, and regula-
tions which have been promulgated under any law affected by this
title and which are in effect on the day preceding enactment of this
title shall continue in effect until modified, superseded, or repealed.

SEVERABILITY

SeEc. 706. [21 U.S.C. 901] If a provision of this Act is held in-
valid, all valid provisions that are severable shall remain in effect.
If a provision of this Act is held invalid in one or more of its appli-
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cations, the provision shall remain in effect in all its valid applica-
tions that are severable.

SAVING PROVISION

SEc. 707. [21 U.S.C. 902] Nothing in this Act, except this part
and, to the extent of any inconsistency, sections 307(e) and 309 of
this title, shall be construed as in any way affecting, modifying, re-
pealing, or superseding the provisions of the Federal Food, Drug,
and Cosmetic Act.

APPLICATION OF STATE LAW

SEc. 708. [21 U.S.C. 9031 No provision of this title shall be
construed as indicating an intent on the part of the Congress to oc-
cupy the field in which that provision operates, including criminal
penalties, to the exclusion of any State law on the same subject
matter which would otherwise be within the authority of the State,
unless there is a positive conflict between that provision of this
title and that State law so that the two cannot consistently stand
together.

PAYMENT OF TORT CLAIMS

SEc. 709. [21 U.S.C. 9041 Notwithstanding section 2680(k) of
title 28, United States Code, the Attorney General, in carrying out
the functions of the Department of Justice under this title, is au-
thorized to pay tort claims in the manner authorized by section
2672 of title 28, United States Code, when such claims arise in a
foreign country in connection with the operations of the Drug En-
forcement Administration abroad.

TITLE III—-IMPORTATION AND EXPORTATION;
AMENDMENTS AND REPEALS OF REVENUE LAWS

SHORT TITLE

SeEc. 1000. [21 U.S.C. 951 note] This title may be cited as the
“Controlled Substances Import and Export Act”.

PART A—IMPORTATION AND EXPORTATION

DEFINITIONS

SEC. 1001. [21 U.S.C. 951] (a) For purposes of this part—

(1) The term “import” means, with respect to any article,
any bringing in or introduction of such article into any area
(whether or not such bringing in or introduction constitutes an
iSmport)ation within the meaning of the tariff laws of the United

tates).

(2) The term “customs territory of the United States” has
the meaning assigned to such term by general note 2 of the
Harmonized Tariff Schedule of the United States (19 U.S.C.
1202).

(b) Each term defined in section 102 of title II shall have the
same meaning for purposes of this title as such term has for pur-
poses of title II.
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IMPORTATION OF CONTROLLED SUBSTANCES

SeEc. 1002. [21 U.S.C. 952] (a) It shall be unlawful to import
into the customs territory of the United States from any place out-
side thereof (but within the United States), or to import into the
United States from any place outside thereof, any controlled sub-
stance in schedule I or II of title II, or ephedrine, pseudoephedrine,
or phenylpropanolamine, or any narcotic drug in schedule III, IV,
or V of title II, except that—

(1) such amounts of crude opium poppy straw, concentrate
of poppy straw, and coca leaves, and of ephedrine,
pseudoephedrine, and phenylpropanolamine, as the Attorney
General finds to be necessary to provide for medical, scientific,
or other legitimate purposes, and

(2) such amounts of any controlled substance in schedule
I or IT or any narcotic drug in schedule III, IV, or V that the
Attorney General finds to be necessary to provide for the med-
ical, scientific, or other legitimate needs of the United States—

(A) during an emergency in which domestic supplies of
such substance or drug are found by the Attorney General
to be inadequate,

(B) in any case in which the Attorney General finds
that competition among domestic manufacturers of the
controlled substance is inadequate and will not be ren-
dered adequate by the registration of additional manufac-
turers under section 303, or

(C) in any case in which the Attorney General finds
that such controlled substance is in limited quantities ex-
clusively for scientific, analytical, or research uses,

may be so imported under such regulations as the Attorney Gen-
eral shall prescribe. No crude opium may be so imported for the
purpose of manufacturing heroin or smoking opium.

(b) It shall be unlawful to import into the customs territory of
the United States from any place outside thereof (but within the
United States), or to import into the United States from any place
outside thereof, any nonnarcotic controlled substance in schedule
III, IV, or V, unless such nonnarcotic controlled substance—

(1) is imported for medical, scientific or other legitimate
uses, and

(2) is imported pursuant to such notification or declara-
tion, or in the case of any nonnarcotic controlled substance in
schedule III, such import permit, notification, or declaration, as
the Attorney General may by regulation prescribe, except that
if a nonnarcotic control substance in schedule IV or V is also
listed in schedule I or II of the Convention on Psychotropic
Substances it shall be imported pursuant to such import per-
mit requirements, prescribed by regulation of the Attorney
General, as are required by the Convention.

(¢) In addition to the amount of coca leaves authorized to be
imported into the United States under subsection (a), the Attorney
General may permit the importation of additional amounts of coca
leaves. All cocaine and ecgonine (and all salts, derivatives, and
preparations from which cocaine or ecgonine may be synthesized or
made) contained in such additional amounts of coca leaves im-
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ported under this subsection shall be destroyed under the super-
vision of an authorized representative of the Attorney General.
(d)(1) With respect to a registrant under section 1008 who is
authorized wunder subsection (a)(1) to import ephedrine,
pseudoephedrine, or phenylpropanolamine, at any time during the
year the registrant may apply for an increase in the amount of
such chemical that the registrant is authorized to import, and the
Attorney General may approve the application if the Attorney Gen-
eral determines that the approval is necessary to provide for med-
ical, scientific, or other legitimate purposes regarding the chemical.
(2) With respect to the application under paragraph (1):

(A) Not later than 60 days after receiving the application,
the Attorney General shall approve or deny the application.

(B) In approving the application, the Attorney General
shall specify the period of time for which the approval is in ef-
fect, or shall provide that the approval is effective until the
registrant involved is notified in writing by the Attorney Gen-
eral that the approval is terminated.

(C) If the Attorney General does not approve or deny the
application before the expiration of the 60-day period under
subparagraph (A), the application is deemed to be approved,
and such approval remains in effect until the Attorney General
notifies the registrant in writing that the approval is termi-
nated.

(e) Each reference in this section to ephedrine,
pseudoephedrine, or phenylpropanolamine includes each of the
salts, optical isomers, and salts of optical isomers of such chemical.

