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Subsec. (e). Pub. L. 103–200, § 3(b)(4), inserted ‘‘or list 

I chemicals’’ after ‘‘controlled substances’’. 

1984—Subsec. (a). Pub. L. 98–473 designated existing 

provisions as par. (1), struck out provisions relating to 

dispensing controlled substances, and added par. (2). 

EFFECTIVE DATE OF 1993 AMENDMENT 

Amendment by Pub. L. 103–200 effective on date that 

is 120 days after Dec. 17, 1993, see section 11 of Pub. L. 

103–200, set out as a note under section 802 of this title. 

FINDINGS 

Pub. L. 111–273, § 2, Oct. 12, 2010, 124 Stat. 2858, pro-

vided that: ‘‘Congress finds the following: 

‘‘(1) The nonmedical use of prescription drugs is a 

growing problem in the United States, particularly 

among teenagers. 

‘‘(2) According to the Department of Justice’s 2009 

National Prescription Drug Threat Assessment— 

‘‘(A) the number of deaths and treatment admis-

sions for controlled prescription drugs (CPDs) has 

increased significantly in recent years; 

‘‘(B) unintentional overdose deaths involving pre-

scription opioids, for example, increased 114 percent 

from 2001 to 2005, and the number of treatment ad-

missions for prescription opioids increased 74 per-

cent from 2002 to 2006; and 

‘‘(C) violent crime and property crime associated 

with abuse and diversion of CPDs has increased in 

all regions of the United States over the past 5 

years. 

‘‘(3) According to the Office of National Drug Con-

trol Policy’s 2008 Report ‘Prescription for Danger’, 

prescription drug abuse is especially on the rise for 

teens— 

‘‘(A) one-third of all new abusers of prescription 

drugs in 2006 were 12- to 17-year-olds; 

‘‘(B) teens abuse prescription drugs more than 

any illicit drug except marijuana—more than co-

caine, heroin, and methamphetamine combined; 

and 

‘‘(C) responsible adults are in a unique position to 

reduce teen access to prescription drugs because 

the drugs often are found in the home. 

‘‘(4)(A) Many State and local law enforcement agen-

cies have established drug disposal programs (often 

called ‘take-back’ programs) to facilitate the collec-

tion and destruction of unused, unwanted, or expired 

medications. These programs help get outdated or un-

used medications off household shelves and out of the 

reach of children and teenagers. 

‘‘(B) However, take-back programs often cannot 

dispose of the most dangerous pharmaceutical 

drugs—controlled substance medications—because 

Federal law does not permit take-back programs to 

accept controlled substances unless they get specific 

permission from the Drug Enforcement Administra-

tion and arrange for full-time law enforcement offi-

cers to receive the controlled substances directly 

from the member of the public who seeks to dispose 

of them. 

‘‘(C) Individuals seeking to reduce the amount of 

unwanted controlled substances in their household 

consequently have few disposal options beyond dis-

carding or flushing the substances, which may not be 

appropriate means of disposing of the substances. 

Drug take-back programs are also a convenient and 

effective means for individuals in various commu-

nities to reduce the introduction of some potentially 

harmful substances into the environment, particu-

larly into water. 

‘‘(D) Long-term care facilities face a distinct set of 

obstacles to the safe disposal of controlled substances 

due to the increased volume of controlled substances 

they handle. 

‘‘(5) This Act [see Short Title of 2010 Amendment 

note set out under section 801 of this title] gives the 

Attorney General authority to promulgate new regu-

lations, within the framework of the Controlled Sub-

stances Act [21 U.S.C. 801 et seq.], that will allow pa-

tients to deliver unused pharmaceutical controlled 

substances to appropriate entities for disposal in a 

safe and effective manner consistent with effective 

controls against diversion. 

‘‘(6) The goal of this Act is to encourage the Attor-

ney General to set controlled substance diversion pre-

vention parameters that will allow public and private 

entities to develop a variety of methods of collection 

and disposal of controlled substances, including some 

pharmaceuticals, in a secure, convenient, and respon-

sible manner. This will also serve to reduce instances 

of diversion and introduction of some potentially 

harmful substances into the environment.’’ 

