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21 CFR Ch. II (4–1–01 Edition)§ 1316.24

§ 1316.24 Exemption from prosecution
for researchers.

(a) Upon registration of an individual
to engage in research in controlled sub-
stances under the Controlled Sub-
stances Act (84 Stat. 1242; 21 U.S.C.
801), the Administrator of the Drug En-
forcement Administration, on his own
motion or upon request in writing from
the Secretary or from the researcher or
researching practitioner, may exempt
the registrant when acting within the
scope of his registration, from prosecu-
tion under Federal, State, or local laws
for offenses relating to possession, dis-
tribution or dispensing of those con-
trolled substances within the scope of
his exemption. However, this exemp-
tion does not diminish any require-
ment of compliance with the Federal
Food, Drug and Cosmetic Act (21 U.S.C.
301).

(b) All petitions for Grants of Exemp-
tion from Prosecution for the Re-
searcher shall be addressed to the Ad-
ministrator, Drug Enforcement Admin-
istration, 1405 I Street NW., Wash-
ington, DC 20537 and shall contain the
following:

(1) The researcher’s registration
number if any, for the project;

(2) The location of the research
project;

(3) The qualifications of the principal
investigator;

(4) A general description of the re-
search or a copy of the research pro-
tocol;

(5) The source of funding for the re-
search project;

(6) A statement as to the risks posed
to the research subjects by the re-
search procedures and what protection
will be afforded to the research sub-
jects;

(7) A statement as to the risks posed
to society in general by the research
procedures and what measures will be
taken to protect the interests of soci-
ety;

(8) A specific request for exemption
from prosecution by Federal, State, or
local authorities for offenses related to
the possession, distribution, and dis-
pensing of controlled substances in ac-
cord with the procedures described in
the research protocol;

(9) A statement establishing that a
grant of exemption from prosecution is

necessary to the successful completion
of the research project.

(c) Any researcher or practitioner
proposing to engage in research re-
questing both exemption from prosecu-
tion and confidentiality of identity of
research subjects may submit a single
petition incorporating the information
required in § § 1316.23(b) and 1316.24(b).

(d) The exemption shall consist of a
letter issued by the Administrator,
which shall include:

(1) The researcher’s name and ad-
dress;

(2) The researcher’s registration
number for the research project;

(3) The location of the research
project;

(4) A concise statement of the scope
of the researcher’s registration;

(5) Any limits of the exemption; and
(6) A statement that the exemption

shall apply to all acts done in the scope
of the exemption while the exemption
is in effect. The exemption shall re-
main in effect until completion of the
research project or until the registra-
tion of the researcher is either revoked
or suspended or his renewal of registra-
tion is denied. However, the protection
afforded by the grant of exemption
from prosecution during the research
period shall be perpetual.

(e) Within 30 days of the date of com-
pletion of the research project, the re-
searcher shall so notify the Adminis-
trator. The Administrator shall issue
another letter including the informa-
tion required in paragraph (d) of this
section and stating the date of which
the period of exemption concluded;
upon receipt of this letter the re-
searcher shall return the original let-
ter of exemption.

[42 FR 54946, Oct. 12, 1977. Redesignated at 54
FR 31670, Aug. 1, 1989, as amended at 62 FR
13970, Mar. 24, 1997]

Subpart C—Enforcement
Proceedings

AUTHORITY: 21 U.S.C. 871(b), 883.

§ 1316.31 Authority for enforcement
proceeding.

A hearing may be ordered or granted
by any Special Agent in Charge of the
Drug Enforcement Administration, at
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his discretion, to permit any person
against whom criminal and/or civil ac-
tion is contemplated under the Con-
trolled Substances Act (84 Stat. 1242; 21
U.S.C. 801) or the Controlled Sub-
stances Import and Export Act (84
Stat. 1285; 21 U.S.C. 951) an opportunity
to present his views and his proposals
for bringing his alleged violations into
compliance with the law. Such hearing
will also permit him to show cause why
prosecution should not be instituted,
or to present his views on the con-
templated proceeding.

[36 FR 7820, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 47
FR 41735, Sept. 22, 1982]

§ 1316.32 Notice of proceeding; time
and place.

Appropriate notice designating the
time and place for the hearing shall be
given to the person. Upon request,
timely and properly made, by the per-
son to whom notice has been given, the
time or place of the hearing, or both,
may be changed if the request states
reasonable grounds for such change.
Such request shall be addressed to the
Special Agent in Charge who issued the
notice.

[36 FR 7820, Apr. 24, 1971. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 47
FR 41735, Sept. 22, 1982]

§ 1316.33 Conduct of proceeding.

Presentation of views at a hearing
under this subpart shall be private and
informal. The views presented shall be
confined to matters relevant to bring-
ing violations into compliance with the
Act or to other contemplated pro-
ceedings under the Act. These views
may be presented orally or in writing
by the person to whom the notice was
given, or by his authorized representa-
tive.

§ 1316.34 Records of proceeding.

A formal record, either verbatim or
summarized, of the hearing may be
made at the discretion of the Special
Agent in Charge. If a verbatim record
is to be made, the person attending the

hearing will be so advised prior to the
start of the hearing.

[37 FR 15924, Aug. 8, 1972. Redesignated at 38
FR 26609, Sept. 24, 1973, and amended at 47
FR 41735, Sept. 22, 1982]

Subpart D—Administrative
Hearings

AUTHORITY: 21 U.S.C. 811, 812, 871(b), 875,
958(d), 965.

§ 1316.41 Scope of subpart D.

Procedures in any administrative
hearing held under the Act are gov-
erned generally by the rule making
and/or adjudication procedures set
forth in the Administrative Procedure
Act (5 U.S.C. 551–559) and specifically
by the procedures set forth in this sub-
part, except where more specific regu-
lations (set forth in §§ 1301.51–1301.57,
§§ 1303.31–1303.37, §§ 1308.41–1308.51,
§§ 1311.51–1311.53, §§ 1312.41–1312.47, or
§§ 1313.51–1313.57) apply.

[36 FR 7820, Apr. 24, 1971, as amended at 37
FR 15924, Aug. 8, 1972. Redesignated at 38 FR
26609, Sept. 24, 1973, as amended at 62 FR
13970, Mar. 24, 1997]

§ 1316.42 Definitions.

As used in this subpart, the following
terms shall have the meanings speci-
fied:

(a) The term Act means the Con-
trolled Substances Act (84 Stat. 1242; 21
U.S.C. 801) and/or the Controlled Sub-
stances Import and Export Act (84
Stat. 1285; 21 U.S.C. 951).

(b) The term Administrator means the
Administrator of the Administration.
The Administrator has been delegated
authority under the Act by the Attor-
ney General (28 CFR 0.100).

(c) The term hearing means any hear-
ing held pursuant to the Act.

(d) The term Hearing Clerk means the
hearing clerk of the Administration.

(e) The term person includes an indi-
vidual, corporation, government or
governmental subdivision or agency,
business trust, partnership, association
or other legal entity.

(f) The term presiding officer means
an administrative law judge qualified
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