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Directors
Alcohol and Drug Abuse Treatment Programs

Dear Program Dlrectors-
In response to the recent seizure of patient recnrds from a drug treatment program

in San Franeisco,-questions have arisen about how alcohol and drug abuse program
personnel should handle requests from 'aw enforcement officials for information

‘about" patients.. - This letter, is intended. to answer these questions and assist
“program. personnel by settmg forth guidelines for complying with the Federal

confidentiality regulations (42 CFR Part 2) and the, authorizing legislation (21
U.S.C, 175, 42 U.S.C. 4582) when responding to law- enforcement requests for
copies of patient. records or other patient identifying information. Enclosed at Tab

A for your convenience is a copy: of the regulatlons whlch quote the authorxzmg
rleglslatlon’ at §§ 2.1 and 2 2 “ S :

o Because the pmmary respons1b111ty for comphance w1th the confldentrahty statutes
-, and reguiations. lies with the program and its staff, we recommend that:these
.. guidelines be thoroughly discussed: with tie program’s legal counsel and that the
°_program promptly undertake steps to ensure that its staff is fi mxhar w1th and able
r to lmplement the recommended procedures.

Q

: kﬂl., i General

S TheSe guldehnes apply to the personnel of all alcohol or drug abuse progrsms

-+ conducted, regulated, or directly or indirectly assisted by the Federal

,Government (See 42 CFR 2.12(a); 21 U.S.C. 1175(a); 42 U.S.C. 4582(a)). They

- ..proyide information-on.how. to handle law- enforcement requests for alecohol

xo-ops drug. abuse patient records or ‘other patient: identifying. information for

..the-purpose of. investigating or prosecutmg any patient. They do not gpply

" to other types of law enfofcement requests for patient information; such as

- requests for information about a patient's  treatment during probatlon,

... parole, or other pre or: post-trxal ‘eonditional release; which have been
ST consented to by the patlent m accordance w1th 42 CFR 2 39.

f : Anyfvdlsclosure of patlent records or other patlent 1dent1fymg mformatron in

SE

response to law enforcement requests that are related to the mvestlgatxon

o . - Q
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Page 2 - Directors, Aleohol and Drug Abuse Treatment Prog_rams;

or prosecution of any patient must be authorized by a court order issued in
accord with the requirements of 42 CFR Part 2, Subpart E. If a program
employee is merely served with compulsory process from a Federal, State,
or local court the individual is prohibited from disclosing the requested
patient information under the confidentiality statutes and regulations (See
42 CFR 2.13(a), 2.61; 21 U.S.C. 1175(e); 42 U S.C. 4582(c)).

Compulsory Process With a Court Order

In those cases in which a program employee is served with both compulsory
process and an authorizing court order issued under 42 CFR Part 2, Subpart
E, the individual may comply with the compulsory process without v1olat1ng
the Federal confidentiality statutes and regulations (See 42 CFR 2.61). If

- the compulsory process requires a court appearance (such as a subpoena) or

if the program employee has any questions regarding compliance with the
request for information, he or she should immediately contact the program's
legal counsel. '

 Compulsory Process Without a Court Order

If a program employee is served with compulsory process without a 42 CFR
Part 2, Subpart E, authorizing court order, he or she must make a

- noncommlttal response (See generally 42 CFR 2.13). The program employee
~ should inform the law enforcement officials making the request that Federal
~ law prohibits disclosure of the identity, the absence, presence, or where-

abouts of any patient, or even the patient status of any person (See 42 CFR
2.13(b) and (e)). The officials should be referred to the confidentiality
regulations, 42 CFR Part 2, and the authorizing statutes, 21 U.S.C. 1175 and

42 U.S.C. 4582, including speclflcally, the provisions under which a court’
order authorlzmg the disclosure may be sought (See 42 CFR 2.61-2. 67). If

the person about whom information is requested never has been a patient,
the program may acknowledge this fact to the law enforcement offieials. -

If the law enforcement officials persist in trying to obtain patient informa- |

tion, they should be requested, but not forced, to leave the program
premises and the program should immediately consult with its legal counsel.
As' indicated ‘in item 6, programs should inform local law -enforcement

~ officials of the confidentiality restrictions before the officials attempt to

obtain patlent records. This will avoid crisis, confrontation situations which
are likely to arise if the confldentlahty restrictions are first communicated

. to law enforcement officials in the context of a particular inivestigation and
- are perceived as limiting their good faith efforts to perform~ thelr public
: respon51b111t1es. r :

: Seizure of Records or. Arrest of Program Personnel

If law enforcement offlclals seize patient records in apparent V1olatlon of

“the Federal - confidentiality statutes and ‘regulations or arrest program

I
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- personnel because they have refused to disclose patient information which is

subject to the Federal confidentiality statutes and regulations, the pro-
gram's legal counsel should be contacted immediately. In the case of seized
records, the program's counsel should consider immediately seeking a court
injunction to recover  the records and to block the use of any information

- that the law enforeement officials have obtained from the records. The

enclosed (Tab B) complaint filed by the American Civil Liberties Union in

‘San Franciseo is illustrative of such an effort.

If a program staff member is arrested or must show cause why he or she
should not be held in contempt of court, the program's counsel should

' immediately inform the court of the prohibition of Federal law which led to

the staff member's refusal to provide the ‘information sought and the
preeminence of the Federal law over any conflicting State or local law,
ineluding the court's compulsory process (See 42 CFR 2. 13(b), 2. 61; 2. 23) and
take other approprxate legal action.

At the earliest practicable time following the seizure by law enforcement
officials of patient records in violation of the Federal confidentiality
statutes and regulations a full report of the incident, including the factual
background and the response of program persénnel, should be sent to:

Mr, Fleetwood Roberts, Special - Projects Branch, NIAAA,
Room 11A-02, Parklawn Building, 5600 Fishers Lane, Rockville,
Maryland 20857 if an alechol abuse program is involved; or

Ms. Sheila Gardner, Confldentlallty Comphance Speelallst,
Division of Community Assistance, NIDA, Parklawn Building,
"Room 9-03, 5600 Fishers Lane, Rockville, Maryland 20857, if
a drug abuse program is'involved..

‘This report should descrlbe what 1mmed1ate steps have been taken to
‘recover any seized records or to take other remedial action and what
-actions are planned to prevent reoccurrences of the incident. The informa-

tion provided will be used to determine whether (1) program personnel took
all necessary steps to comply with the confidentiality statutes and regula-

~ tions, (2) an investigation of the incident should be condueted and whether

the matter should be referred to the Department of Justice for possible

prosecution under the confidentiality statutes and regulatioris, and (3) the
- procedures established for handling these incidents should be modified or.
supplemented to assist other program personnel - across the country in

avoiding, or better dealing with, similar occurrences.

.. The alleged violation may also be reported to the local offlce of the
"~ United States Attorney (See 42 CFR 2.7).
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5.

6.

Use of Legal Counsel: Obtaining AdViée and Plirsuing Remedies

We emphasize that program staff must rely upon the program's legal counsel
and that  counsel must become familiar with the requirements of the
confidentiality statutes and regulations. Representation of .program per-
sonnel in court or other legal proceedings must be undertaken by counsel to
the program and cannot be performed by HEW, the Department of Justice,or
any other agency of the Federal Government. However, oral advice can be
obtained on the requirements of 42 CFR Part.2 directly from the HEW
Office of General Counsel in those cases in which- the program's legal
counsel is unavailable and time is of the essence. In these situations, the
program may make direet inquiries to Mr. Chris Paseal (301-443- 3096) or
Mr. Robert Lanman (301-443-1212) of the  HEW General Counsel's Office.
Written requests for interpretation of -the confidentiality regulations should
be directed to Mr. Lanman or Mr. Pascal at the following address: Public
Health Division, HEW Office of the General Counsel, Room 4A-53, Parklawn
Building, 5600 Fishers Lane, Rockville, Maryland 20857. We suggest that
these requests be prepared in consultation with the program's legal counsel.

" Copies of prior legal opinions interpreting the confidentiality regulations

may be obtained from Mr. Roberts or Ms. Gardner at the addresses listed
above. _ : : : '

| Enclosed at Tab C éré pertinent '6p.iniohs‘ of the \"HEW OffiAce of the General

Counsel interpreting the confidentiality regulations. These opinions should
be shared and discussed with the program's legal counsel. They deal with
permissible disclosures to law enforcement offieials and related matters,
including .the obtaining of authorizing court orders under 42 CFR Part 2,
Subpart E, and the making of cooperative agreements between treatment
programs and local law enforcement agencies. e

‘\Pt'ong'ams Whiéh'reéei\ge funds from the National Institute on Aleohol Abuse

and Alcoholism or the National Institute on Drug Abuse may, under the HEW
grants administration regulations, 45 CFR Part 74, use the grant funds to
pay the. cost of reasonable attorneys' fees incurred for legal advice and
assistance in complying with the confidentiality regulations. (See 45 CFR

Part 74, Subpart Q, Appendix C, section II.B.16, and Appendix F, sections B2

and G3l.) Included in the authorized use of these funds would be the pursuit
of legal remedies to recover patient records or to prohibit the use of
information gained from patient records in the investigation or prosecution
of any patient. It is up to the individual program to determine how much, if

-any, grant funds it wishes to use for legal services in complying with the
- confidentiality regulations. However, & determination by the program not

to use grant. funds in this manner will not be considered an acceptable basis
for failure to comply with the confidentiality regulations. ,

Preventing the Occurrence of Incidents With Local Law Enforcement
Agencies Which Lead to Prohibited Disclosures and Uses of Patient Records

We encourage treatment programs and their legal counsel to explore
methods for preventing disputes with law enforcement agencies over patient
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f:onfidentiality. Sometimes these disputes arise solely from a lack of prior
mformation about the Federal confidentiality requirements and from a
misunderstanding of these requirements. One way to prevent this problem is
for programs and their counsel to meet with local law enforeement agencies
and discuss the Federal confidentiality requirements before an inecident
oceurs. The exchange of information and the potential for education will be
enp_anced in an environment free from hostility and erisis. Sharing HEW
Otflcg of General Counsel opinions with these agencies may also be helpful,
especlall_y those which explain the regulatory requirements for obtaining an
authorizing court order (See the legal opinions numbered 77-12 and 77-19 at
Tab C). Each program's counsel should be consulted for other suggestions
for p?eventing‘ law enforcement disputes over patient confidentiality,
including the development of ecooperative agreements in this area within the
confines of Federal requirements (See the January 24, 1979, legal opinion at
Tab p). Requests for technical assistance in developing a good working
relationship with law enforcement agencies should be directed to

Mr. Roberts or Ms. Ga?r at the addresses above.

Director Director

National Institute on Aleohol National Institute on Drug
Abuse and Alcoholism Abuse .

Enclosures

Tab A: Regulations, 42 CFR Part 2.

Tab B: Complaint filed by the American Civil Liberties Union.

Tab C: Legal Opinions (Opinion dated January 24, 1979, and Opinion Nos.
77-29, 77-19, and 77-12).
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PART IV

DEPARTMENT OF
EDUCATION, AND

- HEALTH,
WELFARE

* Public Health Service

CONFIDENTIALITY OF
ALCOHOL AND DRUG
ABUSE PATIENT RECORDS

General Provisions

TAB A
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Title 42—Public Health

CHAPTER [|-—PUBLIC HEALTH SERVICE;-

DEPARTMENT OF HEALTH, EDUCATION,
AND WELFARE

SUBCHAPTER A—GENERAL PROVISIONS

PART 2—CONFIDENTIALITY OF ALCOHOL
AND DRUG ABUSE PATIENT RECORDS

On May 9, 1975, the Department of
Health, Education, and Welfare and the
Special Action Office for Drug Abuse Pre~
vention published in the Frpzrar .REGIs-
TER (40 FR 20522) a notice of proposed
joint rulemaking setting forth a proposed
new Part 2 of Title 42 of the Code of
Federal Regulations governing the con-
fidentiality of alcohol and drug abuse
batient records.

Interested persons were invited to sub-
mit written comments, views, or argu-
ments with respect to the proposed regu-
lations within 30 days of the date of pub-
lication of that notice. All comments so
submitted were carefully considered, and
at various stages in the rulemaking proc-
ess, the Administrator of Veterans' Af-
fairs and the heads of other Federal de-
partments and agencies substantially af-
fected by the proposed regulations were
consulted.

As finally adopted and set forth here-
inafter, the regulations contain two ma-
jor substantive changes from the May 9
proposal. The separate treatment of
funding sources and third-party payers
(§§ 2.21 and 2.37 of the proposed regula-
tlons) was abandoned as unworkable,
primarily because the prohibitions which
the proposed regulations would have
placed on funding sources would have
directly conflicted with requirements
which have been proposed in implemen-
tation of Title XX of the Social Security
Act (see proposed 45 CFR 228.63, 40 FR
16802, 16809, April 14, 1975). In leu of
this approach, §2.37 has been revised
to provide that funding sources and
third-party payers maintaining drug or
alcohol abuse patient records are sub-
ject to restrictions upon disclosure to the
same extent and in the same manner as
any other entity maintaining records
which are within the scope of the au-
thorizing legislatiori and this Part.

The other major change is in the area
of criminal justice system referrals, and
the grounds for the rules finally adopted
are set forth in the basis and purpose
section (§ 2.39-1) pertaining thereto. In
connection with that change, it must be
frankly -acknowledged that the argu-
ments set forth in the corresponding ba-
sls and purpose section (§ 2.40-~1) of the
May 9 proposal have merit. The final rule
may in certain instances result in a com-
promise of the treatment process, if
Judges or other authorities in the crim-
inal justice system overreact to informa-
tion whose comimunication is allowed
under the final rules but would have been
prohibited under the proposed rules.

Against such an adverse effect, how-
ever, there must be weighed the very real
advantage which genuine cooperation he-
tween community social service systems
and the criminal justice system can yield
for ‘those whose lives are.crippled and

scarred by the consequences of their own .

RULES AND REGULATIONS

criminal conduct. Governmental re-
sponses based on a pure medical model
have not met with noticeably greater
success than those based on a purely pu-
nitive approach, and it would be tragic if
these rules were so constructed as to be-
come a barrier to the development of
better ways to deal with those who are
caught up in a pattern of seriously anti-
social behavior,

In addition to the foregoing major
changes, the following minor policy
changes were made. i

Provisions relafing to destruction or
other disposition of records were dropped
from § 2.21 (§ 2.22 in the May 9 proposal)
as unnecessary except in the case of pro-

- grams discontinuing operations.

The fixed limitation on the permissi-
ble duration of written consent for dis-
closure was dropped from § 2.31 in favor
of a limitation to such duration as may
be reasonably necessary to effectuate the
purpose for which the consent is given.

The specification of crimes in § 2.65
for which a court order may be granted
authorizing use of program records in
the investigation or prosecution of a pa-
tient was broadened to covei any “ex-
tremely serious” crime, with those listed
in the May 8 notice being retained as
examples.

Finally, 2 number of clarifying, tech-
nical, and conforming changes were
made in the May 9 proposal, but these
are without significant substantive effect.

Accordingly, pursuant to the authority
of section 408 of the Drug Abuse Office
and Treatment Act of 1972, as amended
by Pub, L. 92-282 (21 U.S.C. 1175), and
section 333 of the Comprehensive Aléohol
Abuse and Alcoholism Prevention, Treat-
ment, and Rehabilitation Act of 1870,
as amended by Pub. L. 93-282 (42 U.S.C.
4582), and under the authority delegated
to the General Counsel of the Special
Action Office for Drug Abuse Prevention
(39 FR 17901, May 21, 1974), Subchapter
A of Chapter I, Title 42, Code of Federal
Regulations, is amended. by inserting
immediately after Part 1 thereof a new
Part 2 {0 read as set forth below.

Effective date. These regulations shall
be effective on August 1, 1975,

Dated: June 25, 1975.

R, MOURE,
"Acting Assistant Seeretary for
Health, Department of
Health, Education, and Wel-
fare.

Approved: June 26, 1975.

CasPAR W, WEINBERGER,
Secretary of Health, Education,
and Welfare.

Dated: June 27, 1975.

GrasTY CREWS II,
General Counsel, Special Action
- Office for Drug Abuse Preven-
tion.

Dated: June 27, 1975.

RoOBERT L. DUPONT,
Director, Special Action Office
for Drug Abuse Prevention.
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2.38 Employers and employment agen-
ciés—rules.

2.38-1 Employers and einployment agen-
cles—basis and purpose.

2.39 Criminal justice system referrals and
functions—rules.

2.39-1 Criminal justice system referrals and

functions—basis and purpose.
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for—rules. ’
2.40-1 Situations not otherwise provided
for—basis and purpose.
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pose.
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rules,
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connection with examinations—

rules,
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basis and purpose.
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266 Investigation and prosecution of
programs—rules.

2.66-1  Investigation and prosecution of
programs--basis and purpose.

2.67 Undercover agents and informants—
rules.

2.67-1 Undercover agents and informants-—
basis and purpose.

Subpart A-——Introductory Statement

§2.1 Statutory authority—drug abuse.

(a) Statulory provisions effective
May 14, 1974. Insofar as the provisions
of this part pertain to any program or
activity relating to drug abuse education,
training, treatment, rehabilitation, or
research, such provisions are authorized

under section 408 of Pub. L. 92-255, the
Drug Abuse Office and Treatment Act of
1972 (21 U.S.C. 1175) as amended by
section 303 of Pub, L. 93-282 (88 Stat,
137). That section reads as follows:

RULES AND REGULATIONS

§ 408. Confidentiality of patient records.

(a) Records of the identity, diagnosis,
prognosis, or treatment of any patient which
are nuaintained in connection with the per-
formance of -any. drug abuse prevention
Tunction gonducted, regulated, or directly or
indirectly assisted by any department or
agency of the United States shall, except as
provided in subsection (c), be confidential
znd be disclosed only for the purposes and
under the circumstances expressly avthor-
ized under subsection (b) of this section.

(b) (1) The content of any record referred
to in subsection (a) mAy be disclosed in ac-
cordance with the prior written consent of
the patient with respect to whom such rec-
ord is maintained, but only to such extent,
under such circumstances, and for such pur-
posgses as may be allowed under regulations
prescribed pursuant to subsection (g).

(2) Whether or not the patient, with re-
spect to whom any given record referred to in
subsection (a) of this section Is maintained,
gives his written consent, the content of
such record may be disclosed as follows:

(A) To medical personnel to the extent
necessary to meet a bona fide medical emer-
gency.

(B) To qualified personnel for the purpose
of conducting sclentific research, manage-
ment audits, financlal audits, or-program
evaluation, but such personnel may not iden~
tify, directly or indirectly, any individual
patient in any report of such research, audit,
or evaluation, or otherwise disclose patient;
identities in any manner.

(C) If authorized by an appropriate order
of a court of competent jurisdiction granted
atter application showing good cause there«
Ior. In assessing good cause the court shall
weigh the public interest and the need for
disclosure against the injury to the patient,
to the physician~patient relationship, and to
the treatment services. Upon the granting of
such order, the court, in determining the ex-
Yent to which any disclosure of all or any
part of any record is necessary, shall impose
appropriate safeguards against unauthorized
disclosure,

(c) Except as authorized by a court order
granted under subsectlon (b) (2) (C) of this
section, no record referred to in subsection
(a) may be used to Initiate or substantiate
any criminal charges against a patient or to
conduct any investigation of a patient.

(d) The prohibitions of this section con-
tinue to apply to records concerning any. in-
dividual who has been a patlent, irrespective
of whether or when he ceases to be a patient.

(e) The prohibitions of this section do not
apply to any interchange of records—

(1) within the Armed Forces or within
those components of the Veterans’ Admin-
{stration furnishing health care tc veterans,
or

(2) between such components and the
Armed Forces.

(£) Any person who violates any provision

of this section or any regulation issued pur-.

suant to this section shail be fined not more
than $500 in the case of a first offense, and
not more than 35,000 in the case of each sub-
sequent offense.