EXPORTATION OF CONTROLLED SUBSTANCES

SeEc. 1003. [21 U.S.C. 953] (a) It shall be unlawful to export
from the United States any narcotic drug in schedule I, II, III, or
IV unless—

(1) it is exported to a country which is a party to—

(A) the International Opium Convention of 1912 for
the Suppression of the Abuses of Opium, Morphine, Co-
caine, and Derivative Drugs, or to the International Opium
Convention signed at Geneva on February 19, 1925; or

(B) the Convention for Limiting the Manufacture and
Regulating the Distribution of Narcotic Drugs concluded at
Geneva, July 13, 1931, as amended by the protocol signed
at Lake Success on December 11, 1946, and the protocol
bringing under international control drugs outside the
scope of the convention of July 13, 1931, for limiting the
manufacture and regulating the distribution of narcotic
drugs (as amended by the protocol signed at Lake Success
on December 11, 1946), signed at Paris, November 19,
1948; or

(C) the Single Convention on Narcotic Drugs, 1961,
signed at New York, March 30, 1961,

(2) such country has instituted and maintains, in con-
formity with the conventions to which it is a party, a system
for the control of imports of narcotic drugs which the Attorney
General deems adequate;
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(3) the narcotic drug is consigned to a holder of such per-
mits or licenses as may be required under the laws of the coun-
try of import, and a permit or license to import such drug has
been issued by the country of import;

(4) substantial evidence is furnished to the Attorney Gen-
eral by the exporter that (A) the narcotic drug is to be applied
exclusively to medical or scientific uses within the country of
import, and (B) there is an actual need for the narcotic drug
for medical or scientific uses within such country; and

(5) a permit to export the narcotic drug in each instance
has been issued by the Attorney General.

(b) Notwithstanding subsection (a), the Attorney General may
authorize any narcotic drug (including crude opium and coca
leaves) in schedule I, II, III, or IV to be exported from the United
States to a country which is a party to any of the international in-
struments mentioned in subsection (a) if the particular drug is to
be applied to a special scientific purpose in the country of destina-
tion and the authorities of such country will permit the importation
of the particular drug for such purpose.

(c) It shall be unlawful to export from the United States any
nonnarcotic controlled substance in schedule I or IT unless—

(1) it is exported to a country which has instituted and
maintains a system which the Attorney General deems ade-
quate for the control of imports of such substances;

(2) the controlled substance is consigned to a holder of
such permits or licenses as may be required under the laws of
the country of import;

(3) substantial evidence is furnished to the Attorney Gen-
eral that (A) the controlled substance is to be applied exclu-
sively to medical, scientific, or other legitimate uses within the
country to which exported, (B) it will not be exported from such
country, and (C) there is an actual need for the controlled sub-
stance for medical, scientific, or other legitimate uses within
the country; and

(4) a permit to export the controlled substance in each in-
stance has been issued by the Attorney General.

(d) Notwithstanding subsection (c), the Attorney General may
authorize any nonnarcotic controlled substance in schedule I or II
to be exported from the United States if the particular substance
is to be applied to a special scientific purpose in the country of des-
tination and the authorities of such country will permit the impor-
tation of the particular drug for such purpose.

(e) It shall be unlawful to export from the United States to any
other country any nonnarcotic controlled substances in schedule III
or IV or any controlled substances in schedule V unless—

(1) there is furnished (before export) to the Attorney Gen-
eral documentary proof that importation is not contrary to the
laws or regulations of the country of destination for consump-
tion for medical, scientific, or other legitimate purposes;

(2) it is exported pursuant to such notification or declara-
tion, or in the case of any nonnarcotic controlled substance in
schedule III, such export permit, notification, or declaration as
the Attorney General may by regulation prescribe; and
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(3) in the case of a nonnarcotic controlled substance in
schedule IV or V which is also listed in schedule I or II of the
Convention on Psychotropic Substances, it is exported pursu-
ant to such export permit requirements, prescribed by regula-
tion of the Attorney General, as are required by the Conven-
tion.

(f) Notwithstanding subsections (a)(4) and (c)(3), the Attorney
General may authorize any controlled substance that is in schedule
I or II, or is a narcotic drug in schedule III or IV, to be exported
from the United States to a country for subsequent export from
that country to another country, if each of the following conditions
is met:

(1) Both the country to which the controlled substance is
exported from the United States (referred to in this subsection
as the “first country”) and the country to which the controlled
substance is exported from the first country (referred to in this
subsection as the “second country”) are parties to the Single
Convention on Narcotic Drugs, 1961, and the Convention on
Psychotropic Substances, 1971.

(2) The first country and the second country have each in-
stituted and maintain, in conformity with such Conventions, a
system of controls of imports of controlled substances which
the Attorney General deems adequate.

(3) With respect to the first country, the controlled sub-
stance is consigned to a holder of such permits or licenses as
may be required under the laws of such country, and a permit
or license to import the controlled substance has been issued
by the country.

(4) With respect to the second country, substantial evi-
dence is furnished to the Attorney General by the person who
v;lill export the controlled substance from the United States
that—

(A) the controlled substance is to be consigned to a
holder of such permits or licenses as may be required
under the laws of such country, and a permit or license to
import the controlled substance is to be issued by the
country; and

(B) the controlled substance is to be applied exclu-
sively to medical, scientific, or other legitimate uses within
the country.

(5)(A) The controlled substance will not be exported from
the second country, except that the controlled substance may
be exported from a second country that is a member of the Eu-
ropean Economic Area to another country that is a member of
the European Economic Area, provided that the first country
is also a member of the European Economic Area.

(B) Subsequent to any re-exportation described in subpara-
graph (A), a controlled substance may continue to be exported
from any country that is a member of the European Economic
Area to any other such country, if—

(i) the conditions applicable with respect to the first
country under paragraphs (1), (2), (3), (4), (6), and (7) are
met by each subsequent country from which the controlled
substance is exported pursuant to this paragraph; and
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(i1) the conditions applicable with respect to the second
country under paragraphs (1), (2), (3), (4), (6), and (7) are
met by each subsequent country to which the controlled
substance is exported pursuant to this paragraph.

(6)(A) Within 30 days after the controlled substance is ex-
ported from the first country to the second country, the person
who exported the controlled substance from the United States
delivers to the Attorney General documentation certifying that
such export from the first country has occurred.

(B) In the case of re-exportation among members of the
European Economic Area, within 30 days after each re-expor-
tation, the person who exported the controlled substance from
the United States delivers to the Attorney General—

(i) documentation certifying that such re-exportation
has occurred; and

(i1) information concerning the consignee, country, and
product.

(7) A permit to export the controlled substance from the
United States has been issued by the Attorney General.

