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TITLES II AND III OF THE COMPREHENSIVE DRUG
ABUSE PREVENTION AND CONTROL ACT OF 1970 (PUB-
LIC LAW 91-513)

[As Amended Through P.L. 114-198, Enacted July 22, 2016]
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Section 2(c)(3) of Public Law 106-185 (114 Stat. 21) repealed section 518, but did not make
a conforming amendment to the table of contents.
8 See footnote to item number 417.

So in law. Probably should be “Controlled substances production control.”. See the heading
for section 519 set out below.

9Section 122 of the USA PATRIOT Improvement and Reauthorization Act of 2005 (P.L. 109-
177; 120 Stat. 225) provides for an amendment to insert a new section 1010A in part
A of the Controlled Substance Import and Export Act (21 U.S.C. 951 et seq.) without providing
for a corresponding amendment to the table of sections. The table of contents appears
at the beginning of the Comprehensive Drug Abuse Prevention and Control Act of 1970.
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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) The term “marihuana” means all parts of the plant Can-
nabis sativa L., whether growing or not; the seeds thereof; the
resin extracted from any part of such plant; and every compound,
manufacture, salt, derivative, mixture, or preparation of such
plant, its seeds or resin. Such term does not include the mature
stalks of such plant, fiber produced from such stalks, oil or cake
made from the seeds of such plant, any other compound, manufac-

September 21, 2016 As Amended Through P.L. 114-198, Enacted July 22, 2016



FACOMP\90-99\91-513. XML

1 TITLES II AND Il OF THE COMPREHENSIVE DRUG ABUSE..  Sec. 102

ture, 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
synthesis, 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

(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, Education, and Welfare.
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(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
TorII;

(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

(ii1) 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.

(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.

11Indentation so in law. See section 607(j)(1) of Public Law 104-294.
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(C) Such term does not include—

(1) a controlled substance;

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

(ii1) 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

(V) Benzaldehyde.

(W) Nitroethane.

(X) Gamma butyrolactone.

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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(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

(36) 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,
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-

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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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

(IT) 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

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

(i1) androstanedione (5o-androstan-3,17-dione);
(ii1) androstenediol—

(I) 1l-androstenediol (3p3,17B-dihydroxy-5c-androst-1-
ene);

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

(III)  4-androstenediol (3f,17B-dihydroxy-androst-4-
ene); and
As Amended Through P.L. 114-198, Enacted July 22, 2016



FACOMP\90-99\91-513. XML

Sec. 102 TITLES Il AND Il OF THE COMPREHENSIVE DRUG ABUSE... 12

(IV) 5-androstenediol (3f,17B-dihydroxy-androst-5-
ene);
(iv) androstenedione—
(I) 1-androstenedione ([50]-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);
(v) bolasterone (70,170-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-17B-hydroxyandrost-4-en-3-one);
(ix) dehydrochloromethyltestosterone (4-chloro-17p-hy-
droxy-17o-methyl-androst-1,4-dien-3-one);
(x) A 1-dihydrotestosterone (a.k.a. “l-testosterone”) (17(3-
hydroxy-50-androst-1-en-3-one);
(xi) 4-dihydrotestosterone (178-hydroxy-androstan-3-one);
(xii) drostanolone (17B-hydroxy-2o-methyl-50-androstan-3-
one);
(xiii) ethylestrenol (17a-ethyl-17B-hydroxyestr-4-ene);
(xiv) fluoxymesterone (9-fluoro-17o-methyl-118,17p3-
dihydroxyandrost-4-en-3-one);
(xv) formebolone (2-formyl-170-methyl-11c,17(3-
dihydroxyandrost-1,4-dien-3-one);
(xvi) furazabol (17ca-methyl-17B-hydroxyandrostano[2,3-c]-
furazan);
(xvii) 13B-ethyl-17B-hydroxygon-4-en-3-one;
(xviii) 4-hydroxytestosterone (4,17p-dihydroxy-androst-4-
en-3-one);
(xix) 4-hydroxy-19-nortestosterone (4,17B-dihydroxy-estr-4-
en-3-one);
(xx) mestanolone (17ca-methyl-17B-hydroxy-50-androstan-3-
one);
(xxi) mesterolone (lo-methyl-17B-hydroxy-[5a]-androstan-
3-one);
(xxii) methandienone (170-methyl-17B-hydroxyandrost-1,4-
dien-3-one);
(xxiii) methandriol (17a-methyl-3[3,17p-dihydroxyandrost-5-
ene);
(xxiv) methenolone (1-methyl-17B-hydroxy-5a-androst-1-en-
3-one);
(xxv) 170-methyl-3B, 178-dihydroxy-5c-androstane;
(xxvi) 170-methyl-30,17B-dihydroxy-50-androstane;
(xxvii) 170-methyl-3[3,17p-dihydroxyandrost-4-ene.
(xxviii) 170-methyl-4-hydroxynandrolone (170-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);
(xxx1) methyltestosterone (17c-methyl-173-hydroxyandrost-
4-en-3-one);
(xxxii) mibolerone (70,170-dimethyl-17B-hydroxyestr-4-en-
3-one);
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(xxxiii) 170-methyl-Al-dihydrotestosterone (178-hydroxy-
170-methyl-5a-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);