(g) The Director of the Special Action Of-
fice for Drug Abuse Preventlon, after consul-
tation with the Administrator of Veterans’
Affairs and the heads of other Federal de~
partments and agencies substantially affected
thereby, shall prescribe regulations to carry
out the purposes of this section, These reg=
ulations may contaln such 'definitions, and
may provide for such safeguards and pro-
cedures, including procedures and criteria
for the Issuance and scope of orders under
subsection’ (b) (2) (C), as in the judgment of
the Director are necessary or proper to effec=
tuate the purposes of this section, to prevent
ciroumvention or evasion thereof, or to fa-~
cilitate compliance therewith,
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(b) Amendments effective June 30,
1975. Effective on the date specified in
section 104 of the Drug Abuse Office and
Treatment Act of 1972 (June 30, 1975),
the first sentence of section 408(g).above,
will be amended by striking “Director of
the Special Action Office for Drug Abuse
Prevention” and inserting in lieu thereof
“Secretary of Health, Education, and
Welfare”, and the second sentence of

such section will be amended by striking

“Director” and inserting “Secretary” in
lieu thereof. Also effective on that date,
section 408, above, will be further
amended by (1) striking out “The'" and
inserting in lieu thereof “Except as pro-
vided in subsection (h) of this section,
the” in the first sentence of subsection
(g) of such section; and (2) adding at
the end of such section the following
new subsection:

(h) The Administrator of Veterans' Affalrs,
through the Chief Medical Director, shall,
to the maxtmum feasible extent consistent
with their responsibilities under title 38,
United States Code, prescribe regulations
making applicable the regulations estab-
lished by the Secretary under subsection (g)
of this gection to records maintained in con-
nection with the provision of hospital care,
nursing home care, domlciliary care, and
medical services under such title 38 to vet-

-erans suffering from drug abuse. In prescrib-

ing and implementing regulations pursuant
to this subsection, the Administrator shall,
from time to time, consult with the Secre-
tary In order to achieve the maximum pos-
sible coordination of the regulations, and
the implementation thereof, which they each
prescribe,

§2.2 Statutory

abuse.

Insofar as the provisions of this part
pertain to any program or activity relat-
ing to alcoholism or alcohol abuse edu-
cation, training, treatment, rehabilita-
tion, or research, such provisions are
authorized under section 333 of Pub. L.
91616, the Comprehensive Alcohol Abuse

authority—alcohol

and Alcoholism Prevention, Treatment -

and Rehabllitation Act of 1970 (42 U.S.C.
4582), as amended by section 122(a) of
Pub. L. 93-282, the Comprehensive Al-
cohol Abuse and Alcoholism Prevention,
Treatment, and Rehabilitation Act

Amendments of 1974 (88 Stat. 131). As
so amended,  that section reads as
follows:

CONFIDENTIALITY OF RECORDS

Skec. 333. (a) Records of the identity, diag-~
nosis, prognosis, or treatment of any patlent
which are maintained in connection with the
performence of any program or activity re-
lating to alcoholism or alcohol abuse edvica~
tion, training, treatment, rehabilitation, or
research, which is conducted, regulated, or
directly or indirectly assisted by any depart-
ment or agency of the United States shall,
except as provided in subsection (¢), be con-
fidential and be disclosed only for the pur~
poses and under the circumstances expressly
authorized under subsection (b) of this
gection,

(b) (1) The content of any record referred

to in subsection (a) may be disclosed in ac=

cordance with the prior written consent of
the patient with respect to whom such rec-
ord Is maintained, but only to such extent,
under such circumstances, and for such pur-
poses a8 may be allowed under regulations
prescribed pursuant to subsection (g).
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(2) Whether aor not the patient, with re-
spect to whom any given record referred to
in subsection (a) of this section is main-
tained, gives his written consent, the content
of such record may be disclosed as follows:

(A) To medical personnel to the extent
necessary to meet a bona fide medical emer-
gency.

(B) To qualified personnel for the pur
pose of conducting scientific research, man-
agemeiit audits, financial audits, or program
evaluation, but such personnel may not iden-
tity, directly or indirectly, any individual
patient in any report of such research, audit,
or evaluation, or otherwise disclose patient
identities in any manner,

(C) If authorized by an appropriate order
of a court of competent jurisdiction granted
after application showing good.cause there-
for. In assessing good cause the court shall
welgh the public interest and the need for
disclosure against. the injury to the patient,
to the physiclan-patient relationship, and
to the treatment services. Upon the granting
of slich order, the court, in determining the
extent to wbhich any disclosure of all or any
part'of any record is necéessary, shall impose
appropriate safeguards against unauthorized
disclosure.

(c) Except as authorized by a court order
granted under subsection (b)(2)(C)- of this
section, no record referred to in subsection
(a) may be used to initiate or substantiate
any criminal charges against a patient or to
conduét any investigation of a patient.

(d) The prohibitions of this section con-
tinue to apply to records concerning any in-
dividual who has been & patient, irrespective
of whether or when he ceases to be a patient.

.(e) The prohibitions of this section do
not- apply to any interchange of records—

(1) within the Armed Forces or within
those components of the Veterans’' Admin-
istration furnishing health care to veterans,
or

(2) between such components and the
Armed Forces,

(f) Any person who violates any provi-
sion of this section or any regulation issued
pursuant to this section shall-bgé fined not
more than 3500 in the casa of a first offense,
and not more than $5,000 in the case of each
subsequent offense.

(g) Except as provided in.subsection (h)
of thig section, the Secretary shall prescribe
regulations to carry out the purposes of this
section. These regulations may contain. stich
definitions, and may provide for such safe-
guards and procedures, including procedures
and criteria for the issuance and scope of
orders under suhsection. (b) (2)(C), as in
the judgment of the Secretary are necessary
or proper to effectuate the purposes of this
section, to prevent circumvention or evasion
thereof, or t6 facilitate compliance ‘there-
with.

(h) The Adminjstrator of Veterans’ Affalrs,
through the Chief Medical Director, shall, to
the maximum feasible extent consistent with
their responsihilities under title 38, United
States Code, prescribe regulations making
applicable the regulations prescribed. by the
Secretary under subsection (g) of this sec-
tion to records maintalned in connection
with the provision of hospital care, nursing
home care, domicilisry care, and medical
services under such title 38 to veterans suf-

fering from alcohol abuse or alcohollsm, In -

prescribing and {mplementing. regulations
pursuant to this subsection, the Administra=
tor shall, from time to time, consult with
the Secretary in order to achieve the maxi-
mum. possible coordination of the regula-
tions, and the implementation thereof,

which they each presn=ibe,
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§2.3 Previous regulations as controlling
authority.

Attention is called to the interpreta-
‘tive regulations, issued by the Special
Actign Office for Drug Abuse Prevention
(37 FR 24636, November 17, 1972, as re-
vised 38 FR 33744, December 6, 1972,
referred to hereinafter in this part as
the “previous regulations’). Those regu-
lations have been given a special status
as contrelling suthority by the provi-
sions of section 203(¢(d) of Pwa. L. 93-282,
as well as the references in the legisla~
tive history of that act to the precedents
established under section 408 of Pub. L.
92-255. Such referéences appear at page
11 of House Committee Report No. 93—
759 and at page H3563 of the Congres-
sional Record for May 6, 1974. The latter
citation is to & detailed analysis of the
bill in itsifinal form which was submitted
for the Record by its floor manager,
Chairman Staggers of the Interstate and
Foreign Commerce Committee, when the
bill was up for final action by the House
of Representatives.

§ 2.4 General purposes,

(a) Policy objectives..The purpose of
the regulations set forth.in this part is
to implement the authorizing legislation
in a manner that, to the extent practica-
ble, takes into account two streams of
legal thought and social policy. One has
to do with :nhancing the guality and
attractiveness of treatment systems. The
other is concerned with the interests of
patients as citizens, most particularly
in regard to protecting their rights. of
privacy. Within each stream there are
cross-currents, and it should come as no
surprise that areas of turhulence are to
be found at their confluence:

(b) Limited purpose. The regulations
contained in this part are not intended
to direct the manner in which substan-
tive functions, such as research, .treat-
ment, and evaluation, should be carried
out, but rather to define the minimum
requirements for the protection of con-
fidentiality of patient records which must
be satisfied in connection with the con-
duct of those functions in order to carry
out the purposes of the authorizing
legislation. This does not mean that ob-
servance of only the minimum legal re-
quirements is always the ‘wisest course,
but in framing these regulations, allow-
ance has necessarily been made for a
diversity of emphasis and approach in
the mdny different jurisdictions and by
the great variety of public and private
agencies which must find a way to func-
tion within the limits here prescribed.

§ 2.5 - Format.

(a) Basis and purpose sections. Each
section setting forth rules on any given
topic in Subparts B through E of this
part is followed by a section setting forth
their basis and purpose. In many cases,
the basis and purpose section is itself
an interpretative rule regarding the legal
authority of the rulemakers. In other
instances, it summarizes historical or
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evidentiary material relevant to the
validity and interpretation of the section
which precedes it.

(b) Statutory rules fully incorporated.
Although, for convenience of reference,
the statutory basis for this part is set out
in full in §§ 2.1 and 2.2; the regulations
in Subparts B through E of this part are
intended to include ‘all of the operative
statutory provisions.

§ 2.6 Administration and enforcement
in general.

It is not éontemplated that any par-
ticular agency will be set up specifically
to enforce compliance with this part.
Programs which receive Federal grants
may be monitgied for compliance with
this and other applicable Federal law as
an incident to the grant administration
process. . Similarly,” FDA inspections of
methadone programs will include inspec-
tion for compliance with this part, which
is incorporated by reference in the meth-~
adone regulation (21 CFR 310.505).

§ 2.7 Reports of violations.

Any violation may be reported to the

United States Attorney for the judieial
distri¢t in which' the violation occurs.
Violations on the part of methadone pro-
grams may be reported to the regional
offices of the Food and Drug Adminis-
tration. Violations on the part of a Fed-
eral granteeior contfactcr may be re-
ported to the Federal agency monitoring
the grant or contract.

Subpart B-—General Provisions -
§ 2.11 Definitions and usages.—Rules.

(a) Authorizing legisiation. The term
“authorizing legislation” means section
408 of the Drug Abuse Office and Treat-
ment Act of 1972 (21 U.S.C. 1175) and
section 333 of the Comprehensive Alcohol,
Abuse and Alcoholism Prevention, Tres-
ment, aiid Rehabilitation Act of 1970 (42
U.S.C. 4582), as such sections may be
amended and in effect from time:to time.

(b) Construction of terms. The defini-
tions and rules of construction set forth
in this section are’ applicable for the pur-
poses of this part. To the extent that they
refer to terms used in the authorizing
legislation,. they are also applicable for
the purposes of such legislation.

(c) Alcohrol abuse. The term “alcohol
abuse” includes alcoholism.

(d) Drug abuse. The term “drug abuse”
includes drug addiction.

(e) Diagnosis and treatment, The
terms “diagnosis” and “treatmént” in-
clude interviewing, counselling, and any
other services or activities carried on for
the purpose of or as an incident to diag-
nosis, treatment, or rehabilitation with
respect to drug abuse or alcohol abuse,
whether or not conducted by & member
of the medical profession.

(£) Program,

(1) The term “program®, when refer-
ring to an individual or organization,
means either an individual or an orga-
nization furnishing diagnosis, treatment,
or referral for salcohol abuse or drug
abuse.
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(2) The term “program’, when not
used in the sense deflned in paragraph
(f) (1), means a plan or procedure,
whether functional or organizational,
and whether or not governmental, for
dealing with alcohol abuse or drug abuse
problems from either an individual or
a social standpoint.

(g) Program evaluation.

The term “program evaluation’” means
an evaluation of—

(1> The effectiveness, efficiency, com-
pllance with applicable therapeutie,
legal, or other standards, or other as-
pects of the performance, of a.program
as defined in paragraph (f) (1) of this
section, or

(2) The validity, effectiveness, effi-
clency, practicability, or other aspects
of the utility or success of a nrogram
In the sense defined in paragraph (£) (2)
of this section.

¢th) Program director. The term
“program. director” in the case of s
program which is an individual means
that individual, and in thz case of a
program which is an organization,
the individual, if any, who is the prin-
cipal, or, in the case of organizations
consisting of partners or under the con-
trol of a bhoard of directors; board of
trusiees or other governing bhody, the
individuel designated as program direc-
tor, managing director, or otherwise
vested with executive authority with
respect to the organization.

(1) Patient. The term “patient” means
any individual (whether referred to as a
patient, client, or otherwise) who has-ap-
plied for or been given diagnosis or treat-
ment for drug abuse or alcohol abuse and
includes any individual who, after arrest
on & criminal charge, is interviewed
and/or tested in connection with drug
or alcohol abuse preliminary to a deter-
mination as to ®eligibility to participate
in a treatment or rehabilitation program.

(i) Patient identifying information.
‘The term: “patient identifying infor-
mation” means the name, address, social
securlty number, or simiiar information
by which the identity of a patient can
be determined with reasonable accuracy
and speed either directly or by refer-
ence to other publicly available infor-
mation. The term does not include a
patient identifying number assigned by
8 program,

(k) Alcohol abuse or drug abuse pre-
vention function. The term *“alcohol
abuse or drug abuse prevention function”
means any program or activity relating
to alcohol abuse or drug abuse educa-
tioy, training, treatment, rehabilitation,
or research;,.and includes any such func-
tion even when performed by an orga-
nizetion whose primary mission is in the
fleld of law enforcement or is unrelated
ta.aleohol or druss. ’

(1) The term “person” means gn in-
dividual, a partnership, a corporation, a
trust, a Federal or State governmental
agency, or any other legally cognizable
entity. . .

(m) Service organization. The term
“service organization” means a person
which provides services to a program

such as data processing, dosage prepara-
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tion, laboratory analyses, or legal, medi-
cal, accounting, or other professional
services.

(n) Qualified service organization. The
term “qualified service organization”
means a service organization which has
entered into a written agreement with a
program pursuant to which the service
organization—

¢1) acknowledges that in receiving,
storing, processing, or otherwise dealing
with any information from the program
about patients in the program, it is fully
bound by the provisions of this part;

(2) undertakes to institute appropri-

.ate procedures for safeguarding such in-

formation, with particular reference to
patient identifying information; and

(3) undertakes to resist in judicial pro-
ceedings any efforts to obtain access to
information pertaining4to patients other-
wise than as expressly provided for in
this part. . :

(0) Records. The term “records” in-
cludes any information, whether re-
corded or not, relating to a patient, re-
ceived or acquired in connection with the
performance of any alcohol abuse or drug
abuse prevention function, whether such
receipt or acquisition is by a program, a
qualified service organization, or any
other person.

(n) Communications not constituting
disclosure. The following types of com-
munications do not constitute disclosures
of records: :

(1) Communications of information
within a program between or among per-
sonnel having a need for such informa-
tion in connection with their duties.

(2) Communications between a pro-
gram and a qualified service organiza-
tion of information needed by the orga-
nization to perform its services to the
program.

(3) Communications of information
which includes neither patient identify-
ing information nor identifying numbers
assigned by the program to patients.

(q@) Previous regulations. The term
“previous regulations” refers to the in-
terpretative regulations issued by the
Special Action Office for Drug Abuse
Prevention, originally published Novem-
ber 17, 1872, 37 FR 24636, as revised
December 6, 1973, 38 FR 33744,

(r) State law. The term “State law”
refers to the law of a State or other juris~
diction, such as the District of Columbia,
as distinguished from Federal law in
general, As applied to transactions which
do not take place in any State or other
similar jurisdiction, the term refers to
Federal common law as modified by any
applicable Federal statutes and regula-
tions.

(). Tnird party payer. The term
“third party payer” means any organi-
zation (or person acting as agent or
trustee for an organization or fund)
which pays or agrees to pay for diag-
nosis or tréatment furnished or to be
furnished to a particular individual,
where such payment or agreenient to pay
is on the basis of an individual relation-
ship between the payer and the patient
(cr a member of the patient’s family in

.
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the case of self-and-family insuranqe
coverage or similar arrangements) evi-
denced by a contract, an insurance pol-
icy, a certificate of membership or par-
ticipation, or similar documentation.

(t) Funding source. The term “fund-
ing source” means any individual or any
public-or private organization, including
any Federal, State, or local governmental
agency, which makes payments in sup-
port of a program. A funding source is
not, as such, a third party payer, even
where its payment sare based directly
or indirectly on the program’s patient
load with or without respect to specified
categories of eligible persons.

(u) August 22, 1974 draft. References
to the “August 22, 1974 draft” are to the
draft regulations set out in the. Advance
Notice of Proposed Joint Rulemaking
published in the FEDERAL REGISTER on
August 22, 1974, 39 FR 30426, by the
Department of Health, Education, and
Welfare'and the Special Action Office for
Drug Abuse Prevention.

§ 2,111 Definitions and usages.~—Basis
and purpose.

(a) In general. The definitions are
based upon the legislative history of and
experience witlrthe authorizing legisla-
tion, and are intended as aids to con-
struing the provisions of this part to
carry out the purposes of those statutes.

(b) Coverage of applicants for treat-
ment. Section 2.11(1) is intended to make
it clear that records of the identity and
other information about a person whose
application is rejected or withdrawn are
fully as much covered by this part as
records pertaining to a patient actunlly
accepted for treatment.

(¢) Program terminology for pulicn!s
not conirolling. While many programs
prefer to use “client” or some other term
instead of “patient” to describe the re-
cipients of their services, it is believed
preferable to use terminology in this part
which is consistent with that used in the
authorlzing legislation. It should be
clearly understood, however, that the
records of any individual who fits the
definition set forth in §211¢) are
covered, no matter what terminology the
program may use to designate his status.

(d) Origin of “prevention function”
terminology. The definition of alcohol
abuse or drug abuse prevention. function
in § 2,11(k) is adapted from the defini-
tion of drug abuse prevention function fi
section 103(b) of the Drug Abuse Office
and Treatment Act of 1972 (21 U.S.C.

-1103(b)). Although there was no corre-

sponding defined term available to the
draftsman of the 1974 amendment to
section 333 -of the Comprehensive Alco-
hol Abuse and Alcoholism Prevention,
Treatment, and Rehabilitation - Act -oft
1970 (42 U.8.C. 4582) , 1t is clear from the
legislative history that the coverage o1
alcohol -abuse .patient records was i~

- tended to be fully as wide as the coverage

of drug abuse patient records; and the

definition In § 2.11(k) reflects that in--

tention, ‘ ,
(e)"Ambiguity of the term “program”.
It is recognized that it Is ordinarily poor

drafting technique to use the same term -
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in senses which are as different, yet
related, as those in §§2.11(f) (1) and

2.11(f) (2), This part, however, has to be...

read both in conjunction with the Food
and Drug Administration's Methadone
Regulation and the Drug Abuse Office
and Treatment Act of 1972, The Metha-
done Regulation (21 CFR 310.505)
clearly uses the term “program” in the
§ 2.11(£) (1) sense. In section 103(b) of
the Act (21 U.8.C, 1103(b)), it is clearly
used in the § 2.11(f) (2) sense, and the
usage insection 408(b) (2) (B) of the Act
has from its original enactment been ad-
ministratively interpreted to include both
senses. As used in this part, the context
should indicate the intended meanings
with sufficient clarity to make this pref-
erable to creating and defining new ter-
minology which would be different from

that used in related regulations and the

authorizing legislation.

(f) Construction of disclosures. Sec~
tion 2.11(p) 1is intended to clarify the
status of communications which are car-
ried on within a program or between &
program and persons or organizations
which are assisting it in providing pa-
tient care. The authorizing legislation’
was not intended to prohibit programs
from carrying on accepted practices in
terms of obtaining specialized services
from outside organizations. In conjunc-
tion with the definition of qualified serv-
ice organizations, set forth in §2.11(11),
the provisions of §2.11(p) should pre-
vemnt the development of abuses in this
area. .

§2.12 Applicability.—Rulecs.

(a) In general. Except as provided in
paragraph (b) of this section, this part
applies to records of the identity, diag-
nosis, prognosis, or treatment of any pa-
tient which are maintained in-connec-
tion with the performance of any alcohol
abuse or drug abuse prevention func-
tion— . . :

(1) Which is conducted in whole or in
part, whether directly or by grant, con-
tract, or otherwise, by any department
or agency of the United States,

(2) For the lawful conduct of which
in whole or part any license, registration,
application, or other authorization is re-
quired to be granted or approved by any
department or agency of the United
States, . )

(3) Which is assisted by funds sup-
plied by any department or agency of the
United States, whether directly through
a grant, contract, or otherwise, or in~
directly by funds supplied to a State or
local government unit through the me-
dium of contracts, grants of any descrip-
tion, general or special revenue sharing,
or otherwise, or S

(4) 'Which is assisted by the Internal
Revenue. Service of the Department of

the Treasury through -the allowance of

income tax deductions for contributions
to ‘the program’ conducting ‘such func-
tion, or by 8 way of a tax-exempt status
for such program. ' :
(b) Armed Forces and Veterans’ Ad-
ministration., :

(1) The provisions of this part do not

apply to any interchange, entirely with-
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in the Armed Forces, within those com-
ponents of the Veterans’ Administration
furnishing health care to veterans, or be-
tween such components and-the Armed
Forces, of records pertaining to a per-
son relating to a period when such per-
son is or was subjéct to the Uniform Code
of Military Justice.