(g) LIMITATION.—Subject to paragraphs (5) and (6) of sub-
section (f) in the case of any controlled substance in schedule I or
II or any narcotic drug in schedule III or IV, the Attorney General
shall not promulgate nor enforce any regulation, subregulatory
guidance, or enforcement policy which impedes re-exportation of
any controlled substance among European Economic Area coun-
tries, including by promulgating or enforcing any requirement
that—

(1) re-exportation from the first country to the second
country or re-exportation from the second country to another
country occur within a specified period of time; or

(2) information concerning the consignee, country, and
product be provided prior to exportation of the controlled sub-
stance from the United States or prior to each re-exportation
among members of the European Economic Area.

TRANSSHIPMENT AND IN-TRANSIT SHIPMENT OF CONTROLLED
SUBSTANCES

SEC. 1004. [21 U.S.C. 954] Notwithstanding sections 1002,
1003, and 1007—
(1) A controlled substance in schedule I may—
(A) be imported into the United States for trans-
shipment to another country, or
(B) be transferred or transshipped from one vessel, ve-
hicle, or aircraft to another vessel, vehicle, or aircraft with-
in the United States for immediate exportation,
if and only if it is so imported, transferred, or transshipped (i)
for scientific, medical, or other legitimate purposes in the coun-
try of destination, and (ii) with the prior written approval of
the Attorney General (which shall be granted or denied within
21 days of the request).
(2) A controlled substance in schedule II, III, or IV may be
so imported, transferred, or transshipped if and only if advance
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notice is given to the Attorney General in accordance with reg-
ulations of the Attorney General.

POSSESSION ON BOARD VESSELS, ETC., ARRIVING IN OR DEPARTING
FROM UNITED STATES

SEC. 1005. [21 U.S.C. 955] It shall be unlawful for any person
to bring or possess on board any vessel or aircraft, or on board any
vehicle of a carrier, arriving in or departing from the United States
or the customs territory of the United States, a controlled sub-
stance in schedule I or II or a narcotic drug in schedule III or IV,
unless such substance or drug is a part of the cargo entered in the
?alnifest or part of the official supplies of the vessel, aircraft, or ve-

icle.

EXEMPTION AUTHORITY

SEC. 1006. [21 U.S.C. 956] (a)(1) Subject to paragraph (2), the
Attorney General may by regulation exempt from sections 1002 (a)
and (b), 1003, 1004, and 1005 any individual who has a controlled
substance (except a substance in schedule I) in his possession for
his personal medical use, or for administration to an animal accom-
panying him, if the lawfully obtained such substance and he makes
such declaration (or gives such other notification) as the Attorney
General may by regulation require.

(2) Notwithstanding any exemption under paragraph (1), a
United States resident who enters the United States through an
international land border with a controlled substance (except a sub-
stance in schedule I) for which the individual does not possess a
valid prescription issued by a practitioner (as defined in section 102
of the Controlled Substances Act (21 U.S.C. 802)) in accordance
with applicable Federal and State law (or documentation that
verifies the issuance of such a prescription to that individual) may
not import the controlled substance into the United States in an
amount that exceeds 50 dosage units of the controlled substance.

(b) The Attorney General may by regulation except any com-
pound, mixture, or preparation containing any depressant or stimu-
lant substance listed in paragraph (a) or (b) of schedule III or in
schedule IV or V from the application of all or any part of this title
if (1) the compound, mixture, or preparation contains one or more
active medicinal ingredients not having a depressant or stimulant
effect on the central nervous system, and (2) such ingredients are
included therein in such combinations, quantity, proportion, or con-
centration as to vitiate the potential for abuse of the substances
which do have a depressant or stimulant effect on the central nerv-
ous system.

PERSONS REQUIRED TO REGISTER

SEC. 1007. [21 U.S.C. 957] (a) No person may—
(1) import into the customs territory of the United States
from any place outside thereof (but within the United States),
or import into the United States from any place outside there-
of, any controlled substance or list I chemical, or
(2) export from the United States any controlled substance
or list I chemical,
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unless there is in effect with respect to such person a registration
issued by the Attorney General under section 1008, or unless such
person is exempt from registration under subsection (b).

(b)(1) The following persons shall not be required to register
under the provisions of this section and may lawfully possess a con-
trolled substance or list I chemical:

(A) An agent or an employee of any importer or exporter
registered under section 1008 if such agent or employee is act-
ing in the usual course of his business or employment.

(B) A common or contract carrier or warehouseman, or an
employee thereof, whose possession of any controlled substance
or list I chemical is in the usual course of his business or em-
ployment.

(C) An ultimate user who possesses such substance for a
purpose specified in section 102(25)5¢ and in conformity with
an exemption granted under section 1006(a).

(2) The Attorney General may, by regulation, waive the re-
quirement for registration of certain importers and exporters if he
finds it consistent with the public health and safety; and may au-
thorize any such importer or exporter to possess controlled sub-
stances or list I chemicals for purposes of importation and expor-
tation.

REGISTRATION REQUIREMENTS

SEC. 1008. [21 U.S.C. 958] (a) The Attorney General shall reg-
ister an applicant to import or export a controlled substance in
schedule I or II if he determines that such registration is consistent
with the public interest and with United States obligations under
international treaties, conventions, or protocols in effect on the ef-
fective date of this section. In determining the public interest, the
factors enumerated in paragraph (1) through (6) of section 303(a)
shall be considered.

(b) Registration granted under this section shall not entitle a
registrant to import or export controlled substances other than
specified in the registration.

(c)(1) The Attorney General shall register an applicant to im-
port a controlled substance in schedule III, IV, or V or to export
a controlled substance in schedule III or IV, unless he determines
that the issuance of such registration is inconsistent with the pub-
lic interest. In determining the public interest, the factors enumer-
ated in paragraphs (1) through (6) of section 303(e) shall be consid-
ered.

(2)(A) The Attorney General shall register an applicant to im-
port or export a list I chemical unless the Attorney General deter-
mines that registration of the applicant is inconsistent with the
public interest. Registration under this subsection shall not be re-
quired for the import or export of a drug product that is exempted
under section 102(39)(A)(iv).

56 S0 in law. Probably should be “102(27)”. Former paragraph (25) of section 102 was redesig-
nated as paragraph (26) by section 507(a) of Public Law 98-473 (98 Stat. 2071), and section
1003(b)(2) of Public Law 99-570 (100 Stat. 3207—6) redesignated paragraph (26) as paragraph
27).
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(B) In determining the public interest for the purposes of sub-
paragraph (A), the Attorney General shall consider the factors
specified in section 303@).

(d)(1) The Attorney General may deny an application for reg-
istration under subsection (a) if he is unable to determine that such
registration is consistent with the public interest (as defined in
subsection (a)) and with the United States obligations under inter-
national treaties, conventions, or protocols in effect on the effective
date of this part.