PROVISIONAL REGISTRATION 

Pub. L. 91–513, title II, § 703, Oct. 27, 1970, 84 Stat. 1283, 

as amended by Pub. L. 99–514, § 2, Oct. 22, 1986, 100 Stat. 

2095, provided that: 

‘‘(a)(1) Any person who— 

‘‘(A) is engaged in manufacturing, distributing, or 

dispensing any controlled substance on the day before 

the effective date of section 302 [this section], and 

‘‘(B) is registered on such day under section 510 of 

the Federal Food, Drug, and Cosmetic Act [section 

360 of this title] or under section 4722 of the Internal 

Revenue Code of 1986 [formerly I.R.C. 1954, section 

4722 of Title 26], 

shall, with respect to each establishment for which 

such registration is in effect under any such section, be 

deemed to have a provisional registration under section 

303 [section 823 of this title] for the manufacture, dis-

tribution, or dispensing (as the case may be) of con-

trolled substances. 

‘‘(2) During the period his provisional registration is 

in effect under this section, the registration number as-

signed such person under such section 510 [section 360 

of this title] or under such section 4722 [section 4722 of 

Title 26] (as the case may be) shall be his registration 

number for purposes of section 303 of this title [section 

823 of this title]. 

‘‘(b) The provisions of section 304 [section 824 of this 

title], relating to suspension and revocation of reg-

istration, shall apply to a provisional registration 

under this section. 

‘‘(c) Unless sooner suspended or revoked under sub-

section (b), a provisional registration of a person under 

subsection (a)(1) of this section shall be in effect until— 

‘‘(1) the date on which such person has registered 

with the Attorney General under section 303 [section 

823 of this title] or has had his registration denied 

under such section, or 

‘‘(2) such date as may be prescribed by the Attorney 

General for registration of manufacturers, distribu-

tors, or dispensers, as the case may be, 

whichever occurs first.’’ 

§ 823. Registration requirements 

(a) Manufacturers of controlled substances in 
schedule I or II 

The Attorney General shall register an appli-
cant to manufacture controlled substances in 
schedule I or II if he determines that such reg-
istration is consistent with the public interest 
and with United States obligations under inter-
national treaties, conventions, or protocols in 
effect on May 1, 1971. In determining the public 
interest, the following factors shall be consid-
ered: 

(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 in-
dustrial channels, by limiting the importation 
and bulk manufacture of such controlled sub-
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stances to a number of establishments which 
can produce an adequate and uninterrupted 
supply of these substances under adequately 
competitive conditions for legitimate medical, 
scientific, research, and industrial purposes; 

(2) compliance with applicable State and 
local law; 

(3) promotion of technical advances in the 
art of manufacturing these substances and the 
development of new substances; 

(4) prior conviction record of applicant under 
Federal and State laws relating to the manu-
facture, distribution, or dispensing of such 
substances; 

(5) past experience in the manufacture of 
controlled substances, and the existence in the 
establishment of effective control against di-
version; and 

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

(b) Distributors of controlled substances in 
schedule I or II 

The Attorney General shall register an appli-
cant to distribute a controlled substance in 
schedule I or II unless he determines that the is-
suance of such registration is inconsistent with 
the public interest. In determining the public in-
terest, the following factors shall be considered: 

(1) maintenance of effective control 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 manufac-
ture, distribution, or dispensing of such sub-
stances; 

(4) past experience in the distribution of con-
trolled substances; and 

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

(c) Limits of authorized activities 

Registration granted under subsections (a) and 
(b) of this section shall not entitle a registrant 
to (1) manufacture or distribute controlled sub-
stances in schedule I or II other than those spec-
ified in the registration, or (2) manufacture any 
quantity of those controlled substances in ex-
cess of the quota assigned pursuant to section 
826 of this title. 

