
21 U.S. Code § 811
Authority and criteria for classification of substances

(a) Rules and regulations of Attorney General; hearing
The Attorney General shall apply the provisions of this subchapter to the controlled substances 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 subsections (d) and (e), the Attorney General may by
rule—

(1) add to such a schedule or transfer between such schedules any drug or other substance 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 subsection shall be made on the record after opportunity for a hearing
pursuant to the rulemaking procedures prescribed by subchapter II of chapter 5 of title 5. Proceedings for the
issuance, amendment, or repeal of such rules may be initiated by the Attorney General (1) on his own motion,
(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) to control a drug or other
substance or to remove 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 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 scientific 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 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 determines that these facts and all other relevant data constitute substantial evidence of
potential for abuse such as to warrant control or substantial evidence that the drug or other substance should
be removed entirely from the schedules, he shall initiate proceedings for control or removal, as the case may
be, under subsection (a).

This document is only available to subscribers. Please log in or purchase access.

Copyright © 2024 by Society of Corporate Compliance and Ethics (SCCE) & Health Care Compliance Association (HCCA). No claim to original US
Government works. All rights reserved. Usage is governed under this website’s .

- 1 -

Terms of Use

https://compliancecosmos.org/authority-and-criteria-classification-substances
https://www.hcca-info.org/terms-use
https://www.hcca-info.org/terms-use


Purchase Login

Copyright © 2024 by Society of Corporate Compliance and Ethics (SCCE) & Health Care Compliance Association (HCCA). No claim to original US
Government works. All rights reserved. Usage is governed under this website’s .

- 2 -

Terms of Use

https://corporatecompliance.org/CCEM
https://compliancecosmos.org/user/login
https://www.hcca-info.org/terms-use
https://www.hcca-info.org/terms-use

	21 U.S. Code § 811
	Authority and criteria for classification of substances
	This document is only available to subscribers. Please log in or purchase access.