(2) The Attorney General may deny an application for registra-
tion under subsection (c), or revoke or suspend a registration under
subsection (a) or (c¢), if he determines that such registration is in-
consistent with the public interest (as defined in subsection (a) or
(c)) or with the United States obligations under international trea-
ties, conventions, or protocols in effect on the effective date of this
part.

(8) The Attorney General may limit the revocation or suspen-
sion of a registration to the particular controlled substance, or sub-
stances, or list I chemical or chemicals, with respect to which
grounds for revocation or suspension exist.

(4) Before taking action pursuant to this subsection, the Attor-
ney General shall serve upon the applicant or registrant an order
to show cause as to why the registration should not be denied, re-
voked, or suspended. The order to show cause shall contain a state-
ment of the basis thereof and shall call upon the applicant or reg-
istrant to appear before the Attorney General, or his designee, at
a time and place stated in the order, but in no event less than thir-
ty days after the date of receipt of the order. Proceedings to deny,
revoke, or suspend shall be conducted pursuant to this subsection
in accordance with subchapter II of chapter 5 of title 5 of the
United States Code. Such proceedings shall be independent of, and
not in lieu of, criminal prosecutions or other proceedings under this
title or any other law of the United States.

(5) The Attorney General may, in his discretion, suspend any
registration simultaneously with the institution of proceedings
under this subsection, in cases where he finds that there is an im-
minent danger to the public health and safety. Such suspension
shall continue in effect until the conclusion of such proceedings, in-
cluding judicial review thereof, unless sooner withdrawn by the At-
torney General or dissolved by a court of competent jurisdiction.

(6) In the event that the Attorney General suspends or revokes
a registration granted under this section, all controlled substances
or list I chemicals owned or possessed by the registrant pusuant to
such registration at the time of suspension or the effective date of
the revocation order, as the case may be, may, in the discretion of
the Attorney General, be seized or placed under seal. No disposi-
tion may be made of any controlled substances or list I chemicals
under seal until the time for taking an appeal has elapsed or until
all appeals have been concluded, except that a court, upon applica-
tion therefor, may at any time order the sale of perishable con-
trolled substances or list I chemicals. Any such order shall require
the deposit of the proceeds of the sale with the court. Upon a rev-
ocation order becoming final, all such controlled substances or list
I chemicals (or proceeds of the sale thereof which have been depos-
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ited with the court) shall be forfeited to the United States; and the
Attorney General shall dispose of such controlled substances or list
I chemicals in accordance with section 511(e) of the Controlled Sub-
stances Act.

(e) No registration shall be issued under this part for a period
in excess of one year. Unless the regulations of the Attorney Gen-
eral otherwise provide, sections 302(f), 305, 307, and 310 shall
apply to persons registered under this section to the same extent
such sections apply to persons registered under section 303.

(f)57 The Attorney General is authorized to promulgate rules
and regulations and to charge reasonable fees relating to the reg-
istration of importers and exporters of controlled substances or list
I chemicals under this section.

(g) Persons registered by the Attorney General under this sec-
tion to import or export controlled substances or list I chemicals
may import or export (and, for the purpose of so importing or ex-
porting, may possess) such substances to the extent authorized by
their registration and in conformity with the other provisions of
this title and title II.

(h) A separate registration shall be required at each principal
place of business where the applicant imports or exports controlled
substances or list I chemicals.

(i) Except in emergency situations as described in section
1002(a)(2)(A), prior to issuing a registration under this section to
a bulk manufacturer of a controlled substance in schedule I or II,
and prior to issuing a regulation under section 1002(a) authorizing
the importation of such a substance, the Attorney General shall
give manufacturers holding registration for the bulk manufacture
of the substance an opportunity for a hearing.

POSSESSION, MANUFACTURE OR DISTRIBUTION FOR PURPOSES OF
UNLAWFUL IMPORTATION

SEC. 1009. [21 U.S.C. 959] (a) It shall be unlawful for any per-
son to manufacture or distribute a controlled substance in schedule
I or II or flunitrazepam or a listed chemical intending, knowing, or
having reasonable cause to believe that such substance or chemical
will be unlawfully imported into the United States or into waters
within a distance of 12 miles of the coast of the United States.

(b) It shall be unlawful for any person to manufacture or dis-
tribute a listed chemical—

(1) intending or knowing that the listed chemical will be
used to manufacture a controlled substance; and

57The probable intent of the Congress was that Public Law 108-447 amend subsection (f)
above. Section 633(c) of the Departments of Commerce, Justice, and State, the Judiciary, and
Related Agencies Appropriations Act, 2005 (as contained in division B of Public Law 108-447;
118 Stat. 2922) provides for an amendment to section “1088(f)” of this Act, but this Act does
not contain a section 1088. Section 633(c), however, also provided the citation “(21 U.S.C.
958(f))”, and subsection (f) above is included in title 21, United States Code, as section 958(f).

The following shows subsection (f) as it would appear if the amendment described in section
633(c) were executed to that subsection:

“(f) The Attorney General is authorized to promulgate rules and regulations and to charge rea-
sonable fees relating to the registration and control of importers and exporters of controlled sub-
stances or listed chemicals.”.
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(2) intending, knowing, or having reasonable cause to be-
lieve that the controlled substance will be unlawfully imported
into the United States.

(c) It shall be unlawful for any United States citizen on board
any aircraft, or any person on board an aircraft owned by a United
States citizen or registered in United States, to—

(1) manufacture or distribute a controlled substance or
listed chemical; or

(2) possess a controlled substance or listed chemical with
intent to distribute.

(d) 58 This section is intended to reach acts of manufacture or
distribution committed outside the territorial jurisdiction of the
United States.

PROHIBITED ACTS A—PENALTIES

SEc. 1010. [21 U.S.C. 9601 (a) Any person who—

(1) contrary to section 305, 1002, 1003, or 1007, knowingly
or intentionally imports or exports a controlled substance,

(2) contrary to section 1005, knowingly or intentionally
brings or possesses on board a vessel, aircraft, or vehicle a con-
trolled substance, or

(3) contrary to section 1009, manufactures, possesses with
intent to distribute, or distributes a controlled substance,

shall be punished as provided in subsection (b).
(b)(1) In the case of a violation of subsection (a) of this section
involving—

(A) 1 kilogram or more of a mixture or substance con-
taining a detectable amount of heroin;

(B) 5 kilograms or more of a mixture or substance con-
taining a detectable amount of—

(i) coca leaves, except coca leaves and extracts of coca
leaves from which cocaine, ecgonine, and derivatives of ec-
gonine or their salts have been removed;

(i) cocaine, its salts, optical and geometric isomers,
and salts or isomers;