(d) Manufacturers of controlled substances in 
schedule III, IV, or V 

The Attorney General shall register an appli-
cant to manufacture 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 pub-
lic interest, the following factors shall be con-
sidered: 

(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 indus-
trial channels; 

(2) compliance with applicable State and 
local law; 

(3) promotion of technical advances in the 
art of manufacturing these substances and the 
development of new substances; 

(4) prior conviction record of applicant under 
Federal or State laws relating to the manufac-
ture, distribution, or dispensing of such sub-
stances; 

(5) past experience in the manufacture, dis-
tribution, and dispensing of controlled sub-
stances, and the existence in the establish-
ment of effective controls against diversion; 
and 

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

(e) Distributors of controlled substances in 
schedule III, IV, or V 

The Attorney General shall register an appli-
cant to distribute 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 pub-
lic interest, the following factors shall be con-
sidered: 

(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 manufac-
ture, distribution, or dispensing of such sub-
stances; 

(4) past experience in the distribution of con-
trolled substances; and 

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

(f) Research by practitioners; pharmacies; re-
search applications; construction of Article 7 
of the Convention on Psychotropic Sub-
stances 

The Attorney General shall register practi-
tioners (including pharmacies, as distinguished 
from pharmacists) to dispense, or conduct re-
search with, controlled substances in schedule 
II, III, IV, or V and shall modify the registra-
tions of pharmacies so registered to authorize 
them to dispense controlled substances by 
means of the Internet, if the applicant is author-
ized to dispense, or conduct research with re-
spect to, controlled substances under the laws of 
the State in which he practices. The Attorney 
General may deny an application for such reg-
istration or such modification of registration if 
the Attorney General determines that the issu-
ance of such registration or modification would 
be inconsistent with the public interest. In de-
termining the public interest, the following fac-
tors shall be considered: 

(1) The recommendation of the appropriate 
State licensing board or professional discipli-
nary authority. 

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

(3) The applicant’s conviction record under 
Federal or State laws relating to the manufac-
ture, distribution, or dispensing of controlled 
substances. 
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(4) Compliance with applicable State, Fed-
eral, or local laws relating to controlled sub-
stances. 

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

Separate registration under this part for practi-
tioners engaging in research with controlled 
substances in schedule II, III, IV, or V, who are 
already registered under this part in another ca-
pacity, shall not be required. Registration appli-
cations by practitioners wishing to conduct re-
search with controlled substances in schedule I 
shall be referred to the Secretary, who shall de-
termine the qualifications and competency of 
each practitioner requesting registration, as 
well as the merits of the research protocol. The 
Secretary, in determining the merits of each re-
search protocol, shall consult with the Attorney 
General as to effective procedures to adequately 
safeguard against diversion of such controlled 
substances from legitimate medical or scientific 
use. Registration for the purpose of bona fide re-
search with controlled substances in schedule I 
by a practitioner deemed qualified by the Sec-
retary may be denied by the Attorney General 
only on a ground specified in section 824(a) of 
this title. Article 7 of the Convention on Psy-
chotropic Substances shall not be construed to 
prohibit, or impose additional restrictions upon, 
research involving drugs or other substances 
scheduled under the convention which is con-
ducted in conformity with this subsection and 
other applicable provisions of this subchapter. 

(g) Practitioners dispensing narcotic drugs for 
narcotic treatment; annual registration; sep-
arate registration; qualifications; waiver 

(1) Except as provided in paragraph (2), practi-
tioners who dispense narcotic drugs to individ-
uals for maintenance treatment or detoxifica-
tion treatment shall obtain annually a separate 
registration for that purpose. The Attorney Gen-
eral shall register an applicant to dispense nar-
cotic 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 es-
tablished by the Attorney General respecting 
(i) security of stocks of narcotic drugs for such 
treatment, and (ii) the maintenance of records 
(in accordance with section 827 of this title) on 
such drugs; and 

(C) if the Secretary determines that the ap-
plicant will comply with standards established 
by the Secretary (after consultation with the 
Attorney General) respecting the quantities of 
narcotic drugs which may be provided for un-
supervised use by individuals in such treat-
ment. 

(2)(A) Subject to subparagraphs (D) and (J), 
the requirements of paragraph (1) are waived in 
the case of the dispensing (including the pre-
scribing), 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 subparagraph (C). 

