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‘‘(a) DRUGS FOR TREATMENT OF RARE DISEASES.—If 

the Attorney General finds that a drug listed in para-

graph (41) of section 102 of the Controlled Substances 

Act (as added by section 2 [1902] of this Act) is— 

‘‘(1) approved by the Food and Drug Administration 

as an accepted treatment for a rare disease or condi-

tion, as defined in section 526 of the Federal Food, 

Drug, and Cosmetic Act (21 U.S.C. 360bb); and 

‘‘(2) does not have a significant potential for abuse, 

the Attorney General may exempt such drug from 

any production regulations otherwise issued under 

the Controlled Substances Act as may be necessary 

to ensure adequate supplies of such drug for medical 

purposes. 

‘‘(b) DATE OF ISSUANCE OF REGULATIONS.—The Attor-

ney General shall issue regulations implementing this 

section not later than 45 days after the date of enact-

ment of this Act [Nov. 29, 1990], except that the regula-

tions required under section 3(a) [former 1903(a)] shall 

be issued not later than 180 days after the date of en-

actment of this Act.’’ 

§ 803. Repealed. Pub. L. 95–137, § 1(b), Oct. 18, 
1977, 91 Stat. 1169 

Section, Pub. L. 91–513, title II, § 103, Oct. 27, 1970, 84 

Stat. 1245, authorized Bureau of Narcotics and Dan-

gerous Drugs to add, during fiscal year 1971, 300 agents, 

together with necessary supporting personnel, and pro-

vided for appropriations of $6,000,000 to carry out such 

addition. 

PART B—AUTHORITY TO CONTROL; STANDARDS 
AND SCHEDULES 

§ 811. Authority and criteria for classification of 
substances 

(a) Rules and regulations of Attorney General; 
hearing 

The Attorney General shall apply the provi-
sions of this subchapter to the controlled sub-
stances listed in the schedules established by 
section 812 of this title and to any other drug or 
other substance added to such schedules under 
this subchapter. Except as provided in sub-
sections (d) and (e) of this section, the Attorney 
General may by rule— 

(1) add to such a schedule or transfer be-
tween such schedules any drug or other sub-
stance if he— 

(A) finds that such drug or other substance 
has a potential for abuse, and 

(B) makes with respect to such drug or 
other substance the findings prescribed by 
subsection (b) of section 812 of this title 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 sub-
section shall be made on the record after oppor-
tunity for a hearing pursuant to the rulemaking 
procedures prescribed by subchapter II of chap-
ter 5 of title 5. Proceedings for the issuance, 
amendment, or repeal of such rules may be initi-
ated by the Attorney General (1) on his own mo-
tion, (2) at the request of the Secretary, or (3) on 
the petition of any interested party. 

(b) Evaluation of drugs and other substances 

The Attorney General shall, before initiating 
proceedings under subsection (a) of this section 

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 removed as a con-
trolled substance. In making such evaluation 
and recommendations, the Secretary shall con-
sider the factors listed in paragraphs (2), (3), (6), 
(7), and (8) of subsection (c) of this section and 
any scientific or medical considerations in-
volved in paragraphs (1), (4), and (5) of such sub-
section. 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 submit-
ted to the Attorney General within a reasonable 
time. The recommendations of the Secretary to 
the Attorney General shall be binding on the At-
torney General as to such scientific and medical 
matters, and if the Secretary recommends that 
a drug or other substance not be controlled, the 
Attorney General shall not control the drug or 
other substance. If the Attorney General deter-
mines that these facts and all other relevant 
data constitute substantial evidence of potential 
for abuse such as to warrant control or substan-
tial evidence that the drug or other substance 
should be removed entirely from the schedules, 
he shall initiate proceedings for control or re-
moval, as the case may be, under subsection (a) 
of this section. 

(c) Factors determinative of control or removal 
from schedules 

In making any finding under subsection (a) of 
this section or under subsection (b) of section 
812 of this title, the Attorney General shall con-
sider the following factors with respect to each 
drug or other substance proposed to be con-
trolled 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 subchapter. 

(d) International treaties, conventions, and pro-
tocols requiring control; procedures respect-
ing changes in drug schedules of Convention 
on Psychotropic Substances 

(1) If control is required by United States obli-
gations under international treaties, conven-
tions, or protocols in effect on October 27, 1970, 
the Attorney General shall issue an order con-
trolling such drug under the schedule he deems 
most appropriate to carry out such obligations, 
without regard to the findings required by sub-
section (a) of this section or section 812(b) of 
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