(iii) ecgonine, its derivatives, their salts, isomers, and
salts of isomers; or

(iv) any compound, mixture, or preparation which con-
tains any quantity of any of the substances referred to in
clauses (1) through (iii);

(C) 280 grams or more of a mixture or substance described
in subparagraph (B) which contains cocaine base;

(D) 100 grams or more of phencyclidine (PCP) or 1 kilo-
gram or more of a mixture or substance containing a detectable
amount of phencyclidine (PCP);

(E) 10 grams or more of a mixture or substance containing
a detectable amount of lysergic acid diethylamide (LSD);

(F) 400 grams or more of a mixture or substance con-
taining a detectable amount of N-phenyl-N-[1-(2-phenylethyl)-
4-piperidinyl] propanamide or 100 grams or more of a mixture
or substance containing a detectable amount of any analogue

58 Section 1012(b)(1) of Public Law 115-91 provides for an amendment to strike “; VENUE”
from the title of subsection (d). However, no such heading exists in law.
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of N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl] propanamide or
a fentanyl-related substance;
(G) 1000 kilograms or more of a mixture or substance con-
taining a detectable amount of marihuana; or
(H) 50 grams or more of methamphetamine, its salts, iso-
mers, and salts of its isomers or 500 grams or more of a mix-
ture or substance containing a detectable amount of meth-
amphetamine, its salts, isomers, or salts of its isomers. 59
the person committing such violation shall be sentenced to a term
of imprisonment of not less than 10 years and not more than life
and if death or serious bodily injury results from the use of such
substance shall be sentenced to a term of imprisonment of not less
than 20 years and not more than life, a fine not to exceed the
greater of that authorized in accordance with the provisions of title
18, United States Code, or $10,000,000 if the defendant is an indi-
vidual or $50,000,000 if the defendant is other than an individual,
or both. If any person commits such a violation after a prior convic-
tion for a serious drug felony or serious violent felony has become
final, such person shall be sentenced to a term of imprisonment of
not less than 15 years and not more than life imprisonment and
if death or serious bodily injury results from the use of such sub-
stance shall be sentenced to life imprisonment, a fine not to exceed
the greater of twice that authorized in accordance with the provi-
sions of title 18, United States Code, or $20,000,000 if the defend-
ant is an individual or $75,000,000 if the defendant is other than
an individual, or both. Notwithstanding section 3583 of title 1860,
any sentence under this paragraph shall, in the absence of such a
prior conviction, impose a term of supervised release of at least 5
years in addition to such term of imprisonment and shall, if there
was such a prior conviction, impose a term of supervised release of
at least 10 years in addition to such term of imprisonment. Not-
withstanding any other provision of law, the court shall not place
on probation or suspend the sentence of any person sentenced
under this paragraph. No person sentenced under this paragraph
shall be eligible for parole during the term of imprisonment im-
posed therein.
(2) In the case of a violation of subsection (a) of this section in-
volving—
(A) 100 grams or more of a mixture or substance con-
taining a detectable amount of heroin;
(B) 500 grams or more of a mixture or substance con-
taining a detectable amount of—

(i) coca leaves, except coca leaves and extracts of coca
leaves from which cocaine, ecgonine, and derivatives of ec-
gonine or their salts have been removed;

(i1) cocaine, its salts, optical and geometric isomers,
and salts or isomers;

(iii) ecgonine, its derivatives, their salts, isomers, and
salts of isomers; or

59 S0 in law. The period probably should be a semicolon.
60S0 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.
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(iv) any compound, mixture, or preparation which con-
tains any quantity of any of the substances referred to in

clauses (i) through (iii);

(C) 28 grams or more of a mixture or substance described
in subparagraph (B) which contains cocaine base;

(D) 10 grams or more of phencyclidine (PCP) or 100 grams
or more of a mixture or substance containing a detectable
amount of phencyclidine (PCP);

(E) 1 gram or more of a mixture or substance containing
a detectable amount of lysergic acid diethylamide (LSD);

(F) 40 grams or more of a mixture or substance containing
a detectable amount of N-phenyl-N-[1-(2-phenylethyl)-4-
piperidinyl] propanamide or 10 grams or more of a mixture or
substance containing a detectable amount of any analogue of
N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl] propanamide or a
fentanyl-related substance;

(G) 100 kilograms or more of a mixture or substance con-
taining a detectable amount of marihuana; or

(H) 5 grams or more of methamphetamine, its salts, iso-
mers, and salts of its isomers or 50 grams or more of a mixture
or substance containing a detectable amount of methamphet-
amine, its salts, isomers, or salts of its isomers. 61

the person committing such violation shall be sentenced to a term
of imprisonment of not less than 5 years and not more than 40
years and if death or serious bodily injury results from the use of
such substance shall be sentenced to a term of imprisonment of not
less than twenty years and not more than life, a fine not to exceed
the greater of that authorized in accordance with the provisions of
title 18, United States Code, or $5,000,000 if the defendant is an
individual or $25,000,000 if the defendant is other than an indi-
vidual, or both. If any person commits such a violation after a prior
conviction for a serious drug felony or serious violent felony has be-
come final, such person shall be sentenced to a term of imprison-
ment of not less than 10 years and not more than life imprison-
ment and if death or serious bodily injury results from the use of
such substance shall be sentenced to life imprisonment, a fine not
to exceed the greater of twice that authorized in accordance with
the provisions of title 18, United States Code, or $8,000,000 if the
defendant is an individual or $50,000,000 if the defendant is other
than an individual, or both. Notwithstanding section 3583 of title
1862 any sentence imposed under this paragraph shall, in the ab-
sence of such a prior conviction, include a term of supervised re-
lease of at least 4 years in addition to such term of imprisonment
and shall, if there was such a prior conviction, include a term of
supervised release of at least 8 years in addition to such term of
imprisonment. Notwithstanding any other provision of law, the
court shall not place on probation or suspend the sentence of any
person sentenced under this paragraph. No person sentenced under
this paragraph shall be eligible for parole during the term of im-
prisonment imposed therein.