(2) Except &8s provided in paragraph
(b) (1) of this section, this part applies
to any communication between any per-
son outside the Armed Forces and any
person within the Armed Forces.

(3) Except as provided in paragraph
(b) (1) of this section, this part applies,
insofar as it pertains to any drug abuse
prevention function, to any communica-
tion between any -person outside those
components of the Veterans’ Administra-
tion furnishing health care to veterans
and any person within such components,
until such date as the Secretary of
Health, Education and Welfare exercises
his authority (conferred by an amend-
ment effective Jung 30, 1975) to prescribe
regulations under section 408 of Pub. L.
92-255 (21 US.C. 1175). After such date,

this part applies thereto to such extent,

as the Administrator of Veterans' Af-
fairs, through the Chief Medical Direc-
tor, by regulation makes the provisions
of this part applicable thereto.

(4) Except as provided in paragraph
(b) (1) of this section, this part applies,
insofar as it pertains to any alcohol
abuse prevention function, to any com-
munication between any person outside
those components of the Veterans' Ad-
ministration furnishing health care to
veterans and any person within such

components, to such extent as the Ad-.

ministrator of Veterans' Affairs, through
the Chief Medical Director, by regulation
makes- the provisions of this part ap-
plicable thereto.

tc) -Period covered as affecting appli-
cability, The provisions of this part apply
to records of identity, diagnosis, prog-
nosis, or treatment pertaining to any

given individual maintained over any.

period of time which, irrespsctive. of
when it begins, does not end before
March 21, 1972, in the case of diagnosis
or treatment for drug abuse or before
May 14, 1974, in the case of diagnosis or
treatment for alcohiol abuse.

(d) Applicability determined by nature
and purpose of records. The applicability
of the provisions of this part is deter-
mined by the neture and purpose of the

- records in question, and not by the status

or primary functional capacity of the rec-
ordkeeper. ; ’

§ 2.12-1 Applicability ~Basis and pur.
pose. ) .

(a) The broad. coverage provided by

§ 2.12(a) - Is appropriate in the light of

the remedial purposes of the statutes as

well as the practical desirability of cer-

. tainty and uniformity. Sections 2.12¢a) -

(1) and 2.12(a) (2) simply follow the

. terms of subsection (a) -of the statutes,

with some explanatory material for the
sake of clarity and explicitness. s
(b) Sectlons 2.12(a)(3) and 2.12(a)
(4) are based upon the use by Congress
of the phrase “directly or indirectly as-

sisted by any department or agency of
the United States”. In the light of the
multiplicity and extent of Federal pro-
grams and policies which can be of as-
sistance to drug and alcoholism pro-
grams, this wording strongly suggests an
intention to provide the broadest cover-
age consistent with the literal terms of
the statutes. Many programc commence
with direct Federal assistance, financial,
technical, or both, and later continue
with State aid and private, tax-deducti-,

“ ble contributions. It would-be manifestly

contrary to the general policy sought to
be effectuated by the legislation if. the
confidential status of & program’s rec-
ords were to terminate, or.even be called
into question, by the cessation of direct
Federal assistance.

(¢c) With regard to §212(a)(3), it
seems clear that whenever a State’or
local government is assisted by the Fed-
eral government by way of revenue shar-
ing or other unrestricted grants, all of
the programs and activities of the State
or local government are thereby indie
rectly assisted, and thus meet that aspect
of the statutory criteria for coverage.

(d) Section 2.12(a)'(4) follows the
doctrine established In McGlotten v, Con-
nally, 338 F. Supp. 448 (D.C. D.C., 1972),
in which it was held that the. deductible
status of contributions to an organiza-
tlon constitutes “Federal financial as-
sistance” within the meaning of section
601 of the 1964 Civil Rights..Act (42
U.S.C. 2000d). The inclusion of the ad-
Jective “indirect” as a modifier of the
term “assistance” as used in the provi-
sions of law authorizing this part sug-
gests an intention to provide coverage at
least as broad, if not broader than, sec-
tion 601 of the Civil Rights Act in respect
of financial assistance, See, also, Green
v. Connally, 330 ¥, Supp. 1150 (D.C, D.C.,
1871) aff’'d sub. nom. Coit v Green, 404
U.8. 997, 92 8. Ct. 564, 30 L. Ed. 2d 550
(1971). ’

(e) Section 2:12(b) essentially repeats
the interpretation iven in § 1401.02(b)
of the previous regulation except that it .
takes account of the special provisions.
inserted in the new law with reference '
to the Veterans Administration, and
makes clear that the exemption for com-
munications within the military~VA sys-
tem does not generally apply to records -
pertaining to civillans,

(f) Section 2.12(¢c), which deals with
the question of how the period covered
by any given set of records affects the

- applicability of these regulations to them,

restates the principle set forth in § 1401,
02(a) of.the previous regulations, and
applies it to'records in the fleld of alcohol
abuse as well as drug abuse. The author-
izing legislation contains no effective
date provisions. A construction which-
would apply the statutes to records of
completely closed treatment epilodes,
records necessarily made and maintained
prior to the enactment of the legislation;
would create serlous administrative prob=
lems, It seems doubtful, in any ocese,
whether such records have been “main«
tained,” within the meaning of the stat-

utes, durlng any period of time after

their enactment. On the other hand, ff
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treatment is actually carried on after the
enactment of the applicable statute, then
all the records should be covered ir-
respective of when treatment was begun,
because such records clearly are being
“maintained” after the enactment of the
iegislation. :

(g) Section 2.12(d) has been included
to make explicit one of the legal impli-
cations of the authorizing legislation,
which is cast in terms descriptive of the
records which are to be confidential
rather than of the recordkeepers on
whom & duty is thus imposed. The result
is that, for example, where a State
agency maintains an individual client
record which contains identifying infor-
mation about a client (ie., patient) re-
ceiving treatment or rehabilitation serv-
ices for drug abuse, such g record is clear~
ly a record maintained in connection with
a drug abuse prevention function, and is
subject to the provisions of this part, The
fact that the record may also be required
by statute or regulations pertaining to
eligibility for FPederal Financial Partici-
pation would in no way exempt the rec~
ord from -the prohibitions and require-
ments of this part. Thus, it would be un-
lawful and a violation of these regula=~
tions for such a record to be made avail~
able to a law enforcement agency, or to
determine (without the prior written
consent of the client) eligibility for other
welfare benefits, or for any other ad-
ministrative or investigative uses or pur-
poses which would involve or result in an
identification of the client to a third
party.

§ 2,13 General rules regarding confi-
dentiality.—Rules.

(a) In general. Records to which this
part applies shall be confidential and
may be disclosed only as authorized by
“this part, and may not-otherwise be di-
vulged in any civil, criminal, adminis-
trative, or legislative proceeding con-
ducted by any Federal, State, or local
suthority, whether such proceeding is
commenced before or after the effective
date of this part.

(b) Unconditional compliance re-
quired. The prohibition upon unauthor-
ized disclosure apples irrespective of
whether the person seeking disclosure
already has the information sought, has
other means of obtaining it, enjoys offi-
clal status, has cbtained a subpoena, or
asserts any  other justification or basis
for disclosure not expressly authorized
under this part. N

(¢) Information covered by prohibi-
tion. The prohibitlon on unauthorized
disclosure covers all information about
patients, including their attendanee or
ahsence, physical whereabouts, or status
as patients, whether or not recorded, in
the possession of program personnel, ex-
cept as provided in paragraph (d) of this
section. y

(d) Crimes on program premises or
against program personnel. Where a pa-
tlent commits or threatens to commit a
crime on the premises of the program or
against personnel ‘of the program,
nothing in this part shall be construed
&8 prohlbiting personnel of the program
from seeking the assistance of, or re-

4 e
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porting such crime to, a law enforcement
agency, but such report shall not iden-
tify the suspect as a patient. In
any such situation, immediate consider-
ation should be given to seeking an order
under Subpart E of this part to permit
the disclosure of such limited informa-
tion about the patient as may be neces-
sary under the circumstances.

(e) Implicit and megative disclosures
prohibited. The disclosure that a person
(whether actual or fictitious) answering
to a particular description, name, or
other identification is not or has not been
attending a program, whether over a
perfod of time or on a particular occa-
sion, is fully as much subject to the pro-
hibitions and conditions of this part as
& disclosure that such e person is or has
been attending such a program. Any im-
proper or unsuthorized request for any
disclosure of records or information sub-~
ject to this part must be met by a non-
committal response. .

(f) In-patients and residents. The

presence of any in-patlent in a medical’

facility or resident in a residential facil-
ity for the treatment of drug or alcohol
abuse may be acknowledged to callers
and visitors with his written consent.
‘Without such consent, the presence of
any in-patient or resident in a facility
for the treatment of a variety of condi-
tions may be acknowledged if done in
such a way as not to indicate that the
patient is being treated for drug or alco-
hol abuse. .

§ 2.13-1 General rules regarding confi-
dentiality.—Basis and purpose.

(a) Section 2.13(a) enunciates the
general principle of the statutory pro-
visions, and is unchanged from § 1401.93
of the previpus regulations.

(b) Sections 2.13(b) and 2.13(c) have
bheen added on the basis of written com-
ments on the draft regulations published
August 22, 1974, in which there was a
documented report that counsel for a
program had advised the program that it
could furnish information to the FBI
about patients without thelr written con-
sent and without completing a full judi-
cial proceeding 'in accordance with Sub-
part E of this part. Sections 2.13(b) and
2.13(¢) should clarify the original intent
of the statutes and regulations to the ex-
tent of precluding such errors in the
future, ’

(c) In the situation described In
§ 2.13(d), the desirability of the general
prophylactic rule prohibiting-disclosures
by program personnel about patients re-
gardless of whether such disclosures are
from g written record must yleld to the
practical necessity to permit protection
from, and prompt reporting of, criminal
acts. In the preface to the first set of
regulations issued under 21 U.S.C. 1175,
it was emphasized that the oxzeration of
that section “in no way creates a sanc-
tuary for criminals.” (37 FR 24636, No-
vember 17, 1972). Section 2.13(d) is con-

“sistent with that contemporaneous ad-

ministrative construction.

(d) Secilon 2.13(e) is adapted from
§ 1401.11 of the August 22, 1974 draft.
‘The suggestion that this part be cited
when declining to glve information has
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been deleted on the basis of comments
that correctly pointed out that such a
citation, if given by an institution or
program maintaining some records
covered by this part and some not, would
serve to identify the records inquired
about as pertaining to treatment covered
by this part.

Section 2.13(f) merely clarifies the ef-
fect of the preceding paragraphs in the
special situations to which paragraph (f)
relates.

§ 2.14 Peénalty for violations,~~Rules.

(a) Penalty provided by law. Any per-
son who violates any provision of the
authorizing legislation or any provision
of this part shall be fined not more than
$500 in the case of a first offense, and
not more than $5,000 in the case of each
subsequent offense. »

(b) Application to subsequerit offen-~
ses. Where a defendant has committed
one offense under either section authoriz-
ing this part or any provision of this part
authorized by that sectlion, any offense
thereafter committed under the same
section or any provision of this part au-
thorized under that section shall be
treated as a subsequent-offense.

§2.14~1 Penalty for violations.—Basis
and purpose.

(a) Section 2.14 states the criminal
penglty provided for in subsection (f) of
the sections authorizing this part. It is
included in this part for convenience
and completeness. Some of the com-
ments received on this section when
originally proposed suggested that crimi-
nal penalties for violation should include
imprisonment, but such a change would
have to be made by legislation rather
than rulemaking.

(b) Section 2.14(b) clarifies the inten~
tion that the “subsequent offense” need
not be identical to the first offense, as
long as it is committed with respect to
the same statutory section. For example,
& person whose first offense had con-
sisted of improperly releasing the name
of g patient in an alcohollsm treatment
program would be punishable for a “sub~
sequent offense” if he later gives out in-
formation from the diagnostic work-up of
an alcoholism patient.

§2.15 Minor patients.~—Rules.

(a) Definition of minor. The term
“minor” means a person who has not at~
tained the age of 18 years or, In a State
where a different age is expressly pro-
vided by State law as the age at which
a person ceases to be a minor, the age
prescribed by the law of such State,

(b) Consent to disclosure in general.
Except as provided in paragraph (¢),
where consent is required for any dis-
closure under this part, such consent in
the case of a minor must be given by
both the minor and his parent, guardian,
or other person authorized under State
law. to act in his behalf, but any dis~
closure made after the patient has ceased
"to be a minor may he consented to only
by the patient.

(¢) Rule when State law authorizes
treatment without parental consent.

Whenever a patient, acting alone, has the
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legal capacity under the applicable State
law to apply for and obtain such diagno-
sis, counselling, administration of medi-
cation, or other services as actually are
or were provided to him by the program
with respect to which he is or wsas a
patient, any consent required for dis-
closure under this part may be given only
by the patient, notwithstanding the fact
that the patient may be a minor.

(d) Initial contacts, When a minor
applies for services under circumstances
other than those described in paragraph
(c) of this section, the fact of such ap-
plication may not be disclosed, except as
an incident to a communiecation au-
thorized under paragraph (f) of this sec~
tion, without consent of the_applicant,
to the applicant’s parent, guardian, or
other person authorized under State law
to act on behalf of the applicant. When
such an applicant refuses consent, it
must be explained to the applicant that
while he or she has the right (subject
to the provisions of paragraph (f) of this
section) to withhold such consent, the
services, applied for cannot be provided
without it. ;

(e) Collection or attempted collection
of payment for services, Where State
law authorizes the furnishing.of services
to a minor without the consent of the
minor’s parent or guardian, no inquiry
may be made of the parent's or guard-
ian’s financial responsibility, and no bill,
statement, request for payment, or any

other communication in respect of such

services may be transmitted directly or
indirectly to such parent or guardian,
without the express written consent of
the patient. Such consent may not be
made a condition of the furnishing of
services except in the case of a program
which is not required by law, and dees
not in fact hold itself out as willing, to
furnish services irrespective of ability
to pay. .

(f). Applicant lacking capacity for
rational choice. When, in the judgment
of a program director a minor applicant
for services, because of extreme youth or
niental or physical condition, lacks the
capacity to make a rational decision on
whether to consent to the notification
of a parent or guardian, and the situa-
tion of the applicant poses a substantial
threat to the life or physical well being
of the applicant or any other individual,
and such threat might be reduced by
communicating the relevant facts to a
parent or guardian of the applicant,
such facts may be so communicated by
the program director or by program per-
sonnel authorized by the director to do
S0.

§2.15-1 Minor
purposc.

(a) The statutes authorizing this part
are totally silent on the issue of the
capacity of ‘a minor to give consent for
disclosures, and there is nothing in the
legislative history to suggest that the
question was ever considered by Con-

patients.—Basis and

‘gress. The question 1is, however, one

yhich arises repeatedly, ‘and it is there-
fore appropriately addressed under the
general rulemaking authority conferred
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by subsection (g) of the authorizing
legislation. ‘
(b) Perhaps no legal issues are more

--highly charged than those affecting the

relationship of parent and child. Since
Congress has not evidenced an intention
to affect this relationship, it is clear that
local law should govern, and the task of
rulemaking is limited to that of insuring,
as far as possible, that the results under
Federal law are consistent with Jocal
policy.

(c) Where a State has authorized the
furnishing of treatment or other serv-
ices of a given type to a minor without
notice to or consent by the parent or
guardian, it seems clear that a consist-
ent Federal policy with respect to dis-
closure requires that consent for any
disclosure of the treatment record be
given by the minor. This policy, more-
-over, should not be frustrated by at-
tempts to enforce parental financial re-
sponsibility in a situation where the
State itself has determined that the
minor should have a right to obtain
services without involving the parent.

(d) A much more difficult problem is
presented in the case of a minor who ap-
plies for services in a jurisdiction which
has not determined that a minor should
have the right to obtain them without
parental knowledge or consent. The
question may arise as to whether the
clinician has an ethical or legal duty to
notify the parent which conflicts with a
duty of nondisclosure. The rules in § 2.15
are based upon the theory that Federal
law should not invalidate a State policy
which prohibits treatment  withoyt
parental consent, but that keeping con-
fidential a mere application for treat-
ment is not ordinarily a sufficient trans-
gression of such a State policy as to re-
quire an exception to the general Federal
policy prohibjting disclosure of an appli-
cation for services without the consent
of the applicant.

(e) Section 2.15(f) deals with the case
of the minor applicant who lacks the ca-
pacity to make s rational choice about
consenting to disclosure. It is-based upon
the theory that where a person is ac-
tua}ly as well as legally incapable of
acting in his own interest, disclosures to
& person who is legally responsible for
him may be made to the extent that the
best interests of the patient clearly so
require. Any other rule could subject
clinicians to an intolerable choice be-~
tween violating the provisions of this
part on the one hand, or failing to take
action to avoid a_ preventable tragedy
involving a minor, on the other.. The
statutes authorizing this part shiould not
be read as requiring such a choice.

§ 2.16 - Incompetent and deceased pa-
tients.—Rules.

- (a) - Incompetent patients other than
minors. Where consent is required for
any disclosure under this part, such con-
sent in the case of a patient who has
been adjudicated as lacking the eapac~
ity, for any.reason -other than. insuffi«
cient age, to manage his or her own af-
falrs may be given by tha guardian or
other person authorized under State law
to act in the patient's behalf,

(b) Deceased patients.

(1) In general. Except as provided in
paragraph (b) (2) of this section, where
consent is required for any disclosure of
this part, such consent in the case of

records of a deceased patient may be.

given by.an executor, administrator, or
other personal representative. If there
is no appointment of a personal repre-
sentative, such consent may be.given by
the patient's spouse, or if none, by any
responsible member of the patient’s
family.

(2) Vital sta'tistics. I: the case of a
deceased patient, disclosures required
unider Federal or State laws involving
the collection of death and other vital
statistics may be made without consent.

§ 2.16~1 Incompetent and deceased
patients,.—Basis and purpose.

Section 2.16 essentially repeats the
substance of §1401.04 of the_previous
regulations, broadened to reflect the fact
that the statutes now allow any con-
sensual disclosures permitted by the reg-
ulations, and to cover the situation of
deceased patients for whom no formal
appointment of an executor, administra-
tor, or other personal representative has
been made. Writtén comments were re-
ceived to the effect that the power to
consent to disclosure in the case of a
deceased patient should be limited to a
personal representative. The expense of
probate or administration in some juris-
dictions could cause financial hardship
to survivors, and on balahce it is believed
that where the assets of an estate are
insufficient to justify the appointment
of a personal representative, the public
interest is served by permitting others to
consent to disclosure.

§ 2.17 Security precautions.—Rules.

(a) Precautions required. Appropri-
ate precautions must be taken-for the
security of records to which this part
applies. Records containing any infor-
mation pertaining to patients shall be
kept in a secure room, -or in a locked file
cabinet, safe, or other similar containet,
when not in use.

(b) Policies and procedures. Depend-
ing upon the type and size of the pro-
gram, appropriate policies and proce=
dures should be instituted for the further
security of records. For example, except

where, this function is persomally per-

formed by the program director, a single
member of the program staff should he
designateéd to process inguiries,and re-
quests for patient information, and &
written procedure should be in effect
reguldting and controlling saccess - by
those members of the staff whose re-
sponsibilities require such. access, and
broviding for accountability.

§ 2.17~1  Security
and purpose.

The enormous variations in- both the
size and the type of programs.to which
this part is applicable preclude the
formulation of specific reguirements
with respect to the physical security of
records. Almost any requirement which
could be laid down would, under some
circumstances, either bé:impracticable or

precautions.~—Basis
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perverse in its effects. For example, in
a facility handling s variety of medical
records, all of which are confidential and
50 marked, a requirement that those
pertaining to drug or alcohol treatment
be marked in any distinctive way would
merely serve to identify such records as
pertaining to drug or alcohol treat-
ment—precisely the opposite of the in-
tended result. The purpose of §2.17,
whichh is based upon §1401.25 of the
Drevious regulations, is to alert programs
to the necessity of exercising due care
with respect to the security of patient
records.

