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Subpart A—Introduction

§2.1 Statutory authority for confiden-
tiality of substance use disorder pa-
tient records.

Title 42, United States Code, Section
290dd-2(g) authorizes the Secretary to
prescribe regulations. Such regulations
may contain such definitions, and may
provide for such safeguards and proce-
dures, including procedures and cri-
teria for the issuance and scope of or-
ders, as in the judgment of the Sec-
retary are necessary or proper to effec-
tuate the purposes of this statute, to
prevent circumvention or evasion
thereof, or to facilitate compliance
therewith.

§2.2 Purpose and effect.

(a) Purpose. Pursuant to 42 U.S.C.
290dd-2(g), the regulations in this part
impose restrictions upon the disclosure
and use of substance use disorder pa-
tient records which are maintained in
connection with the performance of
any part 2 program. The regulations in
this part include the following sub-
parts:

(1) Subpart B of this part: General
Provisions, including definitions, appli-
cability, and general restrictions;



§2.3

(2) Subpart C of this part: Disclosures
with Patient Consent, including disclo-
sures which require patient consent
and the consent form requirements;

(3) Subpart D of this part: Disclo-
sures without Patient Consent, includ-
ing disclosures which do not require
patient consent or an authorizing court
order; and

(4) Subpart E of this part: Court Or-
ders Authorizing Disclosure and Use,
including disclosures and uses of pa-
tient records which may be made with
an authorizing court order and the pro-
cedures and criteria for the entry and
scope of those orders.

(b) Effect. (1) The regulations in this
part prohibit the disclosure and use of
patient records unless certain cir-
cumstances exist. If any circumstance
exists under which disclosure is per-
mitted, that circumstance acts to re-
move the prohibition on disclosure but
it does not compel disclosure. Thus,
the regulations do not require disclo-
sure under any circumstances.

(2) The regulations in this part are
not intended to direct the manner in
which substantive functions such as re-
search, treatment, and evaluation are
carried out. They are intended to en-
sure that a patient receiving treatment
for a substance use disorder in a part 2
program is not made more vulnerable
by reason of the availability of their
patient record than an individual with
a substance use disorder who does not
seek treatment.

(3) Because there is a criminal pen-
alty for violating the regulations, they
are to be construed strictly in favor of
the potential violator in the same man-
ner as a criminal statute (see M. Kraus
& Brothers v. United States, 327 U.S. 614,
621-22, 66 S. Ct. 705, 707-08 (1946)).

§2.3 Criminal penalty for violation.

Under 42 U.S.C. 290dd-2(f), any person
who violates any provision of this sec-
tion or any regulation issued pursuant
to this section shall be fined in accord-
ance with Title 18 of the U.S. Code.

§2.4 Reports of violations.

(a) The report of any violation of the
regulations in this part may be di-
rected to the United States Attorney
for the judicial district in which the
violation occurs.
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(b) The report of any violation of the
regulations in this part by an opioid
treatment program may be directed to
the United States Attorney for the ju-
dicial district in which the violation
occurs as well as to the Substance
Abuse and Mental Health Services Ad-
ministration (SAMHSA) office respon-
sible for opioid treatment program
oversight.

Subpart B—General Provisions

§2.11 Definitions.

For purposes of the regulations in
this part:

Central registry means an organiza-
tion which obtains from two or more
member programs patient identifying
information about individuals applying
for withdrawal management or mainte-
nance treatment for the purpose of
avoiding an individual’s concurrent en-
rollment in more than one treatment
program.

Diagnosis means any reference to an
individual’s substance use disorder or
to a condition which is identified as
having been caused by that substance
use disorder which is made for the pur-
pose of treatment or referral for treat-
ment.

Disclose means to communicate any
information identifying a patient as
being or having been diagnosed with a
substance use disorder, having or hav-
ing had a substance use disorder, or
being or having been referred for treat-
ment of a substance use disorder either
directly, by reference to publicly avail-
able information, or through
verification of such identification by
another person.

Federally assisted—see §2.12(b).

Informant means an individual:

(1) Who is a patient or employee of a
part 2 program or who becomes a pa-
tient or employee of a part 2 program
at the request of a law enforcement
agency or official; and

(2) Who at the request of a law en-
forcement agency or official observes
one or more patients or employees of
the part 2 program for the purpose of
reporting the information obtained to
the law enforcement agency or official.

Maintenance treatment means long-
term pharmacotherapy for individuals
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