(IT) 19-nor-4-androstenediol (3a, 17B-dihydroxyestr-4-
ene);

(IIT) 19-nor-5-androstenediol (3P, 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 (133,170a-diethyl-17p3-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-17p3-hydroxyestr-4-en-3-
one);

(xli) oxandrolone (170-methyl-17B-hydroxy-2-oxa-[50]-
androstan-3-one);

(xlii) oxymesterone (17o-methyl-4,17B-dihydroxyandrost-4-
en-3-one);

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

(xliv) stanozolol (170-methyl-17B-hydroxy-[5a]-androst-2-
eno[3,2-c]-pyrazole);

(xlv) stenbolone (173-hydroxy-2-methyl-[50]-androst-1-en-3-
one);

(xlvi) testolactone (13-hydroxy-3-oxo-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) 50-Androstan-3,6,17-trione;

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

(lii) 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-3p3,17B3-diol;

(Iv) 4-chloro-17o-methyl-17B-hydroxy-androst-4-en-3-one;

(Ivi) 4-chloro-170-methyl-17p3-hydroxy-androst-4-ene-3,11-
dione;

(Ivii) 4-chloro-17a-methyl-androsta-1,4-diene-3,17p-diol;

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

(lix) 20,,170-dimethyl-17B-hydroxy-53-androstan-3-one;

(Ix) 20,30-epithio-170-methyl-50-androstan-17p3-ol;

(Ixi) [3,2-c]-furazan-5a-androstan-17p3-ol,

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

(cc) a combination of 2 or more substances described
in item (aa) or (bb);
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(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.

(ii1) 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-
ls;ists in arranging an international transaction in a listed chemical

y_
(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
(ii) 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.

(47) 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
whether the stand is located on unimproved real estate (such as a
lot or field leased for retail purposes).

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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(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.

(iii) 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
such 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), (d), or (e) of section 303 who do not dis-
pense controlled substances to an unregistered individual
or entity;

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

(ii1) 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(f);

(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;

(v) any agent or employee of any hospital or facility re-
ferred to in clause (iii) or (iv), provided such agent or em-

17Indentation so in law. See section 401(b)(4) of Public Law 104-237.
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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(f) whose
dispensing of controlled substances via the Internet con-
sists solely of—

(I) refilling prescriptions for controlled substances

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

(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(f); and

(i1) by a practitioner—

(I) acting in the usual course of professional prac-
tice;

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

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

(aa) is exempted from such registration in all

States under section 302(d); or

(bb) is—

(AA) an employee or contractor of the De-
partment of Veterans Affairs who is acting in
the scope of such employment or contract; and
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(BB) registered under section 303(f) in

any State or is utilizing the registration of a

hospital or clinic operated by the Department

of Veterans Affairs registered under section

303(1);

(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;

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

(iii) registered under section 303(f) 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

(ID) 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(f) 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(f);

(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

(i1) 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
fromhthe 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(f) who is an employee or contractor of the
Veterans Health Administration acting in the usual
course of business and employment and within the
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
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Department of Veterans Affairs registered under sec-
tion 303(f);

(IIT) 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
(i1) by a practitioner that—

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

(IT) is registered under section 303(f) 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(f); 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
diversion 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
an individual for a controlled substance in schedule III, IV, or V,
if—

(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-
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
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(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.