§2.18 Extent of disclosure.~Rule.

Any disclosure made under this part,
whether with or without the patient’s
consent, shall be limited to information

- necessary in the light of the need or

purpose for the disclosure,

§2.18-1 Extent of disclosurc.—Basis
and purpose.

(a) Section'2.18 expresses the general
principle, which has application in many
different contexts, that any disclosure
from records covered by this part should
be Hmited to inforraytion necessary in
the light of the need or purpose for the
disclosure. It is identical to § 1401.06 of
the previous regulations.

(b) This section should not be mis-
understood as imposing a limitation on
the scope o? records which may or should
be made available to health agencies con-
ducting inspections as deseribed in § 2,55,

- All of the records maintained by a pro-

gram may be relevant to such inspection.
The Congress has determined that dis-
closure under such circumstances is not
a violation of the statutes authorizing
this part; where such disclosure is re-
quired by Federal or State law, and the
inspecting agency. is a qualified State
health agency as defined in § 2.55(e) ¢1) ,
it becomes the responsibility of that
agency to protect the confidentiality of
information it sequires in the course of
its lawful activities.

§ 2.19  Undercover agcnls and inform-
ants.—Rules.

(a) Definitions. As used in this sec-
tion, §2.19-1, and 8§ 2.67 and 2.67-1,—

(1) The term “undercover agent”
means a member of any Federal, State, or
local law enforcement or investigative
agency whose identity as such is con-
cealed from either the patients or per-
sonnel of ‘a program in which he enrolls
or attempts to enroll, {\

(2) The term “informant” [lneans a
person who, at the request of a'\ederal,
State, or local law enforcemerit ‘or in-~
vestigative agency or officer, clirries on
observation of one or more persons en-
rolled in or employed by a program in
which he is enrolled or employed, for
the purpose of reporting to such agency
or officer information concerning such
persens which he obtains as s result of
such observation subsequent to such re
quest. )

(b) General prohibition. Except as
otherwise provided in paragraph (¢) of
this sectlon, or as specifically atu.ior-
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;zg%'zby a court order granted under

(1) No undercover agent ot informant
may be employed by or enrolled in any
alcohol or drug abuse treatment pro-
gram;

(2) No supervisor or other person hav-
ing authority over an undercover sgent
may knowingly permit such agent to be
or remain employed by or enrolled in
any such program; and

(3)-No law enforcement or investiga-
tive officer may recruit or retain an in-
formant with respect to such a progrem,

(c) Exceptions. The enrollment of a
law enforcement officer in a treatment
program shall not be deemed a violation
of this section if (1) such enrollment is
solely for the purpose of enabling the
officer to obtain treatment for his own
abuse of alcohol or drugs, and (2) his
status as a law enforcement officer is
known to the program director.

§ 2.19-1 Und~rcover agénte and inform-
ants,—Basis and purpose.

(a) In many instances, persons who
are patients in treatment programs are
meaking their first tentative efforts to-
ward re-integration into productive so-
ciety. They may be both vulrerable and
suspicious, and the presence in a treat-
ment program of-undercover law enforce-
ment agepts or informants can have a
devastating effect on the program’s
morale and therapeutic effectiveness.

Moreover, it would appear that the pur-

pose of such agents or informants, may
be to obtain precisely the type of per-
sonal information which might be re-
vealed by inspection of counselor notes
and other patient records maintained by
the program. Thus, the placing of &n
undercover agent or informant in a
program, either as a patient or as an
employee, would appear to be contrary
to the purposes for which the provisions
of law authorizing this part were en-
acted, and properly subject to prohibition
under regulations expressly authorized to
carry out those purposes.

(b) From a policy standpoint, § 2.19 is
based on the reasoning that while the
use of undercover agents and Informants
in treatment programs is ordinarily to
be avoided, there may occasionally arise
circumstances where their use may be
Justified. Accordingly, where a showing is
made in an application for an order
under.§ 2,67 that the criteris set forth in
that section are satisfied, the court may
grant such an order.

. (c) When this section of the regula-
tions was proposed, numerous written
comments . were received urging that
there be an absolute prohibitior: on the
use. of undercover agents and inform-
ants, and most of the witnes;,es at the
hearings who addressed the issue at all
testified to the same effect. A number of
comments weré received to the effect
that § 2.19 should be dropped altogether,
but this request was always clearly and
often explicitly predicated on the as-
sumption that failure to say anything
about undercover agents and informants
would make their use jllegal. Our view
is to the contrary: we think that the
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statutes, standing alone, do not prohibit
the practice, and thus that in the absence
of a specific prohibition in these regula-
tions, the use of undercover agents anua
informants in treatment programs would
not be unlawful. Since this is a view
which we believe to be shared by the law
enforcement and investigative agencies
which are affected by § 2.19, there is as
a practical matter no alternative to pred-
icating these regulations upon its cor-
rectness.

(d) However desirable it may be to
limit the use of undezcover agents and
informants in treatment programs, we
think a strong argument can be made
against our, power to impose an absolute
prohibition. Tc the extent that the prac-
tice Is susceptible to regulation through
the rulemaking process at all, it is on the
theory that it opens the way to dis-
closure of information which is or should
be in program records, and thus is con-
trary to the purposes of the statutes.
Since subsection (g) of the statutes con-
fers express rulemaking authority to
carry out these purposes, regulation of
the use of undercover agents and in-
formants is a propér subject for the ex-~
erclse of that authority. But even the
express statutory prohibition against di-
rect disclosure of the content of patient
records is subject to the power of the
courts to authorize such disclosure under
subsection (b)(2)(C) of the statutes. It
seems difficult to argue that Congress in-
tended to confer on rulemaking agencies
the authority to impose an ahsolute pro-
hibition even t:ough its 6wn restrictions

‘(other than those on disclosures of pa-

tient identities from secondary records)
are subject to being set aside by court
order {n particular cases, Since we have
not. attempted to exercise such an au-
thority, it is not necessary to decide at
thie time whether it was conferred,

(e) A careful reading of the definitions
set forth in §2.19¢a) is crueial to-an
understanding of the prohibitions which
are imposed by § 2.19. Objections to the
sectiop.were made Informally but vigor-
ously on behalf of‘the Drug Enforcement
Administration, on tihe ground that the
testimony of informants or undercover
agents is frequently it not mormally
essential to the successful hrosecution of
cases arising under the Coi;%rolled Sub-
starices Act. It was said that\in the form
originally - proposed, the section would
cut off from treatment those who might
agree to cooperate with law enforcement
authorities, a result both inhumane and
counterproductive. As the definition of
an informant is intended to make clear,
however, it is his function vis-a-vis per-
sonnel and fellow patients in the program
in which he 1s enrolled which is con-
trolling, and not his relationship, per se,
with an investigative agency.

(f) Finally, the definition of informant
is intended to clarify the distinction he-
tween an informant and, an ordinary wit-
ness. It is the element of prearrangement
which is crucial. In one of the comments
recelved on §2.19 as proposed, it was
urged that treatment programs should b
considered .as sanctuarfes, but such &

result was explicitly disclalmed in the
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initial publication of the previous regula-
tions (37 FR 24636). In so saying, we are
by no means insensitive to the anxieties

repeatedly expressed in both testimony:

and ¢omments on this section, but we
believe that the prohibition contained in
§ 2.19 and the procedures and criteria set
forth in §2.67 provide a measure of
relief which is consistent with the struc-
ture .and intent of the underlying
statutes., : g

§ 2.20 Identification cards.—Rudes.

. (a) Required use prohibited. No pro-
grar may require or request any patient
to carry in'his or her possession, while
away from the program premises, an
identification card or other fofmt of
identification which is issued by the pro-
gram or whieh would tend to identify the
bearer as a participant in it or any similar
program, ,

(b) Conditions of voluntary use. Noth-
Ing in this section prohibits a program
from issuing an identification card to a
patient if the patient’s counsellor or other
authorized member of the program staff
has explained to the patient that accept-
ance and use of the card is entirely
voluntary and that neither an initial
réjection nor a subsequent discontinua-
tion of its use will in any way prejudice
his or her record or standing in the pro-
gram. In the case of any patient to whom
an identification card or similar device
was issued prior to the effective date of
this section, or subsequent thereto in
violation of this section, a counsellor or
other authorized member of the program
staff shall explain to the patient his right
to turn it in without prejudice at any
time.

(¢) On-premises exemption, Nothing
in this section prohibits u program from
maintaining and using on its premises
cards, photographs, tickets, or-other de-
vices, or using passwords or other infor-
mation, to assure positive identification
of patients, correct recording of attend-
ance or medication, or for other proper
purposes, &s long as no pressure is
brought on any patient to carry any such
device when away from the program
premises.

§ 2,201 Identification cards.~~Basis and
purpose.

Section 2.20 is in furthérance of one
of the basic purposes of the statutes au-
thorizing this part, namely, protection
of patients from improper disclosure of
their status as such. Regrettably, there
appear to be areas where possessﬁ'm of a
treatment program identification card
can be prejudicial to a person undet ar-
rest or subjected to a search. In any part
of the country, the accidental display or
circulation of such a card by reason of
its loss or theft could have adverse con-~
sequences for a variety of reasons. Since
programs have other means of achieving
the ends which identification cards are
meant to serve, patients who do not wish
to assume whatever risks may be involved
in carrying such cards should not be

compelled to do so..
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§ 2.21 Disposition of discontinued pro-
gram records.—Rules.

* (a) General rule. When a program dis-
continues operations or is taken over or
acquired by another program, its records
to which this part applies with respect
to any patient may, with the written con-
sent of that patient, be turned over to the
acquiring program or, if none, to any
othetr program specified in the patient’s
consent. Except as otherwise provided in
this section, any records to which this
part applies, but for the transfer of which
patient consent is not obtained, shall be
either completely purged of patient
identifying information, or destroyed. If
any effort to obtain consent for transfer
is made, it shall be by means which mini~
mize the likelihood of accidental or inei-
dental disclosure to any third party of
the patient’s identity as such.

(b) Retention period. Where records
are required by law to be kept for a
gpecified period, and such period does not
expire until after the discontinuation or
acquisition of the program, and patient
consent for their transfer is not obtained,
such records shall be sealed in envelopes
or other containers marked or labelled as
follows: “Records of [insert name of pro-
gram] required to be maintained pursu-
ant to [insert citation to law or regula-
tion requiring that recprds be kept] until
a date not later than December 31, [in-
sert appropriate yearl.” The same pro-
cedure may be followed when it is de-
termined to retain records for the period
of any applicable statute of limitations.

(¢) - Custodial retention. Records
marked and sealed in accordance with
paragraph (b) .of this section may be held
by any lawful custodian, but may be dis-
closed by such custodian only under such
circumstances and to such extent as
would be permissible for the program in
which they originated. As soon as prac-
ticable after the date specified on the
label or legend required fo be affixed
pursuant to paragraph (b) -of this sec-
tion, the custodian shall destroy the rec-
ords. In the case of any program termi-
nated by reason of bankruptcy, the ex-
pehise of compliance with:this paragraph
shall be an expense of administration of
the bankrupt estate.

§ 2.21~1 Disposition of discontinued
program records.—Basis and pur-
pose.

While arguments can be made for re-
quiring the destruction of records at the
conclusion of their useful clinical life,
there Is wide disagreement on its span,
and there are in addition research con-
siderations which argue for an even
longer period of retention. Except in the
case of discontinued programs, it there~
fore seems best to leave this issue for
determination by the programs con-
cerned.

§ 2.22 Former employces-and others.—
ules. ? - ,

The prohibitions of this part on dis-

closure of patient records or information

contalned therein apply to all individualsg

who are. personnel of treatment pro-
grams, researchers, auditors, evaluators,
service organizations, or others having
access to such records or information,
and continue fo apply to such individ-
uals with respect to such records or in-
formation after the termination of their
employment or other relationship or ac-
tivity giving rise to such access.
§%.22-1 Former employees and
others.~Basis and purpose.

The probition contained in §2.22 is
arguably an interpretation of the au-~
thorizing legislation which would be nec-
essary as & matter of law even in the

.absence of this part; its validity as an
_exercise bf the rulemaking power con-

ferred by subsection (g) of the authoriz-

ing legislation seems beyond dispute.

§ 2.23 Relationship to Staie Jlaws,—
Rules.

‘FThe enactment of the provisions of law
authorizing this part was not intended

‘to preempt the field of law covered

thereby to the exclusion of State laws
not in conflict therewith. If a disclosure
permitted under the provisions of this
par{, or under a court order issued pur-
suant thereto, is prohibited under State
law, nothing in this part or in the pro-
visions of law authorizing this part may
be construed to authorize any violation
of such State law. No State law, how-
ever, may either authorize or compel any
disclosure prohibited by this part.

§ 2.23~1 Relationship to State laws.—
Basis and purpose.

Section 2.23 sets forth publicly an in~
terpretation which, in informal commu-
nications, has consistently been given to
21 U.B.C. 1175 since its origiral enact-
ment, and clearly has equal applicability
to 42 U.S.C. 4582.

§ 2.24 Relationship to rection 303(a)
of Public Health Service Act and sec«
tion 502(c) of Controlled Substances
Act.——Rules.

(a) Research privilege description. In
some instances, there may be concurrent
coverage of a program or activity by the
provisions of this part and by & regula-
tion or other administrative action under
section 303(a) of the Public Health Serv-
ice Act (42 U.S.C. 242a(a)) or section
502(c) of the Controlled Substances Act
(21 U.8.C. 872(c)). The latter two pro-
visions of law, referred to hereinafter in
this section as the research privilege sec-
tions, confer on the Secretary of Health,
Education, and Welfare, and on the At-
torney General, respectively, the power
to authorize researchers to withhold
from all persons not connected with the
research the names and other identify-
ing informeation, concerning individuals
who are the subject of such research. The
Secretary of Health, Education, and Wel-
tare may grant this privilege with respect
to any “research on mental health, in-
cluding research on the use and effect of
alcohol and other psychoactive drugs.”
The Attorney General’s power is con-
ferred as part of a section authorizing
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research related to enforcement of laws
under his jurisdiction concerning sub-
stances which are or may be subject to
control under the Controlled Substances
Act, but is not expressly limited to such
research. Regardless of whether a grant
of research privilege is made by the Sec-
retary or by the Attorney General, it is
expressly provided that persons who ob-
tain it “may not be compelled in any
PFederal, State, or local civil, criminal,
administrative, legislative, or other pro-
ceeding to identify” the subjects of re-
search for which the privilege was ob-
tained.

(b) Comparison with authorzty for this
part. Although they deal, in a sense, with
the same subject matter, and may on oc-
casion concurrently cover the same
transactions, it is important to note the
differences between the research priv-
ilege sections (21 U.S.C. 872(c) and 42
U.S.C. 242a(a)) and the provisions of
law (21 U.S.C. 1175 and 42 U.8.C. 4582)
which authorize this part. Briefly, these
differences are as follows:

(1) Although  they contain broad
grants of express rulemaking authority,
the provisions of law by which this part
is authorized are self-executing in the
sense that they are operative irrespective
of whether the rulemaking authority is
exercised. The protection afforded by the
research privilege sections, on the other
hand, can only come into existence as a
result of affirmative administrative
action.

(2) The provisions of law authorizing
this part, as well as the provisions of this
part itself, impose afirmative duties with
respect to the records to which- they
apply, and the violation >f such duties is
subject to criminal penalties. To the
extent that a privilege is thereby created,
it grows out of the duties thus imposed.
The research privilege sections, by con-
trast, impose no duties by their own
terms, and if any duties are implied from
their existence, they would have to be
enforced on the basis of an implicit clvil
Hability for damages or by equitable re-
lief, as there are no criminal or adminis-
trative sanctions available.

(3) ‘The exercise of the authority con-
ferred by the research.privilege sections
is subject to administrative discretion,
whereas In the case¢ of the duties imposed
under this part there is judicial discre-
tion, within the limits and subject to pro-
cedures and criteria prescribed by statute
and regulation, to grant relief in par-
ticular cases.

(¢) Grant of research privilege not af-
fected by (b) (2) (C) order. The issuance
of an order under subsection (b) (2) (C)
of either of the sections authorizing this
part (21 U.S.C. 1175 and 42 U.S.C. 4582)
in no way affects the continuing effec-
tiveness of any exercise of the authority
of the Secretary of Health, Edueation,

and Welfare under 303(a) of the Public
Health Service Act (42 U.S.C. 242a(a))
or the Attorney General under section
502(c) of the Controlled Substances Act
(21 U.8.C. 872(c)).

RULES AND REGULATIONS

§ 2,.24-1 Relationship to section 303 (1)
of Public Health Service Act and sec-
tion 502(c) of Controlled Substances
Act.~—Basis and purpose.

(a) In Pub. L, 93-282, the Congress
expressly amended (by sections 122(a)
and 303(a), 88 Stat. 131 and 137) the
provisions of law which authorize this
part, expressly amended (by section 122
(b), 88 Stat. 132) the résearch privilege
section under the Secretary’s jurisdic-
tion, and made explicit reference (in sec-
tion 303(d), 88 Stat. 139) to the regula-
tions previously issued by the Special
Action Office for Drug Abuse Prevention
reconciling the provisions of section 408
of the Drug Abuse Office and Treatment
Act of 1972 with the provisions of the
research privilege sections, When the bill
which became Pub. L. 93-282 was before
the House of Representatives for its last
Congressional consideration bhefore
transmission to the President, its floor
manager, Chairman Staggers of the
Committee on Interstate and Foreign
Commerce, inserted in the Record a de-~
tailed analysis of the bill in its final form
(Congressional Record, daily edition,
May 6, 1974, page H3563). This analysis
contained the following paragraph:

‘The relationship of sectionn 303(a) of the
Public Health Service Act, authorizing the
administrative grant of absolute confiden=-
tiallty for research, to section 408 of the Drug
Abuse Office and Treatment Act of 1972, re-
quiring that Federally-connected drug abuse
patient records generally be kept confiden-
tial, has been correctly described in an in-
terpretative regulation, 21 C.F.R. 1401.61 and
1401.62, which was upheld in People v. New-
man, 32 N.Y. 2d 379, [reversing] 336 N.Y.S,
2d. 127, 288 N.E. 2a 651 (1973); certiorari
denied, [414] U.S. [1163], 94 S, Ct. 927, [39 L.
Ed. 2d 118] (1974). For that reason, among
others, section 303(d) of the Senate amend-
ment expressly continues the effectiveness
of the current regulation promulgated by
the Director of the Special Action Office for
Drug. Abuse Prevention. Thus, although sec-
tion 502(e) of the Comprehensive Drug
Abuse Prevention and Control Act of 1870
is not explicitly referred to {n this legisla-
tion, the congressional intent is clear ‘that
the authority conferred by that section was
not modifiled by Pub. L. 92-256, and is not
intended to be modified by the bill now be-
fore the House.

(b) Sections 2.24 and 2.61 restate, in
substance, the interpretative rules
(§§ 1401.61 and 1401.62 of the previous
regulations) referred to in the passage
quoted in paragraph (a) of this section,
modified to reflect the amendment made
to section 303¢(a) of the Public Health
Service Act (42 U.S.C. 242(a)) by Pub.
L. 93-282.

Sprart C—Disclosures With Patient's
Consent

§2.31 Written
Rules,

(a) Form of consent. Except as other-
wise provided, a consent for a disclosure
under this pari must be in writing and
must contain the following:

(1) The name of the program which
is to make the disclosure.

consent  required.—
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(2) The name or title of the person
or organization to which disclosure is to
be made.

(3) The name of the patient.

(4) The purpose or need for the dis-
closure.

(5) The extent or nature of informa-
tion to be disclosed.

(6) A statement that the consent is
subject to revocation at any time except
to the extent that action has been taken
in reliance thereon, and a specification
of the date, event, or condition upon
which it will expire withou. express re-
vocation,

(1) The date on which the consent is
signed.

(8) The signature of the patient and,
when required under §2.15, the signa-

ure of a person authorized to give con-

sent under that section; or, when re-
quired under § 2.16, the signature of a
person authorized to sign under that
section in lieu of the patient.

(b) Duration of consent. Any consent
given under this subpart shall have a
duration no longer than that reasonably
necessary to effectuate the purpose for
which it is given.