6150 in law. The period probably should be a semicolon.
6250 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.
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(3) In the case of a violation under subsection (a) of this section
involving a controlled substance in schedule I or II, gamma hydrox-
ybutyric acid (including when scheduled as an approved drug prod-
uct for purposes of section 3(a)(1)(B) of the Hillory J. Farias and
Samantha Reid Date-Rape Drug Prohibition Act of 2000), or
flunitrazepam, the person committing such violation shall, except
as provided in paragraphs (1), (2), and (4), be sentenced to a term
of imprisonment of not more than 20 years and if death or serious
bodily injury results from the use of such substance shall be sen-
tenced to a term of imprisonment of not less than twenty years and
not more than life, a fine not to exceed the greater of that author-
ized in accordance with the provisions of title 18, United States
Code, or $1,000,000 if the defendant is an individual or $5,000,000
if the defendant is other than an individual, or both. If any person
commits such a violation after a prior conviction for a felony drug
offense has become final, such person shall be sentenced to a term
of imprisonment of not more than 30 years and if death or serious
bodily injury results from the use of such substance shall be sen-
tenced to life imprisonment, a fine not to exceed the greater of
twice that authorized in accordance with the provisions of title 18,
United States Code, or $2,000,000 if the defendant is an 1nd1v1dua1
or $10,000,000 if the defendant is other than an individual, or both.
Notwithstanding section 3583 of title 1863, any sentence imposing
a term of imprisonment under this paragraph shall, in the absence
of such a prior conviction, impose a term of suspervised release of
at least 3 years in addition to such term of imprisonment and shall,
if there was such a prior conviction, impose a term of suspervised
release of at least 6 years in addition to such term of imprison-
ment. Notwithstanding the prior sentence, and notwithstanding
any other provision of law, the court shall not place on probation
or suspend the sentence of any person sentenced under the provi-
sions of this paragraph which provide for a mandatory term of im-
prisonment if death or serious bodily injury results.

(4) In the case of a violation under subsection (a) with respect
to less than 50 kilograms of marihuana except in the case of 100
or more marihuana plants regardless of weight, less than 10 kilo-
grams of hashish, or less than one kilogram of hashish oil, the per-
son committing such violation shall be sentenced in accordance
with section 401(b)(1)(D).

(5) In the case of a violation of subsection (a) involving a con-
trolled substance in schedule III, such person shall be sentenced in
accordance with section 401(b)(1).

(6) In the case of a violation of subsection (a) involving a con-
trolled substance in schedule IV, such person shall be sentenced in
accordance with section 401(b)(2).

(7) In the case of a violation of subsection (a) involving a con-
trolled substance in schedule V, such person shall be sentenced in
accordance with section 401(b)(3).

(c) 6% A special parole term imposed under this section or sec-
tion 1012 may be revoked if its terms and conditions are violated.

63S0 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.

64The probable intent of the Congress is that subsection (c¢) not appear in the law. Section
225 of Public Law 98-473 (98 Stat. 2030) provided that section 1010 above is amended “by re-
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In such circumstances the original term of imprisonment shall be
increased by the period of the special parole term and the resulting
new term of imprisonment shall not be diminished by the time
which was spent on special parole. A person whose special parole
term has been revoked may be required to serve all or part of the
remainder of the new term of imprisonment. The special term pro-
vided for in this section and in section 1012 is in addition to, and
not in lieu of, any other parole provided for by law.

(d) A person who knowingly or intentionally—

(1) imports or exports a listed chemical with intent to
mallnufacture a controlled substance in violation of this title or
title II,

(2) exports a listed chemical in violation of the laws of the
country to which the chemical is exported or serves as a broker
or trader for an international transaction involving a listed
chemical, if the transaction is in violation of the laws of the
country to which the chemical is exported;

(3) imports or exports a listed chemical knowing, or having
reasonable cause to believe, that the chemical will be used to
mallnlgacture a controlled substance in violation of this title or
title II;

(4) exports a listed chemical, or serves as a broker or trad-
er for an international transaction involving a listed chemical,
knowing, or having reasonable cause to believe, that the chem-
ical will be used to manufacture a controlled substance in vio-
lation of the laws of the country to which the chemical is ex-
ported;

(5) imports or exports a listed chemical, with the intent to
evade the reporting or recordkeeping requirements of section
1018 applicable to such importation or exportation by falsely
representing to the Attorney General that the importation or
exportation qualifies for a waiver of the 15-day notification re-
quirement granted pursuant to paragraph (2) or (3) of section
1018(f) by misrepresenting the actual country of final destina-
tion of the listed chemical or the actual listed chemical being
imported or exported;

(6) imports a listed chemical in violation of section 1002,
imports or exports such a chemical in violation of section 1007
or 1018, or transfers such a chemical in violation of section
1018(d); or

(7) manufactures, possesses with intent to distribute, or
disltrié)utes a listed chemical in violation of section 959 of this
title. 65

shall be fined in accordance with title 18, imprisoned not more
than 20 years in the case of a violation of paragraph (1) or (3) in-
volving a list I chemical or not more than 10 years in the case of

pealing subsection (c)”. That repeal, however, was subject to a delayed effective date (see section
235 of such Public Law), and before that effective date was reached, section 1005(c) of Public
Law 99-570 (100 Stat. 3207-6) amended section 225 of Public Law 98-473 so that the text of
section 225 provided as follows: “Section 1515 of the Controlled Substances Import and Export
Act (21 U.S.C. 960) is amended by repealing subsection (c).”. The probable intent of the Con-
gress was that the amended section 225 strike subsection (c) of section 1010, not section 1515,
as this Act does not contain a section 1515 and as the cite provided to the United States Code
is the Code citation for section 1010.

65The reference to section 959 is so in law. See 102(c)(3) of Public Law 104-237 (110 Stat.
3100). Probably should be a reference to section 1009.
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a violation of this subsection other than a violation of paragraph
(1) or (3) involving a list I chemical, or both.

FOREIGN TERRORIST ORGANIZATIONS, TERRORIST PERSONS AND
GROUPS

Prohibited Acts

SeEc. 1010A. [21 U.S.C. 960a] (a) Whoever engages in conduct
that would be punishable under section 841(a) of this title if com-
mitted within the jurisdiction of the United States, or attempts or
conspires to do so, knowing or intending to provide, directly or indi-
rectly, anything of pecuniary value to any person or organization
that has engaged or engages in terrorist activity (as defined in sec-
tion 212(a)(3)(B) of the Immigration and Nationality Act) or ter-
rorism (as defined in section 140(d)(2) of the Foreign Relations Au-
thorization Act, Fiscal Years 1988 and 1989), shall be sentenced to
a term of imprisonment of not less than twice the minimum pun-
ishment under section 841(b)(1), and not more than life, a fine in
accordance with the provisions of title 18, United States Code, or
both. Notwithstanding section 3583 of title 18, United States Code,
any sentence imposed under this subsection shall include a term of
supervised release of at least 5 years in addition to such term of
imprisonment.