(B) For purposes of subparagraph (A), the con-
ditions specified in this subparagraph with re-
spect to a practitioner are that, before the ini-
tial dispensing of narcotic drugs in schedule III, 
IV, or V or combinations of such drugs to pa-
tients for maintenance or detoxification treat-
ment, the practitioner submit to the Secretary 
a notification of the intent of the practitioner 
to begin dispensing the drugs or combinations 
for such purpose, and that the notification con-
tain the following certifications by the practi-
tioner: 

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

(ii) With respect to patients to whom the 
practitioner will provide such drugs or combi-
nations of drugs, the practitioner has the ca-
pacity to refer the patients for appropriate 
counseling and other appropriate ancillary 
services. 

(iii) The total number of such patients of the 
practitioner at any one time will not exceed 
the applicable number. For purposes of this 
clause, the applicable number is 30, unless, not 
sooner than 1 year after the date on which the 
practitioner submitted the initial notification, 
the practitioner submits a second notification 
to the Secretary of the need and intent of the 
practitioner to treat up to 100 patients. A sec-
ond notification under this clause shall con-
tain the certifications required by clauses (i) 
and (ii) of this subparagraph. The Secretary 
may by regulation change such total number. 

(C) For purposes of subparagraph (A), the con-
ditions specified in this subparagraph with re-
spect 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 [21 U.S.C. 301 et seq.] or section 262 of title 
42, been approved for use in maintenance or 
detoxification treatment. 

(ii) The drugs or combinations of drugs have 
not been the subject of an adverse determina-
tion. For purposes of this clause, an adverse 
determination is a determination published in 
the Federal Register and made by the Sec-
retary, after consultation with the Attorney 
General, that the use of the drugs or combina-
tions of drugs for maintenance or detoxifica-
tion treatment requires additional standards 
respecting the qualifications of practitioners 
to provide such treatment, or requires stand-
ards respecting the quantities of the drugs 
that may be provided for unsupervised use. 

(D)(i) A waiver under subparagraph (A) with 
respect to a practitioner is not in effect unless 
(in addition to conditions under subparagraphs 
(B) and (C)) the following conditions are met: 

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

(II) The notification identifies the registra-
tion issued for the practitioner pursuant to 
subsection (f) of this section. 

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

(ii) Upon receiving a notification under sub-
paragraph (B), the Attorney General shall assign 
the practitioner involved an identification num-
ber under this paragraph for inclusion with the 
registration issued for the practitioner pursuant 
to subsection (f) of this section. The identifica-
tion 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 Secretary receives a notification 
under subparagraph (B), the Secretary shall 
make a determination of whether the practi-
tioner involved meets all requirements for a 
waiver under subparagraph (B). If the Secretary 
fails to make such determination by the end of 
the such 45-day period, the Attorney General 
shall assign the physician an identification 
number described in clause (ii) at the end of 
such period. 

(E)(i) If a practitioner is not registered under 
paragraph (1) and, in violation of the conditions 
specified in subparagraphs (B) through (D), dis-
penses narcotic drugs in schedule III, IV, or V or 
combinations of such drugs for maintenance 
treatment or detoxification treatment, the At-
torney General may, for purposes of section 
824(a)(4) of this title, consider the practitioner 
to have committed an act that renders the reg-
istration of the practitioner pursuant to sub-
section (f) of this section to be inconsistent with 
the public interest. 

(ii)(I) Upon the expiration of 45 days from the 
date on which the Secretary receives a notifica-
tion 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 dispensing 
narcotic drugs in schedule III, IV, or V or combi-
nations of such drugs for maintenance treat-
ment or detoxification treatment, be considered 
to have a waiver under subparagraph (A) until 
notified otherwise by the Secretary, except that 
such a practitioner may commence to prescribe 
or dispense such narcotic drugs for such pur-
poses prior to the expiration of such 45-day pe-
riod if it facilitates the treatment of an individ-
ual patient and both the Secretary and the At-
torney General are notified by the practitioner 
of the intent to commence prescribing or dis-
pensing such narcotic drugs. 