(¢) Disclosure prohibited with -defi-
cient consent. No program may disclose
any information on the basis of a con-
sent form—

(1) which on its face substantially
fails to conform to any of the require-
ments set forth in paragraph (a), of this
section, or

(2) which is known, or in the exercise
of reasonable care should be known, to
the responsible personnel of the program
to be materially false in respect to any
item required to be contained therein
pursuant to paragraph (a) of this:sec-
tion.

(d) Falsification prohibited. No person
may knowingly make, sign, or furnish to
a program any consent form which is
materially false with respect to any item
required to be confained therein pursu-
ant to paragraph (a) of this section.

§ 2.31~1 'Written consent required,—
" Basis and purpose.

(a) The use of a consent form con-
taining all of the elements specified in
§ 2.31(a) is necessary to assure compli-~
ance with the requirements of this sub-
part. Under § 1401.21 of the previous reg-
ulations, & much more abbreviated form
was permissible, because the circum-
stances under which any consent could

‘be given were very strictly limited. Now

that the authorizing legislation permits
disclosure with consent “to such extent,
under such circumstances, and for such
purposes as may be allowed - under regu-
lations,” the consent form should show
on its face information sufficient to indi-
cate compliance with the regulations.
(b) Sections 2.31(b), 2.31(c), and 2.31
(d) are an exertise of the general rule-
making authority in subsection (g) of
the authorizing legislation. Section 2.31
(¢) imposes a legal lability on programs
and thelr personnel for disclosure of in-
formation on the basis of a materially
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deficlent .consent, and ¢ 2.31(d) imposes
liability on any person who submits &
falsified consent form to a program.

§ 2.32 Prohibition on redisclosure.—"

ules.

(a) Notice to_accompany disclosure.
Whenever a written- disclosure is made
under authority of this subpart, except
a disclosure to a program or other per-
son whose records pertaining to the pa-
tient are otherwise subject to this part,
the disclosure shall be accompanied by a
written statement substantially as fol-
lows: “This information has been dis-
closed to you from records whose. confi-
dentiality is protected by Federal law.

~Federal regulations (42 CFR Part 2) pro-
hibit you from making any further dis-
closure of it without the specific written
consent of the person to whom it per-
tains, or as otherwise permitted by such
regulations. A general authorization for
the release of medical or other informa-
tion is NOT sufficient for this purpose.”
An oral disclosure may be accompanied
or followed by such a notice.

(b) Consent required for redisclosure.
A person who receives information from
patient records and has been notified
substantially in accordance with para-
graph (a) of this gection is prohibited
from making any disclosure of such in-
formation except with the specific writ-
ten consent of the person to whom it
pertains, or as otherwise permitted under
this part.

(¢) Restriction on redisclosure. When-
ever information from patient records
is needed by any person, such informa-
tion must be obtained directly from the
program. maintaining such records and
not ‘from another person to whom dis=
closure thereof has been made, except
where the initial disclosure was inten-
tionally and expressly made for the pur~
pose of redisclosure (as for example in
the case of an employment agency), or
the information is no longer available
from the program and redisclosure is
not prohibited by any other provision of
this part.

§ 2.32-1 Prohibition on redisclosure.—
Basis and purpose.

(a) Sectlon 2.32 is intended to provide
a reasonable protéction against redis~
closure of information disclosed with
consent in accordance with this subpart.
There Is, of course, no problem where
the information becomes part of a record
which is itself subject to this part because
it is maintained in connection with the
performance of a covered substance
abuse prevention function. The difficulty
arises when the disclosure is made to
those whose records are not otherwise
affected by this part. To uttempt to make
all of the provisions of this part appli-
cable to such recipients with respect to
such information might raise serious
problems of legality, administrative feasi-
bility, and falrness, but where they are
given actusl notice that specific patient.
consent is normally required for redis-
closure, we think they can and should be
bound by it.

RULES AND REGULATIONS

(b) Oral disclosures are not manda-
torily covered because they should rarely
be made to any recipient with whom the
program does not have a continuing
relationship. Where such a relationship
exists or the program is otherwise satis~
fied that the recipient understands and
will -respect the confidential nature of
the information supplied, there seems
ho need to add to the already heavy
load of paperwork with which programs
must contend.

§ 2.33 Diagnosis, treatment, and reha-
hilitation.~—Rules.

(a) Disclosure authorized. Where con-
sent is given in accordance with § 2.31,
disclosure of information subject to this
part may be made to medical personnel
or to treatment or rehabilitation pro-
grams where such disclosure is needed
in order to better enable them to fur-
nish services to the patient to whom
the information pertains.

(b) Traveling, incarcerated, or hospi-
talized patients on medication, Where a
patent on medication is at a distance
from his normal residence or treatment
program or is incarcerated or hos-
pitalized, or is otherwise unable to de-
liver a written consent to his treatment
program at the time the disclosure ‘Is
needed, confirmation of the patient’s
status and information necessary to ap-
propriately continue or, modify his medi-
cation may be given to medical personnel
in a position to provide services to the
patient upon the oral representation of
sucH personnel that the patient has re-
quested medication and consented to
such disclosure. Any program making a
disclosure in accordance with this paras
graph shall make a writtén memoran-
dum showing the name of the patient,
or the patient’s case number assigned
by the program, the date and time the
disclosure 'was made, the information
disclosed, and the names of the indi-~
vidlcxials by whom and to whom it was
made.

§2.33-1 Diagnosis, treatment, and re-
habilitation.—Basis and purpose.

(a) Section 2.33(a) is a restatement
of the policy set forth in § 1401.22(a)
of the previous regulations, expanded to
make explicit reference to nonmedical
counselling and other treatment and re-
habilitative services.

(b) Section 2.33(b) clarifies the cor=-
responding provision in § 1401.22(a) of
the previous regulations by specifying
how and through whom oral consent can
be given, and limiting the disclosure to
that necessary to determine appropriate
medication.

§ 2.34 Prevention of certain multiple
enrollments.~Rules.

(8) Definilions. For the purposes of
this section and § 2.55-—

(1) The terms “administer”, “cone
trolled substance”, “dispense”, “main-
tenance treatmen h ;- and “detoxification
treatment” shall respectively have the
meanings defined in paragraphs (2), (8),
(10),:¢27), and (28) of section 102 of the

Cor;trolled Substances Act (21 USC.
802

(2) The term “program” means &
program which offers maintenance treat-
ment or detoxification treatment.

(3) 'The term “permissible central
registry” means a qualified service or-
ganization ‘which collects: or accepts,
from two or more programs (referred
to hereinafter as member programs) all
of which are located either within a
given State or not more than ‘125 miles
from the nearest point on the border of
such State, patient identifying informa-
tion about persons applying for main-
tenance treatment or detoxification
treatment for the purpose of enabling
the member programs to prevent any
individual from being concurrently en-
rolled in more than one such program.

(b) Use of central registries prohibited
except as expressly authorized. The fur-
nishing of patient identifying informa-
tion by a program to any central regis-
try which fails to meet the definition of
a permissible central registry set forth
in paragraph (a) (3) of this section is
prohibited, and the furnishing of patient
identifying information to or by any
central registry except as authorized in
this section is prchibited. Information

pertaining to patients held by a central

registry may be furnished or used in ac~
cordance with paragraphs (e), (f), and
() for the purpose of preventing mul-
tiple enrollments, but may not be other~
wise furnished or used in connection with
any legal, administrative, supervisory, or
other action with respect to any patient.

(c) Safeguuards and procedures re-
quired. To minimize the likelihood of
disclosures of information to impostors
or others seeking to bring about un-
authorized or improper disclosure, any
communications carried on by programs
pursuant to this section must be con-
ducted (1) by authorized personnel des-
ignated in accordance with. § 2;17(b), and
(2) In conformity with procedures estab-
lished .in accordance with that section.

(d) Disclosures wikh respect to pa-

. tlents in ireatment. A member program

may supply patient identifying informa-
tlon and Information concerning the
type of drug used or to be used in treat-
ment and the dosage thereof, with
relevant dates, to a permissible central
registry with respect to any patient—

(1) When the patient is accepted for
treatment,

(2 When the type or dosage of the
drug i1s changed, and

(3) When the treatinent iz inter-
rupted, resumed, or terminsated,

-(e) Disclosures with respect to applica~
tions, When any person applies to a pro-
gram for maintenance treatment or de-
toxification treatment, then for the pur-
pose of inquiring whether such person
is currently enrolled in another program
for such treatment, the program may
furnish patient identifying information
with respect {o such person—

(1) To any permissible central regis-
try of which the program is a member,
and

&
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(2) To any other program which is
not more than 200 miles distant and
which is not a member of any central
registry of which the inquiring program
is a member.

(t) Program procedure in case af ap-
parent concurrent enrollment., When an
inquiry pursuant to paragraph (e) (2} is
made of another treatment program and
its response is affirmative, the two pro-
grams may engage in such further com-
munication as may be necessary to estab«
lish whether an error has been made, and
if none, the programs should proceed in
accordance with sound clinical practice
and any applicable regulations pertain-
ing to the type.of treatment involved.

(g) Registry procedure in cuse of ap-
parent concurrent enrollment. When an
inquiry pursuant to paragrdaph (e) (1) is
made of a permissible central registty
and its response is afirmative, it may ad-
vise the inquiring program of the name,
address, and telephone number of the
other program, or it may advise the other
program of the identity of the patient
and "the namé, address, and telephone
number of the inquiring program, or it
may do both, and In any case the two
programs may then communicate as pro-
vided in paragraph (f) above,

(h} Advice to patients. When the poli-
cles and procedures of any program in-
volve any disclosures. pursugnt to this
section, before any patient accepted
for or continued in treatment (other than
detoxification treatment) after Septem-
ber 30, 1975, written consent in ageord-
ance with § 2.31 shall be obtained. Such
consent shall set forth a current list of

the names and addresses either of any’

programs.-or of any central registries to
whiech such disclosures will be made, Not-
withstanding the requirement of §2.31
(a) (2),.such consent, shall. be effective
with respegt to any other such program
thereafter established within 200 miles,
or any registry serving such programs,
and shall so state. Such consent shall be
effective for as long as the patient re-
mains enrolled in the program.to which
it is given,

§ 2.34=1 Prevention of certain multiple
enroliments.—Basis and purpose.

Section 2.34 is based upon § 1401.43 of
the previous regulations. It was omitted
from the August 22, 1974 dratt, but com-
ments on the omission made it:clear that
in certain areas of the country, central
registries are a f»mnctional component of
the treatment system, and that regula-
tions. to guide their operations are
needed.

§ 2.35 Legal counsel for patient.—Rules.

‘When a bona fide attorney-client re-
lationship exists between an attorney-at-
law and & patient, disclosure of any in-
formation in the patient’s records may
be made {o the attorney upon the writ-
ten application of the patient endorsed
by the attorney. Information so disclosed
may not beé further disclosed by the
attorney,

§ 2.35~1 Legal counsel for patient.—
Basis and purpose.

Section 2.35 simplifies and broadens

the statement of the policy embodied in

RULES AND REGULATIONS

§ 1401.25 of the previous regulations. Its
purpose is to assure the availability to
the attorney, with his client's consent, of
any information needed as a basit for
advice and counsel. The purpose of.the
prohibition on further disclosure by the
attorney is to guard against the possi-
bility that the attorney might.be forced
to serve as a conduit for otherwise pro-
hibited disclosures to third parties. Ordi-
narily, the attorney-client privilege
would suffice, but that privilege is sub-
Ject to waiver by the client, whereas this
prohibition is not. Where there is a need
for disclosure. to a third party of any
given information about any patient, this
prohibition in no way affects the avail-
ability of other sections of this part to
authorize such disclosure by the program.

§ 2.36 Patient’s family and others.—
Rule.

Where censent is given in accordance
with § 2.31, information evaluating his
current or past status in a treatment
program may be furnished to any person
with whom the patient has a personal
relationship’ unless, in the judgment of
the person responsible for the patient’s
treatment, the disclosure of such infor-
mation would be harmful to the patient.

§ 2.36~1 Patient’s family and others.—
Basis and purpose.

Section 2.38 expresses the same policy
as was embodied in §.1401.27 of the pre-
vious regulations, broadened to reflect
the expanded authority for consensual
ajsclosure under the authorizing legisla-

on.

§2.37 Third-party payers and funding
sources.—Rules.

(a) Acquisition of information. Dis-
clpsure of patient information to third-
party payers or funding sources may be
made only with the written consent of
the patient given In accordance with
§ 2.31 and any such disclosure must be
limited to that information which is rea~
sonably necessary for the discharge of
the legal or contractual obligations of
the third-party payer or funding source.

(b) Prohibition on disclosure. Where a
funding source or third-party payer
malntains records of the identity of re-
ciplents of treatment or rehabilitation
services for alcohol or drug abuse such
records arc, under the authorizing legis-
lation, maintained in connection with the
performance of an alcohol or drug abuse
prevention function and are supject to
the restrictions upon disclosure set forth
in this part. .

§ 2.37-1. Third-party payers and fund-
ing sources.~—Basis and purpose.

Section 2.37 is based upon the general

authority to prescribe regulations to car-
ry out the purposes of the authorizing
legislation. The great diversity of con-
tractual arrangements and legal require-
ments under which the operations of
third-party payers and funding sources
are carried on precludes the prescription
of detailed records management instruc-
tions in these regulations, even if that
were otherwise desirable. The general
principles set forth in §2.37, however,
should clarify the question of coverage,
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and where coverage exists, provide &
standard which will minimize-the likeli~
hood of violations, See also § 2.12-1(g).

§2.38 Employers and
agencies,.~-Rules.

(a) Disclosure permitted. Where con-
sent is given in accordance with § 2.31,
a program may make disclosures in ac-
cordance with this section.

(b) Eligible recipients. A program may
make disclosures under this section to
public or private employment agencies,
employment services, or employers.

(¢) Scope of disclosure. Ordinarily,
disclosures pursuant to this section
should be limited to a verification of the
patient's status in treatment or a gen-
eral evaluation of progress in treatment.
More specific information may be fur-
nishied where there is a bona fide need
for such informatien to evaluate hazards
which the employment may pose to the
patient or others, or where such informa~
tion is otherwise directly relevant to the
employment situation.

(d) Criteria for approval. A disclosure
under this section may be made if, in the
judgment of the program director or his
authorized representative appointed as
provided In § 2.17(b), the following cri~
teria are met: '

(1) The program has reason to believe,
on the basis of past experience or other
credible information (which may in
appropriate cases consist of a written
statement by the employer), that such
information will be used for the purpose
of assisting in the rzhabilitation of the
patient and not for the purpose of iden~
tifying the individual as a patient in or-
der to deny him employment or advance-
ment because of his history of drug or
alcohol abuse.

(2) The information sought appears to
be reasonably necessary.in view of the
type of employment involved.

§ 2.38~1 Employers and employment
agencies.——Basis and purpese.

Section 2.38 is based on the rulemaking
power conferred by subsection (b) (1) of
the authorizing legislation, and s
adapted from § 1401.26 of .the previous
regulations. Its purpose is to allow dis-
closures reasonably necessafy and ap-
propriate to facilitate the employment of
patients and former patients, while pro-
tecting patients against unnecessary or
excessively broad disclosures. It was
urged in a comment received on the Au-
gust 22, 1974 draft that disclosures to
employers be flatly prohibited on the
ground that the employer's sole legiti-
mate concern is with on<the-job per-
formance. While we are not unsympsa-
thetic to this view, a countervailing con-
sideration is that in the case of an
employeo or applicant who is known by
the employer to have a problem with
drugs or alcohel, knowledge by the em-
ployer of a genuine effort by the em-
ployee to deal with it can make the dif-
ference between a-job and no job,

§ 2.39 Criminal justice system  refer.
rals.~—Rules,

(a) Consent authorized. Where par-

ticipation by an individual in & treatment
program is made a condition of such in-

employment
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dividual's release from confinement, the
disposition or status of any criminal pro-
céedings against him or the execution
or suspension of any sentence imposed
upon him, such individual may consent
to unrestricted communication between
any program in which he iIs enrolled in
fulfillment of such condition and (1) the
court granting probation, or other post-
trial or pretrial conditional release, (2)
the parole board or other authority
granting parole, or (3) probation or
parole officers responsible for his super-
vision.

(b) Duration of consent. Where con-
sent is given for disclosures described in
paragraph (a) of this section, such con-
sent shall expire sixty days after it is
given or when there Is a substantial
change in such person’s status, which-
ever is later. For the purposes of this
section, a substantial change occurs in
the status of a person who, at the time
such consent is given, has been— )

(1) Arrested, when such person is
formally charged or unconditionally re-
leased from arrest;

(2) Formally charged, when the
charges have been dismissed with preju-
dice, or the trial of such person has been
commenced; .

(3) Brought to a trial which has com-
menced, when such person has been
acquitted or sentenced;

(4) Sentenced, when the sentence has
been fully executed.

(¢) Revocation of consent. An indi-
vidual whose release from confinement,
probation, or parole is conditioned upon
his participation in a treatment program
may not revoke a consent given by him
in accordance with paragraph (a) of this
section until there has been a formal
and effective termination or revocation
of such release from confinement, pro-
bation, or parole.

(d) Restrictions on redisclosure. Any
information directly or indirectly re-
ceived pursuant to this section may be
used by the recipients thereof only in
connection with their official duties with
respect to the particular individual with
respect to whom it was acquired. Such
reciplents may riot make such informa-
tion available for general investigative
purposes, or otherwise use it in unrelated
proceedings or make- it avallable for
unrelated purposes.

§ 2.39-1 Criminal justice system refer-
rals.—Basis and purpose.

(a) On the-basis of extensive written
comment and oral communications re-
celved -on the subject matter of §2.39
8s proposed in- the May 9, 1975 notice
(designated as § 2.40 in that notice), we
have concluded that the latitude allowed

and the conditions imposed in § 2.39 as_
set forth above are necessary and proper

to effectuate the purposes of the author-
izing legislation.

(b) From a legal standpoint, it seems
highly doubtful whether, in a proceeding
to revoke probation or parole, the due
process requirements laid down in Mor-
rissey ‘v.. Brewer, 408 U.S. 471, 92 8.Ct.
2593, 33 L.Ed.2d 484 (1972) and Gagnon
v. .Scarpelli, 411 U.S. 778, 93 8.Ct. 1756,
36 L.Ed.2d 6368 (1973) could be met by
an unsupported general evaluation by &
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treatment program to the effect that a
patient’s status or progressdn treatment
was unsatisfactory. Thus, if such an eval-

--uation were all that could be communi=-

cated by a program about a particular
patient’s conduct during the period he
was in treatment, a condition requiring
satisfactory participation in a treatment
program would to all intents and pur-
poses become unenforceable. Moreover, if
it were held to be enforceable, the opera-
tive decision on the revocation issue
would then be made by the program, ar-
guably exacerbating rather than alleviat-
ing its role-conflict problem. It may thus
be the part of wisdom to confess that
some degree of role-conflict is inherent
in the situation of any program which
accepts criminal justice referrals. If so,

~the issue then becomes that of finding

the most constructive way to handle the
conflict, rather than a sterile and futile
effort to avoid it altogether.

(¢) We are persuaded that in many
instances a prohibition on free com-
munication between probation officers
and drug abuse program counsellors
would have profoundly deleterious effects
on the rehabilitative process. Many pro-
bation officers bring to their work a high
degree of training, professionalism, and
experience. They are under no iilusion
that they are dealing with a clientelle
which will never stumble or relapse, and
if they have the information necessary
to intervene at an early stage of such
an episode, thelr intervention can often
make the difference between success.and
failure for the client.

(d) Thereis, however, nothing in these
regulations which precludes treatment
programs from entering into agreements
or arrangements with agencies or insti-
tutions of the criminal justice system to
regulate or restrict the subject matter or
form of communications of information
about patients. For example, such an
arrangement might provide for free oral
communication between counsellors and
probation officers, while restricting for-
mal written reports by the program to
specified types of so-called hard data
such as attendance and urinalysis results,
In view of widely differing conditions and
attitudes in various parts of the country,
substantial variations in such arrange-
ments are not only expectable but de-
sirable,

(e) A further aspect of this matter,
which was not adequately considered or
dealt with in the May 9 proposal, is the
impact which the rules laid down in
§ 2.39 have on the bail decision. There is
a high correlation between the disposi-~
tion of the application for bail and the
type of sentence which may be meted
out upon conviction, The contrast be-
tween the recidivism rates for those who
receive treatment end supervision, as
against those who simply receive the
punishment of incarceration, is a power-
ful argument agalpst restrictions which
would tend to narrow the circurnstances
under which conscientious judges can
grant bail,’ o

(f) It must be emphasized that § 2.39
in no way reduces the necessity to obtain
written consent from patients, whether

or not referred by the criminal justice
system, before disclosures for the pur-
poses here involved can be made by pro-
grams. We have ‘been urged to make an
exception from the requirement of § 2.31
in the case of parolees and probationers,,
but such an exception would be whoisy
unsupported by the authorizing legisla-
tion. In fashioning these regulations, it is
not our privilege to adorn a tabula rasa
according to our own predilectiors:
rather, it is our duty to interlineate &
statute with fidelity to its spirit, its
terms, and its purposes.