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-
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
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substance should be removed entirely from the schedules, he shall
initiate proceedings for control or removal, as the case may be,
under subsection (a).

(c) 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.

(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

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.
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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:

(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;

(i) 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

19 See footnote for paragraph (2).
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Convention, to the Secretary-General of the United Na-
tions;

(iii) 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
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
(i) 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

20 See footnote for paragraph (2).
21S0 in law. Probably should be “subparagraph”.
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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
(ii) 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
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
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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
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
packaged 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

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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order and the grounds upon which such order is to be issued,

and

(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.

(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
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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).

(3)(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
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.
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(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.—

b (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.

(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

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.
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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, including their isomers,
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) 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.

(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.

24 S0 in law. Probably should be “Alphacetylmethadol.”
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(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.

(c) Unless specifically excepted or unless listed in another
schedule, any material, compound, mixture, or preparation, which
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.

(17) Tetrahydrocannabinols.

(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).
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(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.

(11) 3-(1-naphthoyl)indole or 3-(1-
naphthylmethane)indole by substitution at the nitrogen
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.

(iii) 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);

(1) 5-(1,1-dimethyloctyl)-2-[(1R,3S)-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);
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(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);

(xi1i) 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).

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,
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.

2550 in law. Probably should be “Coca”.
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(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.

(c) 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 IIT

(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:

(1) Any substance which contains any quantity of a deriva-
tive(z1 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.

26 The substances referred to in schedule III(a) have been administratively moved to schedule
1L
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(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.
(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
September 21, 2016 As Amended Through P.L. 114-198, Enacted July 22, 2016



FACOMP\90-99\91-513. XML

35 TITLES II AND Il OF THE COMPREHENSIVE DRUG ABUSE.. Sec. 204

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. 8131 A controlled substance analogue
shall, to the extent intended for human consumption, be treated,
for the purposes of any Federal law as a controlled substance in
schedule I.

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.
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(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-
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

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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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,
shall such registrations be issued for less than one year nor for
more than three years.

(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(25). 28
(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

28 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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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.

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

(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-
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.

REGISTRATION REQUIREMENTS

SEc. 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
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;
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(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.

(c) 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.

(d) 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.
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(e) 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
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.

(f) The Attorney General shall register practitioners (including
pharmacies, as distinguished from pharmacists) to dispense, or con-
duct 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 re-
search with respect to, controlled substances under the laws of the
State in which he practices. The Attorney General may deny an ap-
plication for such registration or such modification of registration
if the Attorney General determines that the issuance of such reg-
istration or modification would be inconsistent with the public in-
terest. In determining the public interest, the following factors
shall be considered:

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

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

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

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

(5) 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. Registration applications by practitioners
wishing to conduct research with controlled substances in schedule
I shall be referred to the Seretary, who shall determine the quali-
fications and competency of each practitioner requesting registra-
tion, as well as the merits of the research protocol. The Secretary,
in determining the merits of each research protocol, shall consult
with the Attorney General as to effective procedures to adequately
safeguard against diversion of such controlled substances from le-
gitimate 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
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the Attorney General only on a ground specified in section 304(a).
Article 7 of the Convention on Psychotrophic Substances shall not
be construed to prohibit, or impose additional restrictions upon, re-
search involving drugs or other substances scheduled under the
convention which is conducted in conformity with this subsection
and other applicable provisions of this title.

(g)(1) Except as provided in paragraph (2), practitioners who
dispense narcotic drugs to individuals for maintenance treatment
or detoxification treatment shall obtain annually a separate reg-
istration for that purpose. The Attorney General shall register an
applicant to dispense narcotic drugs to individuals for maintenance
treatment or detoxification treatment (or both)—

(A) 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;

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

(C) if the Secretary determines that the applicant will com-
ply with standards established by the Secretary (after con-
sultation with the Attorney General) respecting the quantities
of narcotic drugs which may be provided for unsupervised use
by individuals in such treatment.