(II) For purposes of subclause (I), the publica-
tion in the Federal Register of an adverse deter-
mination by the Secretary pursuant to subpara-
graph (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 determination is so published. 

(F)(i) With respect to the dispensing of nar-
cotic drugs in schedule III, IV, or V or combina-
tions of such drugs to patients for maintenance 
or detoxification treatment, a practitioner may, 
in his or her discretion, dispense such drugs or 

combinations for such treatment under a reg-
istration under paragraph (1) or a waiver under 
subparagraph (A) (subject to meeting the appli-
cable conditions). 

(ii) This paragraph may not be construed as 
having any legal effect on the conditions for ob-
taining a registration under paragraph (1), in-
cluding 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 mean-

ing given such term in section 1395nn(h)(4) of 
title 42. 

(ii) The term ‘‘qualifying physician’’ means 
a physician who is licensed under State law 
and who meets one or more of the following 
conditions: 

(I) The physician holds a subspecialty 
board certification in addiction psychiatry 
from the American Board of Medical Spe-
cialties. 

(II) The physician holds an addiction cer-
tification from the American Society of Ad-
diction Medicine. 

(III) The physician holds a subspecialty 
board certification in addiction medicine 
from the American Osteopathic Association. 

(IV) The physician has, with respect to the 
treatment and management of opiate-de-
pendent patients, completed not less than 
eight hours of training (through classroom 
situations, 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 Amer-
ican Osteopathic Association, the American 
Psychiatric Association, or any other orga-
nization that the Secretary determines is 
appropriate for purposes of this subclause. 

(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 de-
toxification treatment, as demonstrated by 
a statement submitted to the Secretary by 
the sponsor of such approved drug. 

(VI) The physician has such other training 
or experience as the State medical licensing 
board (of the State in which the physician 
will provide maintenance or detoxification 
treatment) considers to demonstrate the 
ability of the physician to treat and manage 
opiate-dependent patients. 

(VII) The physician has such other train-
ing or experience 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 regula-
tion. Any such criteria are effective only for 
3 years after the date on which the criteria 
are promulgated, but may be extended for 
such additional discrete 3-year periods as 
the Secretary considers appropriate for pur-
poses of this subclause. Such an extension of 
criteria may only be effectuated through a 
statement published in the Federal Register 
by the Secretary during the 30-day period 
preceding the end of the 3-year period in-
volved. 
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1 So in original. Probably should be ‘‘combinations of drugs.’’. 

(H)(i) In consultation with the Administrator 
of the Drug Enforcement Administration, the 
Administrator of the Substance Abuse and Men-
tal Health Services Administration, the Direc-
tor of the National Institute on Drug Abuse, and 
the Commissioner of Food and Drugs, the Sec-
retary shall issue regulations (through notice 
and comment rulemaking) or issue practice 
guidelines to address the following: 

(I) Approval of additional credentialing bod-
ies and the responsibilities of additional cre-
dentialing bodies. 

(II) Additional exemptions from the require-
ments of this paragraph and any regulations 
under this paragraph. 

Nothing in such regulations or practice guide-
lines may authorize any Federal official or em-
ployee to exercise supervision or control over 
the practice of medicine or the manner in which 
medical services are provided. 

(ii) Not later than 120 days after October 17, 
2000, the Secretary shall issue a treatment im-
provement protocol containing best practice 
guidelines for the treatment and maintenance of 
opiate-dependent patients. The Secretary shall 
develop the protocol in consultation with the 
Director of the National Institute on Drug 
Abuse, the Administrator of the Drug Enforce-
ment Administration, the Commissioner of Food 
and Drugs, the Administrator of the Substance 
Abuse and Mental Health Services Administra-
tion and other substance abuse disorder profes-
sionals. The protocol shall be guided by science. 