Jurisdiction

(b) There is jurisdiction over an offense under this section if—

(1) the prohibited drug activity or the terrorist offense is
in violation of the criminal laws of the United States;

(2) the offense, the prohibited drug activity, or the terrorist
offense occurs in or affects interstate or foreign commerce;

(3) an offender provides anything of pecuniary value for a
terrorist offense that causes or is designed to cause death or
serious bodily injury to a national of the United States while
that national is outside the United States, or substantial dam-
age to the property of a legal entity organized under the laws
of the United States (including any of its States, districts, com-
monwealths, territories, or possessions) while that property is
outside of the United States;

(4) the offense or the prohibited drug activity occurs in
whole or in part outside of the United States (including on the
high seas), and a perpetrator of the offense or the prohibited
drug activity is a national of the United States or a legal entity
organized under the laws of the United States (including any
of its States, districts, commonwealths, territories, or posses-
sions); or

(5) after the conduct required for the offense occurs an of-
fender is brought into or found in the United States, even if
tshe conduct required for the offense occurs outside the United

tates.

Proof Requirements

(¢) To violate subsection (a), a person must have knowledge
that the person or organization has engaged or engages in terrorist
December 10, 2025 As Amended Through P.L. 119-44, Enacted December 1, 2025
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activity (as defined in section 212(a)(3)(B) of the Immigration and
Nationality Act) or terrorism (as defined in section 140(d)(2) of the
Foreign Relations Authorization Act, Fiscal Years 1988 and 1989).

Definition

(d) As used in this section, the term “anything of pecuniary
value” has the meaning given the term in section 1958(b)(1) of title
18, United States Code.

PROHIBITED ACTS B—PENALTIES

SEC. 1011. [21 U.S.C. 9611 Any person who violates section
1004 or fails to notify the Attorney General of an importation or
exportation under section 1018 shall be subject to the following
penalties:

(1) Except as provided in paragraph (2), any such person
shall, with respect to any such violation, be subject to a civil
penalty of not more than $25,000. Sections 402(c)(1) and (c)(3)
shall apply to any civil penalty assessed under this paragraph.

(2) If such a violation is prosecuted by an information or
indictment which alleges that the violation was committed
knowingly or intentionally and the trier of fact specifically
finds that the violation was so committed, such person shall be
sentenced to imprisonment for not more than one year or a fine
of not more than $25,000 or both.

SECOND OR SUBSEQUENT OFFENSES

Sec. 1012. [21 U.S.C. 962] (a) Any person convicted of any of-
fense under this part is, if the offense is a second or subsequent
offense, punishable by a term of imprisonment twice that otherwise
authorized, by twice the fine otherwise authorized, or by both.

(b) For purposes of this section, a person shall be considered
convicted of a second or subsequent offense if, prior to the commis-
sion of such offense, one or more prior convictions of such person
for a felony drug offense have become final.

(c) Section 411 shall apply with respect to any proceeding to
sentence a person under this section.

ATTEMPT AND CONSPIRACY

SEcC. 1013. [21 U.S.C. 9631 Any person who attempts or con-
spires to commit any offense defined in this title shall be subject
to the same penalties as those prescribed for the offense, the com-
mission of which was the object of the attempt or conspiracy.

ADDITIONAL PENALTIES

Sec. 1014. [21 U.S.C. 9641 Any penalty imposed for violation
of this title shall be in addition to, and not in lieu of, any civil or
administrative penalty or sanction authorized by law.

APPLICABILITY OF PART E OF TITLE II

SEc. 1015. [21 U.S.C. 9651 Part E of title II shall apply with
respect to functions of the Attorney General (and of officers and
December 10, 2025 As Amended Through P.L. 119-44, Enacted December 1, 2025
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employees of the Bureau of Narcotics and Dangerous Drugs) under
this title, to administrative and judicial proceedings under this
title, and to violations of this title, to the same extent that such
part applies to functions of the Attorney General (and such officers
and employees) under title II, to such proceedings under title II,
and to violations of title II. For purposes of the application of this
section to section 510 or 511, any reference in such section 510 or
511 to “this title” shall be deemed to be a reference to title III, any
reference to section 303 shall be deemed to be a reference to section
1008, and any reference to section 302(d) shall be deemed to be a
reference to section 1007(b)(2).

AUTHORITY OF SECRETARY OF TREASURY

SEC. 1016. [21 U.S.C. 966] Nothing in this Act shall derogate
from the authority of the Secretary of the Treasury under the cus-
toms and related laws.

CRIMINAL FORFEITURES

SEc. 1017. [21 U.S.C. 970] Section 413 of title II, relating to
criminal forfeitures, shall apply in every respect to a violation of
this title punishable by imprisonment for more than one year.

NOTIFICATION, SUSPENSION OF SHIPMENT, AND PENALTIES WITH
RESPECT TO IMPORTATION AND EXPORTATION OF LISTED CHEMICALS

SEc. 1018. [21 U.S.C. 971] (a) Each regulated person who im-
ports or exports a listed chemical shall notify the Attorney General
of the importation or exportation not later than 15 days before the
transaction is to take place.

(b)(1) The Attorney General shall provide by regulation for cir-
cumstances in which the requirement of subsection (a) does not
apply to a transaction between a regulated person and a regular
customer or to a transaction that is an importation by a regular
importer. At the time of any importation or exportation consti-
tuting a transaction referred to in the preceding sentence, the regu-
lated person shall notify the Attorney General of the transaction.

(2) The regulations under this subsection shall provide that the
initial notification under subsection (a) with respect to a customer
of a regulated person or to an importer shall, upon the expiration
of the 15-day period, qualify the customer as a regular customer or
the importer as a regular importer, unless the Attorney General
otherwise notifies the regulated person in writing.

(c)(1) The Attorney General may order the suspension of any
importation or exportation of a listed chemical (other than a regu-
lated transaction to which the requirement of subsection (a) does
not apply by reason of subsection (b)) or may disqualify any regular
customer or regular importer on the ground that the chemical may
be diverted to the clandestine manufacture of a controlled sub-
stance (without regard to the form of the chemical that may be di-
verted, including the diversion of a finished drug product to be
manufactured from bulk chemicals to be transferred). From and
after the time when the Attorney General provides written notice
of the order (including a statement of the legal and factual basis
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for the order) to the regulated person, the regulated person may
not carry out the transaction.

(2) Upon written request to the Attorney General, a regulated
person to whom an order applies under paragraph (1) is entitled
to an agency hearing on the record in accordance with subchapter
IT of chapter 5 of title 5, United States Code. The hearing shall be
held on an expedited basis and not later than 45 days after the re-
quest is made, except that the hearing may be held at a later time,
if so requested by the regulated person.

(d)(1)(A) Information provided in a notice under subsection (a)
or (b) shall include the name of the person to whom the importer
or exporter involved intends to transfer the listed chemical in-
volved, and the quantity of such chemical to be transferred.