(2)(A) Subject to subparagraphs (D) and (J), the requirements
of paragraph (1) are waived in the case of the dispensing (including
the prescribing), by a practitioner, of narcotic drugs in schedule III,
IV, or V or combinations of such drugs if the practitioner meets the
conditions specified in subparagraph (B) and the narcotic drugs or
combinations of such drugs meet the conditions specified in sub-
paragraph (C).

(B) For purposes of subparagraph (A), the conditions specified
in this subparagraph with respect to a practitioner are that, before
the initial dispensing of narcotic drugs in schedule III, IV, or V or
combinations of such drugs to patients for maintenance or detoxi-
fication treatment, the practitioner submit to the Secretary a notifi-
cation of the intent of the practitioner to begin dispensing the
drugs or combinations for such purpose, and that the notification
contain the following certifications by the practitioner:

(i) The practitioner is a qualifying practitioner (as defined
in subparagraph (Q)).

(i1) With respect to patients to whom the practitioner will
provide such drugs or combinations of drugs, the practitioner
has the capacity to provide directly, by referral, or in such
other manner as determined by the Secretary—

(I) all drugs approved by the Food and Drug Adminis-
tration for the treatment of opioid use disorder, including
for maintenance, detoxification, overdose reversal, and re-
lapse prevention; and

(IT) appropriate counseling and other appropriate an-
cillary services.
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(i11)(I) The total number of such patients of the practitioner
at any one time will not exceed the applicable number. Except
as provided in subclause (II), the applicable number is 30.

(II) The applicable number is 100 if, not sooner than 1
year after the date on which the practitioner submitted the ini-
tial notification, the practitioner submits a second notification
to the Secretary of the need and intent of the practitioner to
treat up to 100 patients.

(ITI) The Secretary may by regulation change such applica-
ble number.

(IV) The Secretary may exclude from the applicable num-
ber patients to whom such drugs or combinations of drugs are
directly administered by the qualifying practitioner in the of-
fice setting.

(C) For purposes of subparagraph (A), the conditions specified
in this subparagraph with respect to narcotic drugs in schedule III,
IV, or V or combinations of such drugs are as follows:

(i) The drugs or combinations of drugs have, under the
Federal Food, Drug, and Cosmetic Act or section 351 of the
Public Health Service Act, been approved for use in mainte-
nance or detoxification treatment.

(ii) The drugs or combinations of drugs have not been the
subject of an adverse determination. For purposes of this
clause, an adverse determination is a determination published
in the Federal Register and made by the Secretary, after con-
sultation with the Attorney General, that the use of the drugs
or combinations of drugs for maintenance or detoxification
treatment requires additional standards respecting the quali-
fications of practitioners to provide such treatment, or requires
standards respecting the quantities of the drugs that may be
provided for unsupervised use.

(D)(1) A waiver under subparagraph (A) with respect to a prac-
titioner is not in effect unless (in addition to conditions under sub-
paragraphs (B) and (C)) the following conditions are met:

(I) The notification under subparagraph (B) is in writing
and states the name of the practitioner.

(IT) The notification identifies the registration issued for
the practitioner pursuant to subsection (f).

(IIT) If the practitioner is a member of a group practice,
the notification states the names of the other practitioners in
the practice and identifies the registrations issued for the other
practitioners pursuant to subsection (f).

(i1) Upon receiving a determination from the Secretary under
clause (iii) finding that a practitioner meets all requirements for a
waiver under subparagraph (B), the Attorney General shall assign
the practitioner involved an identification number under this para-
graph for inclusion with the registration issued for the practitioner
pursuant to subsection (f). The identification number so assigned
shall be appropriate to preserve the confidentiality of patients for
whom the practitioner has dispensed narcotic drugs under a waiver
under subparagraph (A).