(I) During the 3-year period beginning on the 
date of approval by the Food and Drug Adminis-
tration of a drug in schedule III, IV, or V, a 
State may not preclude a practitioner from dis-
pensing or prescribing such drug, or combina-
tion of such drugs, to patients for maintenance 
or detoxification treatment in accordance with 
this paragraph unless, before the expiration of 
that 3-year period, the State enacts a law pro-
hibiting a practitioner from dispensing such 
drugs or combinations of drug.1 

(J)(i) This paragraph takes effect on the date 
referred to in subparagraph (I), and remains in 
effect thereafter. 

(ii) For purposes relating to clause (iii), the 
Secretary and the Attorney General may, during 
the 3-year period beginning on December 29, 
2006, make determinations in accordance with 
the following: 

(I) The Secretary may make a determination 
of whether treatments provided under waivers 
under subparagraph (A) have been effective 
forms of maintenance treatment and detoxi-
fication treatment in clinical settings; may 
make a determination of whether such waivers 
have significantly increased (relative to the 
beginning of such period) the availability of 
maintenance treatment and detoxification 
treatment; and may make a determination of 
whether such waivers have adverse conse-
quences for the public health. 

(II) The Attorney General may make a de-
termination of the extent to which there have 
been violations of the numerical limitations 
established under subparagraph (B) for the 

number of individuals to whom a practitioner 
may provide treatment; may make a deter-
mination of whether waivers under subpara-
graph (A) have increased (relative to the be-
ginning of such period) the extent to which 
narcotic drugs in schedule III, IV, or V or com-
binations of such drugs are being dispensed or 
possessed in violation of this chapter; and may 
make a determination of whether such waivers 
have adverse consequences for the public 
health. 

(iii) If, before the expiration of the period 
specified in clause (ii), the Secretary or the At-
torney General publishes in the Federal Register 
a decision, made on the basis of determinations 
under such clause, that subparagraph (B)(iii) 
should be applied by limiting the total number 
of patients a practitioner may treat to 30, then 
the provisions in such subparagraph (B)(iii) per-
mitting more than 30 patients shall not apply, 
effective 60 days after the date on which the de-
cision is so published. The Secretary shall in 
making any such decision consult with the At-
torney General, and shall in publishing the deci-
sion in the Federal Register include any com-
ments received from the Attorney General for 
inclusion in the publication. The Attorney Gen-
eral shall in making any such decision consult 
with the Secretary, and shall in publishing the 
decision in the Federal Register include any 
comments received from the Secretary for inclu-
sion in the publication. 

(h) Applicants for distribution of list I chemicals 

The Attorney General shall register an appli-
cant to distribute a list I chemical unless the 
Attorney General determines that registration 
of the applicant is inconsistent with the public 
interest. 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 802(39)(A) of this title. In deter-
mining 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 applica-
ble Federal, State, and local law; 

(3) any prior conviction record of the appli-
cant under Federal or State laws relating to 
controlled substances or to chemicals con-
trolled under Federal or State law; 

(4) any past experience of the applicant in 
the manufacture and distribution of chemi-
cals; and 

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

(Pub. L. 91–513, title II, § 303, Oct. 27, 1970, 84 
Stat. 1253; Pub. L. 93–281, § 3, May 14, 1974, 88 
Stat. 124; Pub. L. 95–633, title I, § 109, Nov. 10, 
1978, 92 Stat. 3773; Pub. L. 98–473, title II, § 511, 
Oct. 12, 1984, 98 Stat. 2073; Pub. L. 103–200, § 3(c), 
Dec. 17, 1993, 107 Stat. 2336; Pub. L. 106–310, div. 
B, title XXXV, § 3502(a), Oct. 17, 2000, 114 Stat. 
1222; Pub. L. 107–273, div. B, title II, § 2501, Nov. 
2, 2002, 116 Stat. 1803; Pub. L. 109–56, § 1(a), (b), 
Aug. 2, 2005, 119 Stat. 591; Pub. L. 109–177, title 
VII, § 712(a)(3), Mar. 9, 2006, 120 Stat. 263; Pub. L. 
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109–469, title XI, § 1102, Dec. 29, 2006, 120 Stat. 
3540; Pub. L. 110–425, § 3(b), Oct. 15, 2008, 122 Stat. 
4824.) 

