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represented by independent counsel; 
and 

(ii) Any person holding the records 
which is an entity within Federal, 
State, or local government has in fact 
been represented by counsel inde-
pendent of the applicant. 

(e) Content of order. Any order au-
thorizing a disclosure or use of patient 
records under this section must: 

(1) Limit disclosure and use to those 
parts of the patient’s record which are 
essential to fulfill the objective of the 
order; 

(2) Limit disclosure to those law en-
forcement and prosecutorial officials 
who are responsible for, or are con-
ducting, the investigation or prosecu-
tion, and limit their use of the records 
to investigation and prosecution of ex-
tremely serious crime or suspected 
crime specified in the application; and 

(3) Include such other measures as 
are necessary to limit disclosure and 
use to the fulfillment of only that pub-
lic interest and need found by the 
court. 

[52 FR 21809, June 9, 1987; 52 FR 42061, Nov. 2, 
1987] 

§ 2.66 Procedures and criteria for or-
ders authorizing disclosure and use 
of records to investigate or pros-
ecute a program or the person hold-
ing the records. 

(a) Application. (1) An order author-
izing the disclosure or use of patient 
records to criminally or administra-
tively investigate or prosecute a pro-
gram or the person holding the records 
(or employees or agents of that pro-
gram or person) may be applied for by 
any administrative, regulatory, super-
visory, investigative, law enforcement, 
or prosecutorial agency having juris-
diction over the program’s or person’s 
activities. 

(2) The application may be filed sepa-
rately or as part of a pending civil or 
criminal action against a program or 
the person holding the records (or 
agents or employees of the program or 
person) in which it appears that the pa-
tient records are needed to provide ma-
terial evidence. The application must 
use a fictitious name, such as John 
Doe, to refer to any patient and may 
not contain or otherwise disclose any 
patient identifying information unless 

the court has ordered the record of the 
proceeding sealed from public scrutiny 
or the patient has given a written con-
sent (meeting the requirements of § 2.31 
of these regulations) to that disclosure. 

(b) Notice not required. An application 
under this section may, in the discre-
tion of the court, be granted without 
notice. Although no express notice is 
required to the program, to the person 
holding the records, or to any patient 
whose records are to be disclosed, upon 
implementation of an order so granted 
any of the above persons must be af-
forded an opportunity to seek revoca-
tion or amendment of that order, lim-
ited to the presentation of evidence on 
the statutory and regulatory criteria 
for the issuance of the court order. 

(c) Requirements for order. An order 
under this section must be entered in 
accordance with, and comply with the 
requirements of, paragraphs (d) and (e) 
of § 2.64 of these regulations. 

(d) Limitations on disclosure and use of 
patient identifying information: (1) An 
order entered under this section must 
require the deletion of patient identi-
fying information from any documents 
made available to the public. 

(2) No information obtained under 
this section may be used to conduct 
any investigation or prosecution of a 
patient, or be used as the basis for an 
application for an order under § 2.65 of 
these regulations. 

§ 2.67 Orders authorizing the use of 
undercover agents and informants 
to criminally investigate employees 
or agents of a program. 

(a) Application. A court order author-
izing the placement of an undercover 
agent or informant in a program as an 
employee or patient may be applied for 
by any law enforcement or prosecu-
torial agency which has reason to be-
lieve that employees or agents of the 
program are engaged in criminal mis-
conduct. 

(b) Notice. The program director must 
be given adequate notice of the appli-
cation and an opportunity to appear 
and be heard (for the limited purpose of 
providing evidence on the statutory 
and regulatory criteria for the issuance 
of the court order), unless the applica-
tion asserts a belief that: 
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(1) The program director is involved 
in the criminal activities to be inves-
tigated by the undercover agent or in-
formant; or 

(2) The program director will inten-
tionally or unintentionally disclose the 
proposed placement of an undercover 
agent or informant to the employees or 
agents who are suspected of criminal 
activities. 

(c) Criteria. An order under this sec-
tion may be entered only if the court 
determines that good cause exists. To 
make this determination the court 
must find: 

(1) There is reason to believe that an 
employee or agent of the program is 
engaged in criminal activity; 

(2) Other ways of obtaining evidence 
of this criminal activity are not avail-
able or would not be effective; and 

(3) The public interest and need for 
the placement of an undercover agent 
or informant in the program outweigh 
the potential injury to patients of the 
program, physician-patient relation-
ships and the treatment services. 

(d) Content of order. An order author-
izing the placement of an undercover 
agent or informant in a program must: 

(1) Specifically authorize the place-
ment of an undercover agent or an in-
formant; 

(2) Limit the total period of the 
placement to six months; 

(3) Prohibit the undercover agent or 
informant from disclosing any patient 
identifying information obtained from 
the placement except as necessary to 
criminally investigate or prosecute 
employees or agents of the program; 
and 

(4) Include any other measures which 
are appropriate to limit any potential 
disruption of the program by the place-
ment and any potential for a real or 
apparent breach of patient confiden-
tiality; for example, sealing from pub-
lic scrutiny the record of any pro-
ceeding for which disclosure of a pa-
tient’s record has been ordered. 

(e) Limitation on use of information. No 
information obtained by an undercover 
agent or informant placed under this 
section may be used to criminally in-
vestigate or prosecute any patient or 
as the basis for an application for an 
order under § 2.65 of these regulations. 

PART 2a—PROTECTION OF 
IDENTITY—RESEARCH SUBJECTS 

Sec. 
2a.1 Applicability. 
2a.2 Definitions. 
2a.3 Application; coordination. 
2a.4 Contents of application; in general. 
2a.5 Contents of application; research 

projects in which drugs will be adminis-
tered. 

2a.6 Issuance of Confidentiality Certifi-
cates; single project limitation. 

2a.7 Effect of Confidentiality Certificate. 
2a.8 Termination. 

AUTHORITY: Sec. 3(a), Pub. L. 91–513 as 
amended by sec. 122(b), Pub. L. 93–282; 84 
Stat. 1241 (42 U.S.C. 242a(a)), as amended by 
88 Stat. 132. 

SOURCE: 44 FR 20384, Apr. 4, 1979, unless 
otherwise noted. 

§ 2a.1 Applicability. 
(a) Section 303(a) of the Public 

Health Service Act (42 U.S.C. 242a(a)) 
provides that ‘‘[t]he Secretary [of 
Health and Human Services] may au-
thorize persons engaged in research on 
mental health, including research on 
the use and effect of alcohol and other 
psychoactive drugs, to protect the pri-
vacy of individuals who are the subject 
of such research by withholding from 
all persons not connected with the con-
duct of such research the names or 
other identifying characteristics of 
such individuals. Persons so authorized 
to protect the privacy of such individ-
uals may not be compelled in any Fed-
eral, State, or local civil, criminal, ad-
ministrative, legislative, or other pro-
ceedings to identify such individuals.’’ 
The regulations in this part establish 
procedures under which any person en-
gaged in research on mental health in-
cluding research on the use and effect 
of alcohol and other psychoactive 
drugs (whether or not the research is 
federally funded) may, subject to the 
exceptions set forth in paragraph (b) of 
this section, apply for such an author-
ization of confidentiality. 

(b) These regulations do not apply to: 
(1) Authorizations of confidentiality 

for research requiring an Investiga-
tional New Drug exemption under sec-
tion 505(i) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 355(i)) or to 
approved new drugs, such as metha-
done, requiring continuation of long- 
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