§ 2.40 Situations not otherwise provided
for.~—~Rules,

(a) Criteria for approval. In any sit-
uation not otherwise specifically pro-
vided for in this subpart, where consent
is given in accordance with '8 2.31, a pro-
gram may make a disclosure for the
benefit of a patient from the records of
that patient if, in the judgment of the
program director or his authorized rep-
resentative appointed as provided in
§2.t17, all of the following criteria are
met:

(1) There is no suggestion in the
written consent or the circumstances
surrounding it, as known to the program,
that the consent was not given freely,
voluntarily, and without coercion.

(2) Granting the request for dis-
closure will not cause. substantial harm
to the relationship between the patient
and the program or to the program’s
capacity to provide services in general.

(3) Granting the request for dis-
closure will not be harmfu! to the
patient.

(b)Y Circumstances deemed beneficial.
For the purposes of this section, the
circumstances under which disclosure
may be deemed to be beneficlal to a
patient include, but are not limited to,
those in which the disclosure may assist
the patient in connection with any pub-
lic or private claim, right, privilege,
gratuity, grant or other interest accruing
to, or for the beneflt of, the patient or the
patient’s immediate family. Examples of
the foregoing include welfare, medicare,
unemployment, workmen’s compensa-
tion, accident or medical insurance, pub-
lic or private pension or other retirement
benefits, and any claim or defense as-
serted or which is an issue in any civil,
criminal, administrative or other pro-
ceeding in which the patient is a party
or is affected!

§ 2.40-1 Siwuations not otherwise pro-
vided for.~—Basis and purpose.

(a) Section 2.40 is based upon §1401.23
of the previous regulations, amended to
reflect the expansion made by the change
in the law with respect to the permissible
scope of consensual disclosures.

(b) A strong case can be made for the
proposition that §2.40 should, iIn
effect 1f not expressly, require a program
to make any disclosure requested by a
patient. The discretion vested in the pro-
gram, it can be argued, Is at best an
expression of overprotective paternalism,
and at worst, an invitation to programs
to cover up material potentially em-

barrassing to themselves. Bearlng in
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mind, however, that persons who have
obtained the type of treatment to which
this part applies are more vulnerable to
pressures of various kinds than are pa-
tients in general, it seems preferable to
retain some responsibility on the part
of the program to protect the best in-
terests of its patients in this very sensi-
tive area. This, like many other choices
which these regulations reflect, is a de~
termination which can be reviewed and
revised from time to time in the light
of experience.

Subpart D—Disclosures Without Patient
Consent

§ 2,51 Medical emergencies.—Rules.

(a) In general. Disclosure to medical
personnel, either private or govern-
mental, is authorized without the con-
sent of the patient when and to the ex-
tent necessary to meet a hona fide medi-
cal emergency. .

(b) Food and Drug Administralion.
Where treatment involves the use of any
drug, and appropriate officials of the
Food and Drug Administration deter-
mine that the lifée or health of patients
may be endangered by an error in the
manufacture or packaging of such drug,

closure of the identities of the recip-
ients of the drug may be made without
* their consent to appropriate officials of
‘the Food and Drug Administration to en-
able them to notify the patients or their
physicians of the problem in order that
corrective action may be taken,

(¢) Incapacitated persons. Where a
patient is incapacitated and information
concerning the treatment being given
him by a program is necessary to make &
sound determination of appropriate
emergency treatment, such information
may be given without the patient’s con-
sent to personnel providing such emer-
gency trestment.

(d) Notification of family or others.
When any individual suffering from a
serious medical condition resulting from
drug or alcohol abuse is receiving treat-
ment at a facility which is within the
scope of this Part the treating physician
may, in Iids discretion, give notification of
such condition to a member of the in-
dividual’s family or any other person
with. whom the individual is known to
have a responsible personal relationship.
Such notification may not be made with-
out such individual’s consent at any
time such individual is capable of ra-
tional communication.

(e) Record required. Any program
making an oral disclosure under author-
ity of this sectiori shall make a writ-
ten memorandum showing the patient’s
name or case number, the date and time
the disclosure was made, some indica-
tion of the nature of the emergency, the
information disclosed, and the names of
the individuals by whom and to ‘whom it
was disclosed.’

§ 2.51=1 Medical
and purpose.

‘The provisions of §2.51 are-adapted
from § 1401.42 of the previous regula-

tions, and are based on subsection (b) (2
(A) of the authorizing legislation. The

emergencics.—Basis
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provision in the previous regulations
with respect to patients who may be in-
carcerated is now covered in § 2.33(b).
Paragraph (d) of § 2.51 is based upon
the theory that the disclosure there al-
lowed is of the patient’s endangered
condition, not his identity as a drug or
alcohol abuse patient, and that the hu-
manitarian necessity of such notifica~
tion outweights its potential for acci-
dental violation of confidentiality

§ 2.52 Research,
tion.~~Rules.

(a) Research, audit, and evaluation.

audit, and evalua-

Subject to- any applicable specific pro--

vision set forth hereinafter in this sub-
part, the content of records pertaining to
any patient which are maintained in
connection with the performance of a
function subject to this part may be dis-
closed, whether or not the patient gives
consent, to qualified personnel for the
purpose of conducting scientific research,
management audits, financial audits, or
program evaluation, but such personnel
may not identify, directly or indirectly,
any individual patient in any report of
such research, audit, or evaluation, or
otherwise disclose patient identities in
any manner. For the purposes of this
stibpart and for the purposes of subsec-
tion (b)(2) (B) of the authorizing legis-
lation, the term “qualified personrel”
means persons whose training and ex-
perience are appropriate to the nature
and level of the work in which they are
engaged and who, when working as part
of an organization, are performing such
work with adequate administrative safe-
guards against unauthorized disclosures.

(b) Use of disclosures of patient iden-
tifying information.

(1) Where a disclosure made to any
person pursuant to paragraph (a) of this
section includes patient identifying in-
formation with respect to any patient,
such information may not be further dis-
closed, and may not be used in connec-
tion with any legal, administrative, su~
pervisory, or other action whatsoever
with respect to such patient, except as
provided in paragraphs (b) (2) and (b)
(3) of this section.

(2) The inclusion of patient identify-
ing information in any written or oral
communication between a person to
whom a disclosure has been made pur-
suan’ to paragraph (a) and the program
making such disclosure does not consti-
tute the identification of a patient in a
report or otherwise in violation of para-
graph (a).

(3) Where a disclosure is made pur-
suant to paragraph (a) of this section
to a personqualified to determine, on the
basis of such disclesure, the presence of a
substantial risk to the health and well
being, whether physical or psychological,
of any patient, and, in the judgment of
such person, such a risk exists and the
situation cannot he dealt with solely by
means ‘of communications as described
in paragraph (b) (2) of this section with~
out intensifying or prolonging the risk
as compared with other means of dealing
with it, then the initial disclosure under

paragraph (2) and any subsequent dis-
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closure or redisclosure of patient identi-
fying information for the purpose of re-
ducing the risk to the patient involved
shall be subject- to the provisions of
§ 2.51.

§ 2.52~1 Rescarch, audit, and evalaa-
tion.—Basis and purpose.

(a) General purpose. Subsection (a)
of this section is adapted .directly from
subsection (b) (2) (B) of the authorizing
legislation. The purpose of each is the
same: To facilitate the search for truth,
whether in the context of scientific in-
vestigation, administrative management,
or broad issues of public policy, while at
the same time safeguarding the personal
privacy of the individuals who are the
intended beneficiaries of the process or
program under investigation. This sub-
part in particular, and this part as a
whole, are intended to aid in carrying
out that purposs.

(b) The succeeding sections of .this
subpart deal witi problems which arise
in connection with disclosures made for
certain specific purposes which have
been interpreted as. falling within the
general purposes embraced by § 2.52.
Those sections will be best understood,
however, in the light of some discussion
of the underlying premises of the general
rule, and its relationship to two other
legal concepts: the right of privacy, and
the duty to obtain informed consent from
research subjects.

(¢) The Right of Privacy. So far as is
relevant to this discussion, Wwe may con-
sider the right of privacy in two aspects.
One, a protection against improper gov-
ernmental activity, is the right to be se-
cure against unreasonable searches and
seizures guaranteed by the Fourth
Amendment, with some expansion from
the penumbras of the Fifth and Sixth
Amendments. The protections afforded
to patients by the authorizing legislation,
not to mention these regulations, go far
beyond those which are constitutionally
required.

(d) The other aspect of the right of
privacy, which-has sometimes been de-
scribed as the right to be left alone, is
the notion that an individual has g right
not to be hurt by intrusions into his es-
sentially personal concerns, or to have
essentially private information exploited
for commercial gain, whether or not the
intrusion or exploitation is in connection
with - any possible governmental action
against him. The courts have spoken of &
right of privacy in & wide variety of con-
texts, but they have repeatedly and ex-
plicitly rejected the notion that anyone
has a right to go about his daily affairs
encapsulated in an impenetrable bubble
of anorymity. The courts have been care-
ful to weigh the competing interests, and
the social interest in valid research and
evaluation is clearly of sufficient moment
to be considered in this process.

(e) In defense of -the position that
disclosure of patient identifying infor-
mation even for carefully guarded sci-
entific research should be permitted only
on a consensual basis, two dominant lines
of argument, somewhat interrelated,
have emerged. One is that retrospective
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studies are of questionable value in any
case, and the other is that a sampling
techniqlie involving Informed consent on

the part of the members of the sample -

can always be used te develop the in~
formation sought. Neither line of argu-~
ment will withstand careful scrutiny.

(f) It is true, of course, that the
efficacy of a given therapeutic agent can
often best be evaluated by means of a
well-designed prospective study in which
speclal recordkeeping procedures, special
criteria for patient seleztion, and an
appropriate control have all been estab~
lished with a view to the purpdse of the
study. There are, howeveér, many ithpor-
tant investigations which simply do not
lend themselves to such a format. Some-
times the desirability or even the pos-
sibility of a particular study does not
suggest ltself except in retrospect.
Another important constderation is the
fact that knowledge that an investiga-
tion is going on may influence the be-
havior of patients, cliniclans, or both.
Where such knowledge can mfluence the
make-up of a sample, it will normally do
50 in the direction of favorable outcomes,
but to an unknown degree, thus tending
to invalidate the results reported.

(g) While the sample technique has its
uses, especially with populations that are
uilmanageably large, it Is often less dif-
ficult and expensive, and less likely to
interfere with the actual conduct and
outcomes of treatment or rehabilitation
processes, to use the full population under
study. Even more important than eco-
nomy and administrative convenience in
carrying out a study, there may _be an
overriding advantage in terms of elimi-

nating any question as to the validity of
the results of the study on the ground of
bias in the selection of the sample.

(h) Informed Consent. The duty to
obtzin Informed consent is obvious and
compelling in situations where an indi-
vidual Is exposed to the possibility of
harm, either physical or psychological,
as a consequence of medical procedures,
research, or similar activities. -Where
such a situation exists the person con-
ducting the.research or medical pro-
cedure violates his duty to the subject
or patient if he proceeds without obtain-
ing the voluntary Informed consent from
the individual or his legally authorized
representative. Thus, in conducting an

activity ‘which places the subject or
patient at  ¥isk the practitioner may
not give precedence to a hidden agends,
even for so lofty s motive as the
advancement of knowledge. In this re-
gard, see the Department of Health, Edu-
cation and Welfare’s Protection of Hu-~
man Subjects Regulations, 45 CFR Part
46. 'Those regulations are applicable to
all Departiment of Health, Education and
Welfare grants and contracts supporting
research, development and related ac-
tivities involving human subjects. :

(1) It is appareni that the foregoing
rationale for requiring informed con-
sent does not apply to the same degree
in situations involving the disclosure of
clinical records for research in the form
of follow-up or retrospective studies. Un-
der these circumstances the risk to the
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subject iIs that some disclosure or misuse
of information from which he could be
identified might result in'embarrassment,
lost opportunities, or other forms of
psychological or social injury. While
that possibility of harm could be re-
duced by requiring consent to every re-
view of clinical records for research pur-
poses, a similar result can be achieved by
the less restrictive method of limiting
further disclosure of identifying infor-
mation by the researcher. Given the ap-
plicability of this alternative, equally
effective means for protecting a patient
-or subject from the possibility of a

harinful public disclosure, it is unreason- -

able to insist upon informed consent to
every review of clinical records for the
purposes. of conducting legitimate re-
search, particularly since such insistence
could lead to the ultimate absurdity of
prohibiting efforts to identify the nature
and source of an unknown plague simply
because the patients or researcher lacked
the clairvoyance to have consent forms
signed prior to the onset of the
affliction.

(j) Insum, there are restraints on cer-
tain means of governmental acqtiisition
of information about individuals which
are operative irrespective of how the in-
formation is used, and there are re-

straints on the uses ‘of information’

which are independent of how or by
whom it is acquired, but they do not and
should not add up to the proposition that
the use of information about a person
is either morally or legally the absolute
prerogative of that person to determine,

(k) For all of these reasons, the au-
thorizing legislation expressly provides
that patient consent is not required with
respect to disclosures for research, audit,
and evaluation, nor does it prohibxt in-
dividual patient identification in connec-
tion with such disclosures. While it is
entirely appropriate to impose safe-
guards and procedures in connection
with these activities, it would be wholly.

inappropriate to use the rulemaking -

process to impose an absolute require-
ment of patient eonsent with respect to
activities which by . statute may be
conducted without it.

(1) Classificatipn of activities. It is
clear that Congress intended a balancing
of the social interest in the. validity of
the results of inquiry, on the one hand,
with the individual interest in anonym-

ity, on the other, all within the limiits

set by the legislation and the constitu-

tion. With that objective in mind, we -

may-now turn to the -various categories
of activities which come within the pur-
view of this subpart.

(m} These activities may be classified
first, in regard to whether participation
s voluntary from the standpoint of the
program, and s
objective 1s'to ascertain compliance with
predetermined standards (examinations,
as defined in § 2.54, and program evalua-
tion as defined in § 2.11(g) (1)), or to
ascertain the validity of a given- standa.rd
or hypothesis (sclentific research, and
program evaluation as defined in § 2.11
(g) (2)). The application of the fore-
golng classifications loglcally results in -

- 21

ond, as t6 whether the .

the creation of four categorles ot'_ activi-
ties. Three of them are specifically dealt,

with in the succeeding sectlons of this -

subpart and need not detain us here; the-
fourth is discussed below. - .
(n) Scientific research and evaluation.,
Beyond the bare restatement of the au-’
thorizing legislation set ‘forth in § 2.52, -
these regulations are deliberately silent

with respect to purely voluntary selentific =

research and program evaluation in the
sense-defined in § 2.11(g) (2). Testimony

* and written comments received or.the

August 22, 1974 draft regulations were
noteworthy in two respects. First,” no *
ifistances of abuse on the part of persons -
acquiring patient ldentifying informa-
tion uhder these circumstances . were
- cited. Second, while there was some well-
founded criticism of the aitempt in that
draft to provide guidelines for determin-
ing what is scientific research and who
is qualified to do it, no usable ‘alterna-
tives—indeed, almost no altematives at
all—were forthcoming.

(0) In one of the written comments.
the writer caytioned against any assump-
tion “that our major remaining problems.
in drug and alcohol sbuse treatment are-.
prevention of illicit diversion.and pro-
tection of confldentiality,” and suggested
“that we still have a problem in discover-
ing, testing. and evaluating improved
treatment techniques. To do this,” he
continued, “one should place minimal
obstacles in the way of bona fide clinical
and -epidemiologic research!”

(p) The result of leaving the rule as it -
is in the statute, without attempting to.
sharpen 1its outlines or define its ‘terms,
will be to leave it for interpretation on
a case-by-case basis by those who must
apply it in practice: the researchers who
seek the information, and the programs
which supply it. This-dees not forecloge -
the possibility of amending the. regula«:
tions on the hasis of experience if it ap- -
pears either that clinfeians are becoming
so cautious that research and evaluation
studles ‘are being choked off, or ¢hat -
abuses are occurring in the use. of in--
formation disclosed. But until a need for -
more detalled regulation in ‘this area is
demonstrated, we think ‘its imposition
would do more harm than geod. -
§.2.53 ° Governmental dgéncies.—~Rules. .

(a) I'n general. Whete research; audit,
‘or evaluation-functions are performed by -
or on behalf of a Btate or Federal gov~
ernmental agéncy, the minimum quali- .
fcations’ of .persormel performing such
functlons may .be, determined by. such
agency, subjeot -to ‘the provisions of this'.
part, with particular reference to the or-""

.ganizational requirements, and limita-

tions on the categories of 'records sub-
ject to review by dlﬂerent cabegories of
personnel. .
. (b) Financial and administrative rec-_-

ords.” Where' program records ave -re-

viewed by personnel who lack either the
responsibility for, or appropriate training -
and supervision .for, conducting scien-

tific research, determining adherghce to-
treatment standards, or evaluating treat- -
ment as stch, such review should be con=~ .
fined as far as practicable bo adm!nls- :
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trative and financial records. Under no
eircumstances should such personnel be
shown caseworker or counsellor notes, or
similar clinical records. Programs should
organize their records so that financial
and administrative matters can be re-
viewed without disclosing clinical infor-
mation and without disclosing patient
identifying information except where
necessary for audit verification,

(¢) Scientific research and long-term
evaluation studies. No State and no
agency or political subdivision of a
State may require, as a condition to
funding, licensing, or otherwise, that any
program furnish patient identifying in-
formation for the purpose of conducting
scientific research or long-term evalua-
tion studies unless the recipient of such
information is legally required to hold
such information in confidence, is pro-
hibited from taking any administrative,
investigative;- or other action with re-
spect to any individual patient on the
basis of such information, and is pro-
hibited from identifying, directly or in-
directly, any individual patient in any
report of such research or evaluation, or
otherwise disclosing patient identities
in any manner,

(d) Opinion and description-to be
furnished program. Before any patient
identifying information is required to be
submitted by a program under the cir-
cumstances deséribed in paragraph (c),
the program shall be furnished—

(1) An opinion by the attorney general
or other chief legal officer of the State
to the effect that the conditions specified
in paragraph (¢) are fulfilled with re-
spect to such program or with respect to
all programs in such State similarly
situated, and

(2) A description of the administra-
tive procedures and physical limitations
on access or other measures to provide
for the security of the data, but such
description shall not be in such detail as
to furnish guidance fpr wrongful at-
tempts to breach such security.

(e) Ezxclusiveness. of procedures. No
State or local governmental agency
may require any treatment program to
furnish patient identifying information
to itself or any other recipient except in
conformity with this section or -§ 2.54.
No Federal agency may require any
treatment program fo flrnish patient
identifying information to itself or any
other recipient except in conformity
with this section (other than paragraph
(d) (1) thereof) or § 2.54.

§ 2.53-1 Governmental agencies.—TBasis
and purpose.

Seetion 2.53 is an implementation of
the authority contained in subsection
(g) of the authorizing legislation to pro-
vide safeguards and procedures to effec-
tuate the purposes of such legislation.
It makes clear that whenever infor-
mation s required of a program,
whether by law or by the terms or con-
ditions of & coniract or grant, the pro-
cedures and safeguards required under
this section are applicable.

RULES AND REGULATIONS

§ 2.54 Patient identifying information
in connection with examinations..—
Rules.

(a) Definitions. For the purposes of
this section-—

(1) The term “examination” means
any examination to which this section is
made applicable by paragraph (b) of this
section.

(2) The term “examiner” means any
individual or any public or private or-
ganization, including any Federal, State,
or local governmental agency, which con-
ducts an examination to which this sec~
titon applies.