REFERENCES IN TEXT 

Schedules I, II, III, IV, and V, referred to in subsecs. 

(a) to (f) and (g)(2), are set out in section 812(c) of this 

title. 

The Federal Food, Drug, and Cosmetic Act, referred 

to in subsec. (g)(2)(C)(i), is act June 25, 1938, ch. 675, 52 

Stat. 1040, as amended, which is classified generally to 

chapter 9 (§ 301 et seq.) of this title. For complete clas-

sification of this Act to the Code, see section 301 of this 

title and Tables. 

This chapter, referred to in subsec. (g)(2)(J)(ii)(II), 

was in the original ‘‘this Act’’, meaning Pub. L. 91–513, 

Oct. 27, 1970, 84 Stat. 1236, as amended. For complete 

classification of this Act to the Code, see Short Title 

note set out under section 801 of this title and Tables. 

AMENDMENTS 

2008—Subsec. (f). Pub. L. 110–425, in introductory pro-

visions, inserted ‘‘and shall modify the registrations of 

pharmacies so registered to authorize them to dispense 

controlled substances by means of the Internet’’ after 

‘‘schedule II, III, IV, or V’’ and substituted ‘‘or such 

modification of registration if the Attorney General de-

termines that the issuance of such registration or 

modification’’ for ‘‘if he determines that the issuance 

of such registration’’. 

2006—Subsec. (g)(2)(B)(iii). Pub. L. 109–469, § 1102(1), 

substituted ‘‘unless, not sooner than 1 year after the 

date on which the practitioner submitted the initial 

notification, the practitioner submits a second notifi-

cation to the Secretary of the need and intent of the 

practitioner to treat up to 100 patients. A second notifi-

cation under this clause shall contain the certifications 

required by clauses (i) and (ii) of this subparagraph. 

The’’ for ‘‘except that the’’. 

Subsec. (g)(2)(J)(i). Pub. L. 109–469, § 1102(2)(A), sub-

stituted ‘‘thereafter.’’ for ‘‘thereafter except as pro-

vided in clause (iii) (relating to a decision by the Sec-

retary or the Attorney General that this paragraph 

should not remain in effect).’’ 

Subsec. (g)(2)(J)(ii). Pub. L. 109–469, § 1102(2)(B), sub-

stituted ‘‘December 29, 2006’’ for ‘‘October 17, 2000’’ in 

introductory provisions. 

Subsec. (g)(2)(J)(iii). Pub. L. 109–469, § 1102(2)(C), sub-

stituted ‘‘subparagraph (B)(iii) should be applied by 

limiting the total number of patients a practitioner 

may treat to 30, then the provisions in such subpara-

graph (B)(iii) permitting more than 30 patients shall 

not apply, effective’’ for ‘‘this paragraph should not re-

main in effect, this paragraph ceases to be in effect’’. 

Subsec. (h). Pub. L. 109–177 substituted ‘‘clause (iv) or 

(v) of section 802(39)(A) of this title’’ for ‘‘section 

802(39)(A)(iv) of this title’’ in introductory provisions. 

2005—Subsec. (g)(2)(B)(iii). Pub. L. 109–56, § 1(b), sub-

stituted ‘‘The total’’ for ‘‘In any case in which the 

practitioner is not in a group practice, the total’’. 

Subsec. (g)(2)(B)(iv). Pub. L. 109–56, § 1(a), struck out 

cl. (iv) which read as follows: ‘‘In any case in which the 

practitioner is in a group practice, the total number of 

such patients of the group practice at any one time will 

not exceed the applicable number. For purposes of this 

clause, the applicable number is 30, except that the 

Secretary may by regulation change such total num-

ber, and the Secretary for such purposes may by regu-

lation establish different categories on the basis of the 

number of practitioners in a group practice and estab-

lish for the various categories different numerical limi-

tations on the number of such patients that the group 

practice may have.’’ 

