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term studies, records, and reports. At-
tention is called to 21 CFR 291.505(g) re-
lating to authorizations of confiden-
tiality for patient records maintained 
by methadone treatment programs. 

(2) Authorizations of confidentiality 
for research which are related to law 
enforcement activities or otherwise 
within the purview of the Attorney 
General’s authority to issue authoriza-
tions of confidentiality pursuant to 
section 502(c) of the Controlled Sub-
stances Act (21 U.S.C. 872(c)) and 21 
CFR 1316.21. 

(c) The Secretary’s regulations on 
confidentiality of alcohol and drug 
abuse patient records (42 CFR part 2) 
and the regulations of this part may, in 
some instances, concurrently cover the 
same transaction. As explained in 42 
CFR 2.24 and 2.24–1, 42 CFR part 2 re-
stricts voluntary disclosures of infor-
mation from applicable patient records 
while a Confidentiality Certificate 
issued pursuant to the regulations of 
this part protects a person engaged in 
applicable research from being com-
pelled to disclose identifying charac-
teristics of individuals who are the sub-
ject of such research.

§ 2a.2 Definitions. 

(a) Secretary means the Secretary of 
Health and Human Services and any 
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved 
has been delegated. 

(b) Person means any individual, cor-
poration, government, or governmental 
subdivision or agency, business trust, 
partnership, association, or other legal 
entity. 

(c) Research means systematic study 
directed toward new or fuller knowl-
edge and understanding of the subject 
studied. The term includes, but is not 
limited to, behavioral science studies, 
surveys, evaluations, and clinical in-
vestigations. 

(d) Drug has the meaning given that 
term by section 201(g)(1) of the Federal 
Food, Drug, and Cosmetic Act (21 
U.S.C. 321(g)(1)). 

(e) Controlled drug means a drug 
which is included in schedule I, II, III, 
IV, or V of part B of the Controlled 
Substances Act (21 U.S.C. 811–812). 

(f) Administer refers to the direct ap-
plication of a drug to the body of a 
human research subject, whether such 
application be by injection, inhalation, 
ingestion, or any other means, by (1) a 
qualified person engaged in research 
(or, in his or her presence, by his or her 
authorized agent), or (2) a research sub-
ject in accordance with instructions of 
a qualified person engaged in research, 
whether or not in the presence of a 
qualified person engaged in research. 

(g) Identifying characteristics refers to 
the name, address, any identifying 
number, fingerprints, voiceprints, pho-
tographs or any other item or combina-
tion of data about a research subject 
which could reasonably lead directly or 
indirectly by reference to other infor-
mation to identification of that re-
search subject. 

(h) Psychoactive drug means, in addi-
tion to alcohol, any drug which has as 
its principal action an effect on 
thought, mood, or behavior.

§ 2a.3 Application; coordination. 

(a) Any person engaged in (or who in-
tends to engage in) the research to 
which this part applies, who desires au-
thorization to withhold the names and 
other identifying characteristics of in-
dividuals who are the subject of such 
research from any person or authority 
not connected with the conduct of such 
research may apply to the Office of the 
Director, National Institute on Drug 
Abuse, the Office of the Director, Na-
tional Institute of Mental Health, or 
the Office of the Director, National In-
stitute on Alcohol Abuse and Alco-
holism, 5600 Fishers Lane, Rockville, 
Maryland 20857 for an authorization of 
confidentiality. 

(b) If there is uncertainty with re-
gard to which Institute is appropriate 
or if the research project falls within 
the purview of more than one Institute, 
an application need be submitted only 
to one Institute. Persons who are un-
certain with regard to the applicability 
of these regulations to a particular 
type of research may apply for an au-
thorization of confidentiality under the 
regulations of this part to one of the 
Institutes. Requests which are within 
the scope of the authorities described 
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