(B) In the case of a notice under subsection (b) submitted by
a regular importer, if the transferee identified in the notice is not
a regular customer, such importer may not transfer the listed
chemical until after the expiration of the 15-day period beginning
on iche date on which the notice is submitted to the Attorney Gen-
eral.

(C) After a notice under subsection (a) or (b) is submitted to
the Attorney General, if circumstances change and the importer or
exporter will not be transferring the listed chemical to the trans-
feree identified in the notice, or will be transferring a greater quan-
tity of the chemical than specified in the notice, the importer or ex-
porter shall update the notice to identify the most recent prospec-
tive transferee or the most recent quantity or both (as the case may
be) and may not transfer the listed chemical until after the expira-
tion of the 15-day period beginning on the date on which the up-
date is submitted to the Attorney General, except that such 15-day
restriction does not apply if the prospective transferee identified in
the update is a regular customer. The preceding sentence applies
with respect to changing circumstances regarding a transferee or
quantity identified in an update to the same extent and in the
same manner as such sentence applies with respect to changing
circumstances regarding a transferee or quantity identified in the
original notice under subsection (a) or (b).

(D) In the case of a transfer of a listed chemical that is subject
to a 15-day restriction under subparagraph (B) or (C), the trans-
feree involved shall, upon the expiration of the 15-day period, be
considered to qualify as a regular customer, unless the Attorney
General otherwise notifies the importer or exporter involved in
writing.

(2) With respect to a transfer of a listed chemical with which
a notice or update referred to in paragraph (1) is concerned:

(A) The Attorney General, in accordance with the same

procedures as apply under subsection (c)(2)—

(i) may order the suspension of the transfer of the list-
ed chemical by the importer or exporter involved, except
for a transfer to a regular customer, on the ground that
the chemical may be diverted to the clandestine manufac-
ture of a controlled substance (without regard to the form
of the chemical that may be diverted, including the diver-
sion of a finished drug product to be manufactured from
bulk chemicals to be transferred), subject to the Attorney
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General ordering such suspension before the expiration of
the 15-day period referred to in paragraph (1) with respect
to the importation or exportation (in any case in which
such a period applies); and

(i1) may, for purposes of clause (i) and paragraph (1),
disqualify a regular customer on such ground.

(B) From and after the time when the Attorney General
provides written notice of the order under subparagraph (A)
(including a statement of the legal and factual basis for the
order) to the importer or exporter, the importer or exporter
may not carry out the transfer.

(3) For purposes of this subsection:

(A) The terms “importer” and “exporter” mean a regulated
person who imports or exports a listed chemical, respectively.

(B) The term “transfer”, with respect to a listed chemical,
includes the sale of the chemical.

(C) The term “transferee” means a person to whom an im-
porter or exporter transfers a listed chemical.

(e) A person located in the United States who is a broker or
trader for an international transaction in a listed chemical that is
a regulated transaction solely because of that person’s involvement
as a broker or trader shall, with respect to that transaction, be sub-
ject to all of the notification, reporting, recordkeeping, and other re-
quirements placed upon exporters of listed chemicals by this title
and title II.

(f)(1) The Attorney General may by regulation require that the
15-day notification requirement of subsection (a) apply to all ex-
ports of a listed chemical to a specified country, regardless of the
status of certain customers in such country as regular customers,
if the Attorney General finds that such notification is necessary to
support effective chemical diversion control programs or is required
by treaty or other international agreement to which the United
States is a party.

(2) The Attorney General may by regulation waive the 15-day
notification requirement for exports of a listed chemical to a speci-
fied country if the Attorney General determines that such notifica-
tion is not required for effective chemical diversion control. If the
notification requirement is waived, exporters of the listed chemical
shall be required to submit to the Attorney General reports of indi-
vidual exportations or periodic reports of such exportation of the
listed chemical, at such time or times and containing such informa-
tion as the Attorney General shall establish by regulation.

(3) The Attorney General may by regulation waive the 15-day
notification requirement for the importation of a listed chemical if
the Attorney General determines that such notification is not nec-
essary for effective chemical diversion control. If the notification re-
quirement is waived, importers of the listed chemical shall be re-
quired to submit to the Attorney General reports of individual im-
portations or periodic reports of the importation of the listed chem-
ical, at such time or times and containing such information as the
Attorney General shall establish by regulation.

(g) Within 30 days after a transaction covered by this section
is completed, the importer or exporter shall send the Attorney Gen-
eral a return declaration containing particulars of the transaction,
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including the date, quantity, chemical, container, name of trans-
ferees, and such other information as the Attorney General may
specify in regulations. For importers, a single return declaration
may include the particulars of both the importation and distribu-
tion. If the importer has not distributed all chemicals imported by
the end of the initial 30-day period, the importer shall file supple-
mental return declarations no later than 30 days from the date of
any further distribution, until the distribution or other disposition
of all chemicals imported pursuant to the import notification or any
update are accounted for.

(h)(1) With respect to a regulated person importing ephedrine,
pseudoephedrine, or phenylpropanolamine (referred to in this sec-
tion as an “importer”), a notice of importation under subsection (a)
or (b) shall include all information known to the importer on the
chain of distribution of such chemical from the manufacturer to the
importer.

(2) For the purpose of preventing or responding to the diver-
sion of ephedrine, pseudoephedrine, or phenylpropanolamine for
use in the illicit production of methamphetamine, the Attorney
General may, in the case of any person who is a manufacturer or
distributor of such chemical in the chain of distribution referred to
in paragraph (1) (which person is referred to in this subsection as
a “foreign-chain distributor”), request that such distributor provide
to the Attorney General information known to the distributor on
the distribution of the chemical, including sales.

(3) If the Attorney General determines that a foreign-chain dis-
tributor is refusing to cooperate with the Attorney General in ob-
taining the information referred to in paragraph (2), the Attorney
General may, in accordance with procedures that apply under sub-
section (c), issue an order prohibiting the importation of ephedrine,
pseudoephedrine, or phenylpropanolamine in any case in which
such distributor is part of the chain of distribution for such chem-
ical. Not later than 60 days prior to issuing the order, the Attorney
General shall publish in the Federal Register a notice of intent to
issue the order. During such 60-day period, imports of the chemical
with respect to such distributor may not be restricted under this
paragraph.

PART B—AMENDMENTS AND REPEALS, TRANSITIONAL AND
EFFECTIVE DATE PROVISIONS 66

* * & * * * &

66 Part B consists of sections 1101-1105. Such sections are omitted from this compilation. For
text of sections 1101-1102, see 84 Stat. 1291, 1292. For text of sections 1103-1105 (84 Stat.
1294-1295), see notes for 21 U.S.C. 171, 957, and 951, respectively.
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