(iii) Not later than 45 days after the date on which the Sec-
retary receives a notification under subparagraph (B), the Sec-
retary shall make a determination of whether the practitioner in-
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volved meets all requirements for a waiver under subparagraph (B)
and shall forward such determination to the Attorney General. If
the Secretary fails to make such determination by the end of the
such 45-day period, the Attorney General shall assign the practi-
tioner an identification number described in clause (ii) at the end
of such period.

(E)4) If a practitioner is not registered under paragraph (1)
and, in violation of the conditions specified in subparagraphs (B)
through (D), dispenses narcotic drugs in schedule III, IV, or V or
combinations of such drugs for maintenance treatment or detoxi-
fication treatment, the Attorney General may, for purposes of sec-
tion 304(a)(4), consider the practitioner to have committed an act
that renders the registration of the practitioner pursuant to sub-
section (f) to be inconsistent with the public interest.

(i1))(I) Upon the expiration of 45 days from the date on which
the Secretary receives a notification under subparagraph (B), a
practitioner who in good faith submits a notification under sub-
paragraph (B) and reasonably believes that the conditions specified
in subparagraphs (B) through (D) have been met shall, in dis-
pensing narcotic drugs in schedule III, IV, or V or combinations of
such drugs for maintenance treatment or detoxification treatment,
be considered to have a waiver under subparagraph (A) until noti-
fied otherwise by the Secretary, except that such a practitioner
may commence to prescribe or dispense such narcotic drugs for
such purposes prior to the expiration of such 45-day period if it fa-
cilitates the treatment of an individual patient and both the Sec-
retary and the Attorney General are notified by the practitioner of
the intent to commence prescribing or dispensing such narcotic
drugs.

(IT) For purposes of subclause (I), the publication in the Fed-
eral Register of an adverse determination by the Secretary pursu-
ant to subparagraph (C)(ii) shall (with respect to the narcotic drug
or combination involved) be considered to be a notification provided
by the Secretary to practitioners, effective upon the expiration of
the 30-day period beginning on the date on which the adverse de-
termination is so published.

(F)(1) With respect to the dispensing of narcotic drugs in sched-
ule III, IV, or V or combinations of such drugs to patients for main-
tenance or detoxification treatment, a practitioner may, in his or
her discretion, dispense such drugs or combinations for such treat-
ment under a registration under paragraph (1) or a waiver under
subparagraph (A) (subject to meeting the applicable conditions).

(i1) This paragraph may not be construed as having any legal
effect on the conditions for obtaining a registration under para-
graph (1), including with respect to the number of patients who
may be served under such a registration.

(G) For purposes of this paragraph:

(i) The term “group practice” has the meaning given such
term in section 1877(h)(4) of the Social Security Act.

(ii) The term “qualifying physician” means a physician who
is licensed under State law and who meets one or more of the
following conditions:
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(I) 29 The physician holds a board certification
in addiction psychiatry or addiction medicine from
the American Board of Medical Specialties.

(IT) 22 The physician holds an addiction certifi-
cation or board certification from the American
Society of Addiction Medicine or the American
Board of Addiction Medicine.

(III) The physician holds a board certification in addic-
tion medicine from the American Osteopathic Association.

(IV) The physician has, with respect to the treatment
and management of opiate-dependent patients, completed
not less than 8 hours of training (through classroom situa-
tions, seminars at professional society meetings, electronic
communications, or otherwise) that is provided by the
American Society of Addiction Medicine, the American
Academy of Addiction Psychiatry, the American Medical
Association, the American Osteopathic Association, the
American Psychiatric Association, or any other organiza-
tion that the Secretary determines is appropriate for pur-
poses of this subclause. Such training shall include—

(aa) opioid maintenance and detoxification;

(bb) appropriate clinical use of all drugs approved
by the Food and Drug Administration for the treat-
ment of opioid use disorder;

(cc) initial and periodic patient assessments (in-
cluding substance use monitoring);

(dd) individualized treatment planning, overdose
reversal, and relapse prevention;

(ee) counseling and recovery support services;

(ff) staffing roles and considerations;

(gg) diversion control; and

(hh) other best practices, as identified by the Sec-
retary.