(b) Applicability. This section applies
to any examination of the records of a
treatment program which is carried out
for the purpose of or as aid to ascer-
taining the accuracy or adequacy of its
financial or other records, or the effi~
ciency or effectiveness of its financial, ad-
ministrative, or medical management, or
its adherence to financial, legal, medical,
administrative, or other standards, re-
gardless of whether such examination
is called an audit, an evaluation, an in-
spection, or by .any other name.

(¢) Statement required for disclosure
of patient identifying information in con-
nection with eramination. No program
may make, and no examiner may require,
any disclosure of patient identifying in-
formation in connection with an exami-
nation unless the examiner furnishes to
the program a written statement—-

(1) that no record of patient identify-
ing information will be made or retained
by or on behalf of the examiner in con-
nection with the examination without
notice to the program in accordance with
paragraph (c) (2) of this section, or

(2) setting forth the specific purpose
for which & record of patient identifying
information is being retained by or on
behalf of the examiner, the location at
which such information will be kept, and
the name, official title, address, and tele-
phone number of a responsible individual
to whom any inquiries by the program
about the disposition of such record
should be directed. )

(d) Disposition of record of patient
identifying information in connection
with examination, After any record of
patient identifying information retained
in connection with an examination has
served its purpose, or within the time pre-
scribed in paragraph (e) of this section,
whichever is earlier, the examiner shall
destroy or return to the program all rec-
ords (including any copies thereof) con-
taining patient indentifying information
which have been in its possession in con-
nection with such examinafion.

(e) Maximum time allowed for dispo-
sition, The action required by paragraph
() shall be completed—

(1) Except as provided in paragraph
(e) (2) of this section not more than two
years after the record was acquired by or
on behalf of the examiner, or

(2) Where the record is needed in con-
nection with a formal legal proceeding
against the program commenced or to be

commenced not more than two years
after the record was acquired, and writ-
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ten notice to this effect is furnished to
the program within two years after the
record was acquired, not later than the
termination of such proceeding.

(f) Notice of final disposition. When
an examiner disposes of records as re-
quired by paragraph (d) of this section,
or not later than the time prescribed
by paragraph (e) of this section, whilch-
ever is earlier, the examiner shall furnish
to the program concerned a written
statement—

(1) That there has been compliance
with this section and with the provisions
of this part prohibiting any disclosure of
patient identifying information from re-
cords held by auditors or evaluators, or

(2) Specifying the particulars in which
there has been a Yailure of compliance,

§2.54~1 Patient identifying informa-
tion in connection with examina-
tions.—Basis and purpose.

Confidence .on the part of treatment
program personnel in the integrity of
auditing and regulatory processes is im-
portant to the effective functioning of the
treatment system. It is the purpose of
§ 2.54 to foster practices which will both
Jjustify and engender such confidence.

§ 2.55 Supervision and regulation of
narcotic maintenance and detoxifica-
tion programs.—Rules,

(a) Definition of “registrant”. For the
purposes = of this section, the term
“registrant” means a person who
(1) has pending an application for regis-
tration under section 303(g) of the Con-
trolled Substances Act (21 U.S.C. 823
(g)), or (2) has been registered under
such section and whose registration has
not expired or heen surrendered or re-
voked. :

(b) Drug Enforcement Adminisira-
tion. Duly authorized agents of the Drug
Enforcement. Administration shall have
access to the premises of registrants for
the purpose of ascertaining compliance
(or ability to comply) with standards es-
tablished by the Attorney General under
section 303(g) (2) of the Controlled Sub-
stances Act (21 U.S.C. 823(g)(2)) re-
specting the security of stocks of narcotic
drugs and.the maintenance of records (in
accordance with section 307 of the €on-
trolled Substances Act, 21 U.S.C. 827) on
such drugs. Registrants shall maintain
such records separate from and in addi-~
tion to patients’ clinical records required
to be maintained under 21 CFR 310.50f

(d) (1) (dii), which shall not be available
to such agents except as authorized
under a court order in accordance with
Subpart E of this part. Records main-
tained by registrants for the purposes of
section 307 of the Controlled Substances
Act (21 US.C. 827) need not identify
patients by name, address, social security
number, or  otherwise except by an
identifying nymber -assigned by the
registrant, but where such a system is
used, the registrant shall maintain on a
current basis a cross-index referencing
each identifying number to the name and
address of the patient to whom it refers.
Upon request at any time and wtihout
advance notice, but subject to the pro-
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visions of §2.54, such agents shall be
granted immediate access to any such
index. Such agents may use names and
addresses so obtained strictly for the pur-
poses of auditing or verifying program
records, and shall exercise all reasonable
precautions to avoid inadvertent disclog-
ure of patient identities to third parties.
Names and other identiiying information
50 obtained may not be compiled or used
in any registry or personal data bank of
any description.

(¢c) Food and Drug Administration.
Duly authorized agents of the Focd and
Drug Administration shall have access to

the premises of registrants and to all -

records maintained by registrants, for the
purpose of ascertaining compliance (or
ability ‘to comply) with standards es-
tablished by the Secretary of Health,
Education and Weifare under section 4
of the Comprehensive Drug Abuse Pre-
vention and Control Act of 1970 “(42
U.8.C. 257a), sections 303(g) (1) and 303
() (3) of the Controlled Substances Act
(21 U.B.C. 823(g)(1) and 823(g)(3)),
and sections 505 and 701(a) of the Fed-
eral Food, Drug, and Cosmetic Act (21
U.S.C. 355 and 371(a)). When necessary
in the conduct of their duties, and sub-
ject to the provislons of §2.54, agents
may use names and addresses of patlents
strictly for the purposes of auditing or
verifying program records, and shall ex-
ercise all reasonable precautions to avoid
inadvertent disclosure of patient identi-
ties to third parties. Names and other
identifying information on patients ob-.
tained pursuant to this section or by any
other compulsory process may not be
complled or used in any registry or per-
sonal data bank of any description, Ex-
cept as authorized under this paragraph
or by a court order granted under Sub-
part E of this part, (1) such agents may
not, either orally or in writing, except
in conversation with personnel of the
registrant while en the premises of the
registrant, identify any patient otherwise
than by reference to an-identifying num-
ber assigned by the registrant, and (2)
such agents ‘may not remove: from the
premises of the registrant any notes,
documents, or copies thereof which con-
tain petient identifying information.

(@) State drug law enforcement agen-
cies, Duly authorized agents of any State
(h'ugr law enforcement -agency having
jurisdiction and specific responsibility
by statute or otherwise for the enforce-
ment of criminal laws relating to con-
trolled substances (as deflned in the
Controlled Substances Act) shall have
access to the premises of any registrant
for the purposes (with respect to cor-
responding provisions, if any, of State
law) and subject to the restrictions and
limitations set forth in paragraph (b)
of this section, and subject to § 2.54,

(e) State healih quthorities.

(1) Definition "of. “qualified State
health agency”. As used in this para-
graph, the term “qualified State health
agency” means an agency of State gov-
ernment () which has express legal
responsibility to ascertain that regis-
trants under its jurisdiction comply with
appropriate treatment standards; ¢
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which. 1s. legally and administratively
separate from any agency of State gov-
ernment responsible for investigation of
violations of, or enforcement of, criminal
law generally or criminal laws relating
to controlled substances; (iii) whose
personnel are qualified by training or
experience to conduct inspections of
health care facilities to ascertain com-
pliance with treatment standards; and
(iv) whose personnel are by State law,
or by published administrative directive

enforced by effective sanctions, required
to maintain the conflidentiality of -dny
information concerning the jde;titx of

patients which they may acqguire in the
course of their official duties.

(2) Aecess. Duly authorized agents of
a qualified State health agency shall
have access to the premises of registrants
and to all records maintained by regis-
irants, for the purpose of ascertaining
compliance (or ability to comply) with
treatment standards (including those
relating to quantities of narcotic drugs
which may be provided for unsupervised
use by individuals in treatment) estab-
lished under State law. Such access, and
the use of any information thereby ob-
tained, shall be subject to the restric-
tions and limitations set forth in para-
%raép;xs 4(c) ‘of this section, and subject
08254, - : :

§ 2.55-1 = Supervision and regulation of
narcotic maintenance and detoxifica.
tion programs.—Basis and purpose.

(a) Section 255 is addressed to the
general problem described in the follow-
ing passage from the.legislative history .
of Pub. L, 93-282: ’

A major element of the task of fashioning
new regulations pursuant to the express
rulemaking authority conferred by this leg-
islation will be to reconcile the sometimes
conflictirig interests of research, audit; and
evaluation with rights of privacy and the
confidentiality of the relationship between
patient and cliniclan, Such a reconciliation
becomes particularly erucial where the func-
tions of research, audit, or evaluastion are
conducted by. a -governmental agency with
regul‘qt;.ory powers and responsibility, and
the treatment involves the.use of a drug
such as methadone which 1s in a research
status or which is readily susceptible of mis-
use or fllicit diversion.

Because of the difficulty and complexity
of the-tagk, the rulemaking authority is in-
tentionally cast in terms broad enough to

“permit the limitation of' the scope, content,

or circumstances of any disclosure under -
subsectlon (b), whether (b)(1) or (b)(2),

in the light of the necessary purposes for

which it is made or required. (Congréssional

Record, dalily edition; May 6, 1974, page

H3563).

(b) It has been the consistent inter-
pretation of the Special Action Office
for Drug Abuse Prevention that the only
provision of .the auth legislation
which pérmits-disclosurés to compliance
officers, whether of DEA, FDA, or state
agencles, Is subgection (b) (2)(B). That
subsection strictly prohibits any further
disclosure of names or other identifying
information concerning patients, and the
statutory  prohibition has been but-
tressed by provisions of these regulae
tlons, notably §2,54, providing safe-

guards and procedures to assure that th
statutory prohibition is respected. :

(¢) In testimony and written com-
ment on tlte August 22, 1974 draft of
these regulations, it has been urged that
access to patient identifying information
by law enforcement personnel, even for
the limited purposes allowed by statute
and regulation, should be prohibited ex-
cept pursuant to a court order obtained
under 21 U.8.C. 1175(b) (2) (C). We
believe that such & prohibition is
beyond our power to impose. .

(d) Section 307(b) of the Controlled
Substances Act (21 U.S.C. 827) provides, -
in pertinent part, “Every * * * record
required under this gection * * * shall
be kept and be available, for at least two
years; for inspection and copylng by
officers or employees of the United States .
-authorized by the Attorney General.” It
is a well known principle of statutory
construction that amendments and re-
peals by implication are not favored, In
People v. Newmean, 32 N.Y,2d 379, 345
N.Y.8.2d 502, 208 N.E.2d 651 (1973),
cert. denled 414 U.S. 1163, 94 8.Ct. 927,
39L. Ed. 2d 116 (1974}, the United States
filed amicus briefs with the Court of Ap-
peals of New York and with the United

.-States Supreme Court, arguing that sec-

tionn 408 of Pub, L. 92-256 (21 U.8.C.
1175) did not effect an implied amend-
ment or repeal of the provisions of Pub,
L. 91-513 (21 U.8.C. 872(¢) and 42 U.S.C.
242a(a)) which confer on the Attorney
General and the Secretary of Health,
Education, and Welfare the power to
grant the so-called research privilege
discussed in §2.24. This position was
expressly adopted by the New York
court. We cannot now take the incon-
sistent position that section 408 of Pub.’
L. 92-255 did indeed amend by implica-
tion section 307 of Pub. L. 91-513, par-
ticularly in the face of a contrary con-
temporaneous administrative interpreta-
tion by both the Special Actlon Office
for Drug Abuse Prevention and the De-
partment of Justice. In short, If the right
of access and copying conferred on Fed-
eral agents by 21 U.S.C. 827 is to be -
amended to provide that it mey only
he exercised pursuant to a court order
in the case of maintenance and de-
toxification programs, that is 'a change
which must be wrought by the Congress.
(e) In the case of inspections carried
out by health supcrvisory agencles, we
think that denial of access to any docu-
ments showing patient identifying in-
formation may have a serious adverse
effect on the validity of the inspection
process. Even if a program keeps its own
records- in terms of patient-identifying
numbers assigned by the program, the
patient file may contaln—may, indeed,
be required to contain——dccuments
signed by the patient or originating out-
side the program. Where signatuzes,
names, and addresses are all obliterated,
1 1s impossible for the Inspector to check .

the file even for apparent internal con~.

sistency. We believe that cutright for-
gery 1s and will remain a rarity, but the

temptation to cover improper or.inade~" -

quate  documentation. by * “accidental
ggas‘glir;gs" may -be something else:
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the effect that the program has been af-

requests otherwise. The same procedure forded the opportunity to be represented
should be followed in. the case of & sepa- § 2.64~-1 Procedures and criteria in gen- by counsel independent of counsel for

rate proceeding held in conjunction with eral.—Basis and purpose. the applicant, and in the case of any
a pending criminal or civil action. Any Section 2.64, In accordance with sub- program operated by any department or
court order should identify the patient section (g) of the authorizing legislatlon, agency of Federal, State, or local Gov~
fictitlously, and the disclosure of the sets out procedures and criterla for the ernment, Iz in fact so represented.
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§ communications with a program, an
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good cause and, if deemed necessary or
desirable, consistent with local rules of
procedure, it may order the program di-
rector to appear and glve direct testi-
mony.

(c) Hearings. All hearings and all evi-
dence in connection therewith shdll be

program.

(b) Notice. Except where an order
under §2.66 is sought in conjunction
with an order under this section, any
program with. respect to whose records
an order is sought under this section

shall be notified of the application and

ing a suspect by appearance, and the cri-
teria set forth in § 2.85(c) are met, and
the program has photographs of its pa-
tients, the witness alone may be permit-
ted to view the photographs, with no
names attached. If the witness failed to
identify any photograph as being a plc-

a5 an affirmative grant of jurisdiction to under section 408 of Pub. L, 92-255 pub- order under this subpart may authotize
IXQE (T YJUL YAQRIUT~-SRT .OM 0b SOV RIT21DIH JANIAI{
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ture of the suspect that \yould end the
matter. If there was such dn identifica-
tion, the program would be authorized
to give any information in its possession
as to the,suspect’s identity and where-
abouts to appropriate authorities,

(¢) Itisnot the purpose of this section
to substitute a mechanical formula for
judicial discretion, but rather to provide
criteria wk lch deﬁne the area within
which discy stion is to be exercised. The
reason for including all crimes commit-
ted on program premises or against pro-
gram personnel is not any special solici-
tude- for programs as opposed to other
victims of crime, but is rather the re-
sult of the special difficulties which the
broad definition of “records” in § 2.11(0)
creates for program personnel as com-
plaining witnesses.

(d). In regard to § 2.65(e), experience
has demonstrated that independent
counseh may be of crucial importance.
The lelyding case construing 21 U.S.C.
1175, //eople v. Newman, 32 N.Y.24 379,
345 N/¥.8. 2d 502, 298 N.E.2d 651 (1973);
certi¢rari denied, 414 US. 1163, 94 S Ct
927, 39 L. Ed.2d 116 (1974), would never
have been presented to the courts but for
the fact that legal counsel for Dr, New-
man was furnished on a pro bono publico
basis by a private law firm. In an entirely
different case, a United States District
Court appears to have issued a wholly in-
appropriate order under 21 U,S.C. 1175 in
a case in which the treatment program
involved was operated by an agency of
the United States Government, and
either was unrepresented, or was repre-
sented by the same attorney who repre-
sented the agency seeking the order. It is
possible, of course, that the order would
have been issued in any event, but it
seems clear that there was no adequate
presentation to the court of arguments or
testimony in opposition. It is difficult to
see how the purposes of stbsection (b)
(2) (C) of the authorizing legislation can
be carried out if there is inadequate pres-
entation of the issues to the courts which
must decide them.

§2.66 Investigation and prosccution of
programs.—Rules.

(2) Applicability. This section applies
to any application by an administrative,
regulatory, supervisory, investigative, law
enforcement, or prosecutorisl agency for
an order to permit disclosure of patient
records or the making of copies thereof
(including patient identifying informa-
tion) for the purpose of conducting an
investigation or an administrative or ju-
dicial proceeding with respect to any
program or any principal, agent, or em-
ployee thereof in his capacity as such.

(b) Notice. An application under this
section may, in the discretion of the
-eourt, -be granted without notice, but
upon the implementation of any order so
granted, the program shall be afforded

- an‘opportunity to seek the revocation or

amendinent of such order.
(c) Scope. Both disclosure and dis-
semination of any information from the

RULES AND REGULATIONS

records in question shall be limited under
the terms of the order to assure that
patient identities will be protected to the
maximum practicable extent, and that
names and other identifying characteris-~
ties of patients are expunged from any
documents placed in any public record.
No information obtained pursuant to an
order 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.

§ 2.66—1 Investigation and proseceution
of programs—Basis and purpose.

The principal purpose’ “or~ 59.66 is to
enable a regulatory agency whose inspec-
tion or other source of information has
disclosed a need for follow-up, or which
has heen refused access to patient rec-
ords, to obtain the necessary authoriza-
tion for access and copying. There may

. also be rare instances, such ‘s those in-

volving financial fraud, tax evasion, or
other offenses where access by other in-
vestigative agencies is necessary, sub-
ject to the requxrements and protections
of this part.

§ 2.67 Undercover agents and inform-
ants—Rules,

(a) Applicability. This section applies
to any application by an administrative,
regulatory, supervisory, investigative, or
law enforcement agency for an order to
permit such agency to have an under-
cover agent or informant in a program
under circumstances which would other-
wise be prohibited under § 2.19.

(b) Notice. An order under this sec-
tion may be granted without notice

where the criminal condv‘,t for the in-
vestigation of which it is’ granted is be~
lieved to be carried on by the program
director or by any employee or agent
of the program with the knowledge of
the program director or under such
circumstances that in the exercise of
reasonable care the program directdr

+should know of such conduct. Under any

other circumstances, an order under this

section may be granted only after the
rogram director has been afforded no-
ice and opportunity for hearing.

(¢) Criferia. An order under this sec-
tion may be granted only where there is
reason to believe that a program or any
principal, agent, or employee thereof is
engaged in serious criminal misconduct,
and that other means of securing evi-
dence of such criminal misconduct are
not available or would not be eifective,

(d) Scope. An order granted pursuant
to this section may authorize the use by
the applicant of an undercover egent
or informant, either as a patient or as
an employee, of the program in question,

(e) Time periods. An order under this
section-may not authorize the use of an
undercover agent for an §nitlal period
exceeding 60 days. At any }lime prior to
the expiration of such 6f‘l-day period,
the applicant may apply foi' an order ex-
tending such period for an additional
period not to exceed 60 days, but in no

event may the use of an undercover agent

27821

in any program be authorized for more
than 180 days in any period of 12 con-
secutive months.

(f) Duty of agent. Except to the ex-
tent expressly authorized in an order
under this section, which shall be limited
to disclosure of -information directly re-
lated to the purpose for which the order
is granted, an undercover agent or in-

formant shsall for the purposes of this .

part be deemed an agent of the program
within which he is acting as such, and
as such shall be subject to all of the pro-
hibitions of this part applicable to dis-
closures of any information which he
mey’acquire.

§2.67~1 Undercover agents and inform-
ants—-Basis and purpose,

The. legal rationale underlying this
section has been set forth in § 2.19-1. It

+is expected that this section will find its

principal and perhaps its exclusive ap-
plication in the area of drug law enforce-
ment. Experience has demonstrated that
medical personnel, no matter how cre-
dentialed, can engage in the illicit sale
of drugs on a large scale, and that the
use -of undecover agents and informants
is normally the only effective means of
securing evidence sufficient to support a
successful prosecution.

[FR Doc.75-17169 Filed 6-27-75;9:38 am )

Title 21—Food and Drugs

" CHAPTER 1il-—SPECIAL ACTION OFFICE

FOR DRUG ABUSE PREVENTION

PART 1401-—CONFIDENTIALITY OF DRUG
ABUSE PATIENT RECORDS

Revocation of Part

On May 9, 1975, there was published
in the FeperaL REGISTER (40 FR 20542)
& notice of proposed rulemaking propos-
ing the revocation of Part 1401 of Title

21 of the Code of Federal Regulations by

reason of the proposed incorporation of
1ts subject matter in a new Part 2 of Title
42 of the Code of Federal Regulations.

Interested persons were invited to sub-
mit writien comments, views, or argu-
ments with respect to the proposed revo-
cation, within 30 days of the date of pub-
Heation of that mnotice. None were
recelved, except to the extent that they
were implicit in those submitted on the
proposed new Part 2 of Title 42 of the
Code of Federal Regulations, which were
duly considered.