2002—Subsec. (g)(2)(I). Pub. L. 107–273, § 2501(1), which 

directed the substitution of ‘‘on the date of approval by 

the Food and Drug Administration of a drug in sched-

ule III, IV, or V, a State may not preclude a practi-

tioner from dispensing or prescribing such drug, or 

combination of such drugs,’’ for ‘‘on October 17, 2000, a 

State may not preclude a practitioner from dispensing 

or prescribing drugs in schedule III, IV, or V, or combi-

nations of such drugs,’’, was executed by making the 

substitution for the phrase which in the original began 

with ‘‘on the date of the enactment of the Drug Addic-

tion Treatment Act of 2000,’’ rather than the editorial 

translation ‘‘on October 17, 2000,’’ to reflect the prob-

able intent of Congress. 

Subsec. (g)(2)(J)(i). Pub. L. 107–273, § 2501(2), which di-

rected the substitution of ‘‘the date referred to in sub-

paragraph (I),’’ for ‘‘October 17, 2000,’’ was executed by 

making the substitution for text which in the original 

read ‘‘the date of the enactment of the Drug Addiction 

Treatment Act of 2000,’’ rather than the editorial trans-

lation ‘‘October 17, 2000,’’ to reflect the probable intent 

of Congress. 

2000—Subsec. (g). Pub. L. 106–310 designated existing 

provisions as par. (1), substituted ‘‘Except as provided 

in paragraph (2), practitioners who dispense’’ for ‘‘Prac-

titioners who dispense’’, redesignated former pars. (1) 

to (3) as subpars. (A) to (C), respectively, of par. (1) and 

redesignated former subpars. (A) and (B) of former par. 

(2) as cls. (i) and (ii), respectively, of subpar. (B) of par. 

(1), and added par. (2). 

1993—Subsec. (h). Pub. L. 103–200 added subsec. (h). 

1984—Subsec. (f). Pub. L. 98–473 amended subsec. (f) 

generally, substituting provisions relating to registra-

tion authority of Attorney General respecting dis-

pensation or conduct of research with controlled re-

search, and separate authority of Secretary respecting 

registration, for provisions relating to general registra-

tion requirements respecting dispensation or conduct 

of research with controlled or nonnarcotic controlled 

substances. 

1978—Subsec. (f). Pub. L. 95–633 inserted provision re-

lating to the construction of the Convention on Psy-

chotropic Substances. 

1974—Subsec. (g). Pub. L. 93–281 added subsec. (g). 

EFFECTIVE DATE OF 2008 AMENDMENT 

Amendment by Pub. L. 110–425 effective 180 days after 

Oct. 15, 2008, except as otherwise provided, see section 

3(j) of Pub. L. 110–425, set out as a note under section 

802 of this title. 

EFFECTIVE DATE OF 2005 AMENDMENT 

Pub. L. 109–56, § 1(c), Aug. 2, 2005, 119 Stat. 591, pro-

vided that: ‘‘This section [amending this section] shall 

take effect on the date of enactment of this Act [Aug. 

2, 2005].’’ 

EFFECTIVE DATE OF 1993 AMENDMENT 

Amendment by Pub. L. 103–200 effective on date that 

is 120 days after Dec. 17, 1993, see section 11 of Pub. L. 

103–200, set out as a note under section 802 of this title. 

EFFECTIVE DATE OF 1978 AMENDMENT 

Amendment by Pub. L. 95–633 effective on date the 

Convention on Psychotropic Substances enters into 

force in the United States [July 15, 1980], see section 112 

of Pub. L. 95–633, set out as an Effective Date note 

under section 801a of this title. 

PROVISIONAL REGISTRATION 

For provisional registration of persons engaged in 

manufacturing, distributing, or dispensing of con-

trolled substances on the day before the effective date 

of section 822 of this title who are registered on such 

date under section 360 of this title or section 4722 of 

Title 26, Internal Revenue Code, see section 703 of Pub. 

L. 91–513, set out as a note under section 822 of this 

title. 

§ 824. Denial, revocation, or suspension of reg-
istration 

(a) Grounds 

A registration pursuant to section 823 of this 
title to manufacture, distribute, or dispense a 
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