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against the diversion of controlled sub-
stances.

[62 FR 13969, Mar. 24, 1997]

Subpart B—Protection of Re-
searchers and Research Sub-
jects

AUTHORITY: 21 U.S.C. 830, 871(b).

§ 1316.21 Definitions.
As used in this part, the following

terms shall have the meanings speci-
fied:

(a) The term investigative personnel
includes managers, Diversion Inves-
tigators, attorneys, analysts and sup-
port personnel employed by the Drug
Enforcement Administration who are
involved in the processing, reviewing
and analyzing of declarations and other
relevant documents or data relative to
regulated transactions or are involved
in conducting investigations initiated
pursuant to the receipt of such declara-
tions, documents or data.

(b) The term law enforcement person-
nel means Special Agents employed by
the Drug Enforcement Administration
who, in the course of their official du-
ties, gain knowledge of information
which is confidential under such sec-
tion.

[54 FR 31670, Aug. 1, 1989]

§ 1316.22 Exemption.
(a) Any person who is aggrieved by a

disclosure of information in violation
of subsection (c)(1) of Section 310 of the
Controlled Substances Act (21 U.S.C.
830) may bring a civil action against
the violator for appropriate relief.

(b) Notwithstanding the provision of
paragraph (a), a civil action may not be
brought under such paragraph against
investigative or law enforcement per-
sonnel of the Drug Enforcement Ad-
ministration.

[54 FR 31670, Aug. 1, 1989]

§ 1316.23 Confidentiality of identity of
research subjects.

(a) Any person conducting a bona fide
research project directly related to the
enforcement of the laws under the ju-
risdiction of the Attorney General con-
cerning drugs or other substances

which are or may be subject to control
under the Controlled Substances Act
(84 Stat. 1242; 21 U.S.C. 801) who intends
to maintain the confidentiality of the
identity of those persons who are the
subjects of such research may petition
the Administrator of the Drug Enforce-
ment Administration for a grant of
confidentiality: Providing, That:

(1) The Attorney General is author-
ized to carry out such research under
the provisions of Section 502(a) (2–6) of
the Controlled Substances Act of 1970
(21 U.S.C. 872(a) (2–6)); and the research
is being conducted with funds provided
in whole or part by the Department of
Justice; or

(2) The research is of a nature that
the Attorney General would be author-
ized to carry out under the provisions
of Section 502(a) (2–6) of the Controlled
Substances Act (21 U.S.C. 872(a) (2–6),
and is being conducted with funds pro-
vided from sources outside the Depart-
ment of Justice.

(b) All petitions for Grants of Con-
fidentiality shall be addressed to the
Administrator, Drug Enforcement Ad-
ministration, Washington, DC 20537,
and shall contain the following:

(1) A statement as to whether the re-
search protocol requires the manufac-
ture, production, import, export, dis-
tribution, dispensing, administration,
or possession of controlled substances,
and if so the researcher’s registration
number or a statement that an applica-
tion for such registration has been sub-
mitted to DEA;

(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 proto-
col;

(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;
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