(V) The physician has participated as an investigator
in one or more clinical trials leading to the approval of a
narcotic drug in schedule III, IV, or V for maintenance or
detoxification treatment, as demonstrated by a statement
submitted to the Secretary by the sponsor of such ap-
proved drug.

(VI) The physician has such other training or experi-
ence as the State medical licensing board (of the State in
which the physician will provide maintenance or detoxi-
fication treatment) considers to demonstrate the ability of
the physician to treat and manage opiate-dependent pa-
tients.

(VII) The physician has such other training or experi-
ence as the Secretary considers to demonstrate the ability
of the physician to treat and manage opiate-dependent pa-
tients. Any criteria of the Secretary under this subclause
shall be established by regulation. Any such criteria are ef-
fective only for 3 years after the date on which the criteria
are promulgated, but may be extended for such additional

29 Margins for subclauses (I) and (II) are so in law.
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discrete 3-year periods as the Secretary considers appro-
priate for purposes of this subclause. Such an extension of
criteria may only be effectuated through a statement pub-
lished in the Federal Register by the Secretary during the
30-day period preceding the end of the 3-year period in-
volved.

(iii) The term “qualifying practitioner” means—

(I) a qualifying physician, as defined in clause (ii); or

(II) during the period beginning on the date of enact-
ment of the Comprehensive Addiction and Recovery Act of
2016 and ending on October 1, 2021, a qualifying other
practitioner, as defined in clause (iv).

(iv) The term “qualifying other practitioner” means a nurse
practitioner or physician assistant who satisfies each of the fol-
lowing:

(I) The nurse practitioner or physician assistant is li-
censed under State law to prescribe schedule III, IV, or V
medications for the treatment of pain.

(I) The nurse practitioner or physician assistant
has—

(aa) completed not fewer than 24 hours of initial
training addressing each of the topics listed in clause

(i1)(IV) (through classroom situations, seminars at pro-

fessional society meetings, electronic communications,

or otherwise) provided by the American Society of Ad-
diction Medicine, the American Academy of Addiction

Psychiatry, the American Medical Association, the

American Osteopathic Association, the American

Nurses Credentialing Center, the American Psy-

chiatric Association, the American Association of

Nurse Practitioners, the American Academy of Physi-

cian Assistants, or any other organization that the

Secretary determines is appropriate for purposes of

this subclause; or

(bb) has such other training or experience as the

Secretary determines will demonstrate the ability of

the nurse practitioner or physician assistant to treat

and manage opiate-dependent patients.

(ITIT) The nurse practitioner or physician assistant is
supervised by, or works in collaboration with, a qualifying
physician, if the nurse practitioner or physician assistant
is required by State law to prescribe medications for the
treatment of opioid use disorder in collaboration with or
under the supervision of a physician.

The Secretary may, by regulation, revise the requirements for
being a qualifying other practitioner under this clause.

(H)@) In consultation with the Administrator of the Drug En-
forcement Administration, the Administrator of the Substance
Abuse and Mental Health Services Administration, the Director of
the National Institute on Drug Abuse, and the Commissioner of
Food and Drugs, the Secretary shall issue regulations (through no-
tice and comment rulemaking) or issue practice guidelines to ad-
dress the following:
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(I) Approval of additional credentialing bodies and the re-
sponsibilities of additional credentialing bodies.

(IT) Additional exemptions from the requirements of this
paragraph and any regulations under this paragraph.

(ITT) Such other elements of the requirements under this
paragraph as the Secretary determines necessary for purposes
of implementing such requirements.

Nothing in such regulations or practice guidelines may authorize
any Federal official or employee to exercise supervision or control
over the practice of medicine or the manner in which medical serv-
ices are provided.

(i) Not later than 18 months after the date of enactment of the
Opioid Use Disorder Treatment Expansion and Modernization Act,
the Secretary shall update the treatment improvement protocol
containing best practice guidelines for the treatment of opioid-de-
pendent patients in office-based settings. The Secretary shall up-
date such protocol in consultation with experts in opioid use dis-
order research and treatment.

(I) Notwithstanding section 708, nothing in this paragraph
shall be construed to preempt any State law that—

(i) permits a qualifying practitioner to dispense narcotic
drugs in schedule III, IV, or V, or combinations of such drugs,
for maintenance or detoxification treatment in accordance with
this paragraph to a total number of patients that is more than
30 or less than the total number applicable to the qualifying
practitioner under subparagraph (B)Gii)(II) if a State enacts a
law modifying such total number and the Attorney General is
notified by the State of such modification; or

(i1) requires a qualifying practitioner to comply with addi-
tional requirements relating to the dispensing of narcotic drugs
in schedule III, IV, or V, or combinations of such drugs, includ-
ing requirements relating to the practice setting in which the
qualifying practitioner practices and education, training, and
reporting requirements.

(h) 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
for 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.
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(i)(1) For purposes of registration to manufacture a controlled
substance under subsection (d) 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.

() 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.

DENIAL, REVOCATION, OR SUSPENSION OF REGISTRATION

SEC. 304. [21 U.S.C. 824] (a) A registration pursuant to sec-
tion 303 to manufacture, distribute, or dispense a controlled sub-
stance or a list I chemical may be suspended or revoked by the At-
torney 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;

(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(g)(1) 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(g)(1).

(b) The Attorney General may limit revocation or suspension
of a registration to the particular controlled substance or list I
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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 1s an immi-
nent danger to the public health or safety. A failure to comply with
a standard referred to in section 303(g)(1) may be treated under
this subsection as grounds for immediate suspension of a registra-
tion granted under such section. A suspension under this sub-
section shall continue in effect until the conclusion of such pro-
ceedings, including judicial review thereof, unless sooner with-
drawn by the Attorney General or dissolved by a court of com-
petent jurisdiction.

(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

September 21, 2016 As Amended Through P.L. 114-198, Enacted July 22, 2016



FACOMP\90-99\91-513. XML

49 TITLES II AND Il OF THE COMPREHENSIVE DRUG ABUSE.. Sec. 305

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.

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.
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(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.

QUOTAS APPLICABLE TO CERTAIN SUBSTANCES

SeEc. 306. [21 U.S.C. 826] (a) The Attorney General shall de-
termine 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 manu-
factured each calendar year to provide for the estimated medical,
scientific, research, and industrial needs of the United States, for
lawful export requirements, and for the establishment and mainte-
nance of reserve stocks. Production quotas shall be established in
terms of quantities of each basic class of controlled substance and
not in terms of individual pharmaceutical dosage forms prepared
from or containing such a controlled substance.

(b) The Attorney General shall limit or reduce individual pro-
duction quotas to the extent necessary to prevent the aggregate of
individual quotas from exceeding the amount determined necessary
each year by the Attorney General under subsection (a). The quota
of each registered manufacturer for each basic class of controlled
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 limitation or reduction
in quota, has manufactured in excess of his revised quota, the
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amount of the excess shall be subtracted from his quota for the fol-
lowing year.

(c) On or before October 1 of each year, upon application there-
for by a registered manufacturer, the Attorney General shall fix a
manufacturing quota for the basic classes of controlled substances
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,
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.

(g) 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.
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(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.

RECORDS AND REPORTS OF REGISTRANTS

SEc. 307. [21 U.S.C. 827] (a) Except as provided in subsection
(0)—

(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)
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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
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() 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
pefson 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. 32

(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(f) that authorizes the dispensing of controlled substances by

32Sentence 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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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)32 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
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) Regulations under sections 505() 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.

(g) 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.

(h) 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
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-
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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.

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
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-
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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 (¢)(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 furnishsuch 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

SeEc. 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
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
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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—

(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;

September 21, 2016 As Amended Through P.L. 114-198, Enacted July 22, 2016



FACOMP\90-99\91-513. XML

Sec. 310 TITLES Il AND Il OF THE COMPREHENSIVE DRUG ABUSE... 58

(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 II—

(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 11—

(i) 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.

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-
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-
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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-
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

(i1) 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;
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(ii)) the quantity and form of the ephedrine,
pseudoephedrine, or phenylpropanolamine purchased,;
and

(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):

(i) 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.

(i1) 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
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).
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(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 ForMS.—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
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;
PRrRIVACY 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
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scheduled listed chemical product at retail are made in ac-
cordance with the following:

(i) 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-
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
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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:

(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.

(ce) 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
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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-
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—

(D) 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
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(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.

(IT) The program shall inform regulated sell-
ers that section 1001 of title 18, United States
Code, applies to such certifications.

(ITI) 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 (III), 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.

(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

(i1) 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)(iii) shall be considered a matter
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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-
:;iorney General shall by regulation establish such proce-

ures.

(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
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
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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.

(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.—
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(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 (c) 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.

(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.
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(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(f) in the State in
which the patient will be located when receiving the tele-
medicine treatment, unless the practitioner—

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

(il) 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(f) 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(f).

(2) REGULATIONS.—The Attorney General shall, with the
concurrence of the Secretary, promulgate regulations specifying
the limited circumstances in which a special registration under
this subsection may be issued and the procedures for obtaining
such a special registration.

(3) DENIALS.—Proceedings to deny an application for reg-
istration under this subsection shall be conducted in accord-
ance with section 304(c).

(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.
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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;

(i) 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;

(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) 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 (LSD);

(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;

(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
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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 felony drug offense has become final, such person
shall be sentenced to a term of imprisonment which may not be
less than 20 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. If any person commits a violation of this
subparagraph or of section 409, 418, 419, or 420 after two or more
prior convictions for a felony drug offense have become final, such
person shall be sentenced to a mandatory term of life imprison-
ment without release and fined in accordance with the preceding
sentence. Notwithstanding section 3583 of title 1833, any sentence
under this subparagraph shall, in the absence of such a prior con-
viction, 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. Notwith-
standing any other provision of law, the court shall not place on
probation or suspend the sentence of any person sentenced under
this subparagraph. No person sentenced under this subparagraph
shall be eligible for parole during the term of imprisonment im-
posed 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;

(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);

33S0 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.
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(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

(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 felony drug offense has become final, such
person shall be sentenced to a term of imprisonment 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 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 $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 1834, 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, include a term of supervised release
of at least 8 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 subparagraph. No person sentenced under this subpara-
graph shall be eligible for parole during 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

34S0 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.
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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 1835, 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 1835, any
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,

35S0 in law. Probably should be “title 18, United States Code”. This Act does not contain a
title 18.
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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
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
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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
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
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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;

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—

(i) 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
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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:

(1) 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—

(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) ExampLEs.—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-
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izing such activity as required by section 303(f) (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(f) 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;

(i1) 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—

(I) 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
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

SEC. 402. [21 U.S.C. 842] (a) It shall be unlawful for any per-
son—
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(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;

(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)(ii) 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;
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(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); or

(16) to violate subsection (e) of section 825 of this title.

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,
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 1355 of title 28 of the United States Code to enforce this para-
graph.
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(B) In the case of a violation of paragraph (5) or (10) of sub-
section (a), the civil penalty shall not exceed $10,000.

(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) of this paragraph, be sentenced to imprison-
ment 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
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.

(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
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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;

(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
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(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)36 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
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(f).

(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

(i) 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,

36 References in subsection (c)(1) to “Schedule I” probably should be “schedule I”.
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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;37 or
(C) under any other law of the United States or any State
relating to controlled substances or listed chemicals,
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 38,

(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

37So0 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
I11”. 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.)
S 38 S0 in law. Probably should be “section 416”. See section 608(d) of Public Law 108-21 (117
tat. 691).

September 21, 2016 As Amended Through P.L. 114-198, Enacted July 22, 2016



FACOMP\90-99\91-513. XML

85 TITLES II AND 11l OF THE COMPREHENSIVE DRUG ABUSE.. Sec. 405

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-
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)392 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.

39 S0 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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(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
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) Civi. 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 40 commence proceeding against an individual after the ex-

40S0 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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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
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
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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
shall be imprisoned for life and fined in accordance with subsection
(a)y ]-f_

(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.

(¢) For purposes of subsection (a), a person is engaged in a con-
tinuing criminal enterprise if—

(1) he violates any provision of this title or title III the
punishment for which is 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 IIT 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
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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” mean