Accordingly; pursuant to the authority
of séction 408 of the Dirug Abuse Office
and Treatment Act of 1972, as amended
by Pub. L. 93-282 (21 USC 1175), and
under the authority delegated bo the
General Counsel (39 FR 17901, May 21,
1974), Part 1401 of Title 21 of the Code
of Federal Regulations is revoked effec-
tive August 1, 19175.

' Dated: June 25, 1975,
Grasty Crews, IT,
General Counsel, Special Action

ONce for Drug Abuse Pre-
- pention. -

[FR Doe.76-171170 Filed 6-27-75;9 :38 am)
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.as Chief of Police of the

NEIL F. HORTON

EARL D. OSBORN

JOHNSTON ‘& KLEIN

1221 Broadway, ‘Twentieth Floor
Oakland, California 94612
Telephone: (415) .452-2133

MARGARET C. CROSBY

ALAN I, SCHLOSSER

AMITAI SCHWARTZ

American Civil Liberties Union
Foundation ¢f Northern California
814 Mission Street

San Francisco, California
Telephone: (415) 777-4880

94103

Attorneys for Plaintiffs .

IN THE SUPERIOR COURT OF THE

[

JOHN DOE I and JOHN DOE II,
individually and on behalf
of all others similarly

~—

situated,
-Plaintiffs,
V. ‘
J. L. COPPOCK, individually

and in his official capacity

City of San Mateo Police
Department; EAMON RYAN,
individually and in his
official capacity as a
Sergeant of the City of San
Mateo Police Department, the
CITY .QF SAN MATEO POLICE
DEPARTMENT; CHARLES R. GAIN,
individually and in his )
official capacity as Chief of
Police of the San Francisco
Police Department; MARVIN
DEAN, individually and in
his official capacity as an
inspector with the San
Francisco Police Department;
the SAN FRANCISCO POLICE
DEPARTMENT, and ROE I
through ROE XX,

Defendants.
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STATE OF CALIFORNIA

CITY AND COUNTY OF SAN FRANCISCO

No. =

CLASS ACTION

AR o Lt e e

COMPLAINT FOR DECLARATORY
AND INJUNCTIVE RELIEF
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25, questlons of: law and fact 1nvolved 1n thls case affectlng the'
26

27

Pthe parties‘and the»court}

Plaintiffs allege:

'FIRST CAUSE OF ACTION - - . '

o PARTIES -
, 1., Plarﬁtlffs JOHN DOE I and JOHN DOE II on January l
1979 angion\FEbruary 6- 8, 1979, were enrolled as patlents in the
Methadone Malntenance and Levo Alpha Acetyl Methodol (L.A.A.M. )
research program operated at Ward 93 of San Franc1sco General
Hospital. For reasons that will be set out more completely
below;vJOHN DOE"'I -and JDHN DCE II-reasonably béliéve that here
dlsclosure of thelr names or 1dent1t1es in this complalnt will
dlrectly abrldge the rlghts and 1nterests Wthh they seek to
vindicate by bringing this action. B

2. Plaintiffs JOHN DOE I and JOHN DOE II bring this”

action on behalf ofkthemselves and Bn,behalf ofyall‘othersqslmit
larly sitnated. Q ‘
of all=persons enrolled as patients on January l 1979, in the
L A.A. M program operated at Ward 93 of San Franc1sco General

Hospltal whose 1dentlty was. ascertalned by the defendants pursuant

to a. search warrant executed at Ward 93 on. February 8,‘1979 The'

[

persons 1n~thls-class are so numerous, consisting oﬂ,approxlmately
N Sl Ol ard PR ek : =Y

35 individuals, that joinder of all such persons is impractical

and disposition of their claims in a class action will benefit

There lS a well deflned commun ty of 1nterest 1n the

partles to be represented by JOHN DOE I and JOHN DOE II 1n that~

all lssues of law and fact are ldentlcal w1th respect to the

cntlre class. As Set‘QUtimOIEiCQNPletElyvbGIQWj‘the‘1ssues;of’dh""

L

728 i
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The class which plaintiffsrrepresent is,comPOSed :

L bt manres

Y e st s amsa it o st LS s e v i ol s
. S Y > S M S PR U R bl o s e L bove Nart 99 g ot

it e g e

Il held lniWard,93§of San Francisco General Hospital.

|.the class to, relief.

' the City of San Mateo.

San Mateo Police Department

_lnvestlgator.‘

o

¥

%

law.and fact concern defendants' conduct in obtaining and exe-

| cuting a search warrant for patient records of the entire' class

Proof of a
single state of facts will establish theﬁright of each member of

JThe‘blaims of JOHN DOE I and JOHN DOE II

';aré typical ef4thoserof the class and plaintiffs will fairly and

adequately represent the 1nterests of the class.

| 3.. Defendant J. L. COPPOCK is the Chief of Police of
He is the duly: app01nted chlef adminis-
tratlve officer of the C1ty of San Mateo Police Department and
has prlmary responSLblllty for the development of pollc1es and
the dlrectlon and control of subordlnate employees of the Clty of

lncludlng numerous duly appointed

peacerofflcers Defendant COPPOCK is sued individually and in -

hlS offrcxal capac1ty :
' .4.‘ Defendant EAMON RYAN is a: duly app01nted Sergeant

for the City of San Mateo Pollce Department who is assrgned as .an

Defendant‘RXAN,lsvsuedﬁ1nd1vxduallyfandﬂlnéhls .

OfflClal capac1ty as a Sergeant of the City of Sgn Mateo: Police

Department.

0

-

. 5. .Defendant CITY OF SAN MATEO POLICE DEPARTMENT is a

.component'ofithe City of)San Mateo, consisting of a chief of

pollce, a pollce force,,clerks and other enployees.,, |

6. Defendant 'CHARLES - R‘ (GAIN is the Chief of Police of
the Crty and County of San Fran01sco.- He'ls‘the.duly app01nted
chlef admlnlstratlve offlcer of- the San: Francxsco Pollce Depart—‘

ment and has prlmary responsrblllty for the development of" poll-

‘Cles.andythe dlrect;onaand,control,of sgbordlnate;employees of

=7
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! Francisco General Hospital. The L.A.A.M. program was in cxistcnoc

b the Qan Francisco Police Department, 1nclud1ng numerous duly ap—

t

on: February 6-8, 1979.

t9

: polnted peace officers. Defendant GAIN is sued 1nd1v1dually and

3 11. The L.A.A. M | i ‘
] : o _ i Ll. . . program is a d
: : 3 in his official capacity. 9 rug abugse research

-—

_ “ , _ , c program which is funded by ‘the Natlonal Ins
) 7. Defendant MARVIN DEAN is a duly appointed police nstitute of Drug Abuse,

- | 5 an agency of the United Stat
. T | B es. governmen
p) officer for the San Francisco Police Department who is assigned 6 ; fr/on uhieh anO1ves the
- . ) use of L.A.A.M., an experlmental form of methad
. . =« e , L . s on
6 as an inspector with the Naxcotics Squad. ' Defendant Dean is sued v, o volintaer
| | A | E . 7, patients addicted tpo opiate'drugs; :
7 individually and in his official capacity as an inspector with 8 , ' : .
. ’ q b | v - 12. In cocnnection with the performance o ' %
8 || ~the San Francisco Police Department. 9 | ‘p N N flthe A
o | . program, San Francisco General Hospital intains ’
9 T 8., Defendant SAN FRANCISCO POLICE DEPARTMENT is a com- 10 ' ’ TATIERINS TRODRAS of he
\ . \ , - ) identify, diagnosis, prognosis, and treatment at]
- 10 | ponent of the City and County of San Francisco, consisting of a , ‘ ’ L SRR paent an
5 > > - | ' _ ! rolled in the. program The records i i i i ‘
v | - - | o _ o . . s include tifica-
11 | police commissicn, a chief of police, a police force, ‘clerks and 12 | ' ' ‘ | nosp R

, ‘ tion photos of the L.A.A.M. patients,; their na L, a ' |
12 other employees.. . : w0 - : ' = nes, Addresses,
' B O SR . , 3 | dates of birth, and medical histories, includij 4§ :
13 . 9. The true names and official capacities of defendants ‘ ) s tuding histories of
: : 4 | drug use,

o

14 designated as ROE I through ROE XX, inclusive, are’unknown~to

15 4 - 13, One obj i / S »
. . ) Jective of the L.A. . :
li.‘\plalntlffs who therefore sue these defendarits by such fictitious A.M. treatment program is

to keep strict confldentlallty of patient records in order to

16 | names. Plaintiffs are 1nformed and belleve and on that basrs

, 17 |
17 ‘nallege‘that’each of the defendants deSIgnated herein as a RQE is I ' 9 :zzz:rzzil::i:nzzzysi2:::::ijzlO:O;nl::e ziogran and in order to é
= ) 18 | responsible in some manper for the practiCes,'COnduct: andractsb ° EE B o normai Lives Aftrvaca Wlthoutythe pt € : program to lead - é
% 19 !sought to bevdeclared unlawf?l and restrained and prevented by o ,’fg’ 20‘ ni A6 2t viars e - - ds igma that would" attach to é
'% 20 | this action.~- Plalntlffs w1ll\seek leave of 'the court to amend : ‘ 3 s T P . | ¥ a‘ partlc1pated in the program. | E
j 21 v’thelr complalnt to show. the true names and capac1tles ‘of these. . | s doHN:osl:: zea:Zi:zlinz:ii:i:Z z:azhihprogram JOHN DOE I and | é
22 defendants when they have been ascertalned Bl e ;V‘;«, ‘ | ;i' : o . ldentlt eir patient records and . %’
s .‘ﬂ LR R PV T e o e L 2/.’ y would be confldentlal and not released by hospital | E
. n o 7. : : ' : o . 24 :
[P7H ,’10.~ San Franc1sro General Hospital, an agency of the~f‘ AR B ” ‘ZZZ:::jti::?r:l:zniiij:T%::jtj:§ezzlzz ilrzimStances requlred bY
25 | city and County of San Francxsco under the " dlrectlon of the San ; _éc 'substantlal S based o assuiances Oz efprogram was in.
s 26] 'Francisco Department of‘Health' perates “in’ conjunctlon with theA X :'27f‘-, N Y e Feb 6 | con ifentlallty. : >
%ﬂk 27 | Unlver51ty of Callfornla, a state unlver31ty,ka Levo Alpha‘\' - ’:ég"Generai Hos.ltal conzuazyd li79 an employee atwsin Franc15co k _
% 28 || Acetyl Methodol (L.A.A.M.) research program ‘at Ward 93 of San' o - P SOnE wrt the L A <My program was: contactedk

..30 :".“‘
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.the'affidavit is attached hereto as part of Exhibit A and is

: was,iséued‘by the Mﬁnicipal Court,fbr‘thqcity‘andCopntyof San

Francisco (Judge John;E; Dearman);,and,iS‘attached hereto as part

by telephone by Defendant Inspector DEAN who.toldfthe,em?loyee'
that he (Deéﬁ) had information obtained from an informgnt that
the‘perpetrators of a triple homicide two’dayé.earli¢r~at a |
Payless Drugstore.in the Ci%y of San Mateo might be white males
enrglled in the L.A.A.M. progrém. Inspector Dean asked the
employee for the names, dates,of‘birth;and addresses of all white
malé L.A.A.M. program members. The employee‘responded that under
federal law the names of the patients could not be divulged.
15, Latér in the day ofmFebruary'6,¢1979, defendant
Iﬁspector Dean contacted by phone an employee at Ward 93 at San
Francisco General Hospital. Inspector~D¢an‘fequested‘the némeS)
datésvofibirth and addresses of Latino in addition to white male
L.A.A.M. patients and toid the employee that the~pblice inﬁénded'
to obtain a search warrant to seize the requested information.
16. On February 7, 1979,‘the>Municipal‘Co;rt for the
City and.CQunty of SahfFrancisco'(Judge Jghn E;"Dearman),’was‘
requested by applicatiOn‘ahd affidavit signed by defendant RYAN
to issue é search warrant for property at Ward 93, San,Erancisco

. ; )] :
General Hospital, 1001 Potrero Street, San“FranC}sco. A copy of

‘incorporéted herein by réference'asiif’sét forth inﬂfull..VThé
prqper£y includéd‘patient,rosters,,rolls,‘and records, including
nameg, addresses, and datés‘of'bift@ of patients-in the‘L}A.A.M.
progfam,at S;n_Fraﬁcisco~Genaral*Hospital.z-w‘,f

"17. ©On Februé;y‘7,;1979? the réquestéd Searchtwarrant

of Exhibit A and is incorporated herein by reﬁerepCe. The Wa§rant

-32 -

‘\\

10
11
12
13
1
15
16
17

18

19

20

21

22

24
a5
26
s

28

Ccisco, or: of the University of California,

‘and be heard~5y the court.

‘provides in relevant part:

THE PEOPLE OF THE STATE OF CALIFORNIA, TO ANY
POLICEMAN OR PEACE OFFICER IN THE CITY AND
COUNTY OF SAN FRANCISCO, STATE OF CALIFORNTA:

~Proof by affidavit having been made this.day
before me by Sgt. E. Ryan, San Mateo P.D. and it
appearing therefrom that there is probable cause
. for believing that there is now located at Ward
.93, san Francisco General HoSpital;'LOOL‘Potrero
Street, San Francisco, California, certain personal
property or things consisting of the following:

Patient rosters, rolls, and records, including
hames, addresses, and dates of birth of patients

in the Lam [sic] Program at San Francisco General
Hospitdl, S

and that said property comes within the provi-

sions of Section 1524 of the Penal Code as noted .
herewith: ' . ’

CL -

* * * - % *

d. /xxx/ Subdivision 4 (Property or things -
, are evidence which tends to show
. a felony has been committed or:
that a particular person has
committed it)

) YOU ARE THEREFORE COMMANDED to make a search
of the premises or person described above ‘for the
said articles and property, and if you find the
‘Same or any part thereof to bring it forthwith
before me or retain it in your custody according

~to Section 1536 of the California Penal Code.
18. No representative of San Franci;éo‘Geheral Hospital

or its L.A.A.M. program, or of the City and County of San:Fran—
or ofnpla;htiffs was
present>during'the proceedings a;}whichlthé search warrant was
requested andviséued,>pl;inﬁiff5 had‘nq notidé"of”the proqeeaiﬂgé,
and no opportqniﬁyfwas‘giVep to,the»Hospitalﬁo
19. fOn'February'B}‘1979;
some of which a#é designatéd as Roes hérein,

entered Ward 93 of

.
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r program to appear :

at least 'six police officers, -
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San '‘Franc¢isco General Hospital, and presented to Dr. David Deitch,|.

the Chfef of Substance Abuse Service of San Francisco General

Hospital, a copy of the search warrant, and informed Dr.

Deitch'

that if the records and information designated in the warrant

were not provided they'would,seizeﬁevery,document on the ward.

Dr: Deitch advised the police officers that he lacked legal

authority to provide the records and asked them to wait for the

arrival of Mr. Frank Puglisi, the hospital administrator..

When

Mr; Pugllsl arrived, Dr. Deltch asked to call an. attorney, and

was told he was. being placed in-detention. Mr. Pugllsl, with the

aid of ward personnel, provided the police officers with the

requested information, which included names, addresses and dates

of birth of all L.A.A.M. enrollees as of January l, 1978,

includ~-

ing plaintiffs, and photographs of the hospital identification

photographs of the L.A;A.M.renrollees, including the hospital

identification photographs of plaintiffs. The police officers

then released Dr. Deitch fromvdetention and left the premises.

20.‘ On February 16,,1979,'Defendant Sergeant RYAN

executed a Return and Inventory on Search Warrant which was filed

with the Municipal Court in and for the City and County of San

Francisco (Judge John E. Dearman). The ‘Return and Inventory is

attached hereto marked Exhlblt B and is 1ncorporated hereln by

reference as 1f set forth 1n full - It prov1des,1n relevant part:

I, the under51gned make this return to
the within search warrant. On February 7,

1979, I recelved said warrant, and under its -

:authorlty 'I diligently searched the below,v
listed premises on (date) February 7, 11978
[sic] and there I discovered the matter
‘descrlbed in the 1nventory
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Premises searched: Ward 93, San Francisco
- , - General Hospltal Records
' . ' ~ of patients in the LAAM
Program

INVENTORY: Photocopy list of 35 1nd1v1duals 4
identified by clinic staff as being
a ‘enrolled in the LAAM methadone pro-
E ~ .o gram. Information given to this
officer by clinic personnel included -
names, addresses, and dates of birth.
of the enrollees. Photographs were
‘taken of hospital -identification
’photos of the LAAM patlents

4 , oo By the officer by whom ‘this search warrant
was: executed, do swear that the above inventory
contains a true and detailed account of all the
property taken by me on the warrant. The property

'seized will remain in the ‘custody of the San Mateo
Police Department: subject to further order -of this
».Court or other court of proper Jurlsdlctlon.

/s/ E. Ryan o : o
Sergeant E.-Ryan, $#18, San Mateo P.D.

21. Plaintiffs are informed andotherefore allege, on
1nformat10n and bellef that the 1nformat10n and property taken
from Ward 93 pursuant to the search warrant has not been returned
in splte of requests by off1c1als of the L A A M program and San

Francrsco General Ho pltal, and that any and all coples of the

1nformatlon and property have not been destroyed

71'22‘ Plalntlffs are 1nformed and therefore allege, on
1nformatlon and beller, that defendants 1ntend to seek similar
search warrants for the records of the L.A-A'M"’program4at San
Francisco General HOSpltal, or other drug abuse programs, when—
ever 51m11ar c1rcumstances eX1st and that defendants w111 follow
srmllar procedures as outllned hereln 1n seeklng such search war—

[T

rants.

23 At ‘the tlme the defendants squght the search warrant

='and selzed from Ward 93 the property and lnformatlon regardlng

=35
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abuse programs.

L.A.A.M. patients, defendants RYAN, DEAN and several ROES had -
knowlédgéfofffedérai“Statutes and regulations protecting the

confidentiality bﬁ,patieht records in federally assisted drug

L4

24. .The Drug Abuse Office and Treatment Act of 1972i

provides:

'Records of the identity, diagnosis, ‘
‘pfognosis, or treatment of any patient which
are maintained in connection with the
performance of any drug. abuse prevegtlon
function conducted, regulated, or directly
“or indirectly assisted by any department

. or agency of the United States shall.. ..
[exception] be confidential and be disclosed
only for the purposes and under the clrcums
stances expressly authorized under subsection

- (b) of this section. (21 U.S.C. §1175(a))

Section .(b) (2) (c) provides that such records can be disclosed

without the written consent of the patient:

1f authorized by an appropriate order of

a court of competent.jurisdiction granted after
application showing good causeiFherefor: In
assessing good cause the court sha}l weligh the
public interest and the need for disclosure

. against the injury to the patient, to the
physician~patient relationship,_and'torthe
treatment services. Upon the granting of such
order,. the court, in determining the extent to ‘
which any disclosure of all or any part of the =
record is necessary, shall impose appropriate
safeguards against unauthorized disclosure.

© (21 U.s.C. §1175(b) (2) (c))

Section (c) provides:

- Except as éuthorized;byya court ordgr
granted under subsection (b) (2) (c) of th1§
section, no record referred to in subsegtlonf

* (a) of this section may be used to initiate

- or substantiate any criminal charges against
a patient or to conduct any investigation of
a patient. (21 U.S.C. §1175(c))

R

© |Pursuant to authority granted by the Drug Abuse Office and Treat--

i

ment Act of 1972 (21 Urs'c,‘glljS(g)), théASecretary of Health,
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Education and Welfare has prescribed regulations to carry out the

purposes of the Act. The regulations set forth specific require-

ments applicable to:

+ -« any application by an investigative, law
enforcement, or .prosecutorial agency for an
order to permit -disclosure of patient records
for the purpose of conducting an investigation
1 Or prosecution of an individual who is, or who
~ 1is believed to be, a present or former patient

in a program. (42 C.F.R. §2.65)

The regulatdons require in connection with investigations not
// ] \\ ((/ V .

)

alSé'inyoLyinga
records éngSQQght‘"shall be notified of the ‘application and

¢ a program itself,‘thét the ﬁrogram from which the
A : : .

N

afforded an opportunity to appear and bg heard_thereon". 42

L

C.F.R. §2.65(p). In addition, before authorizing disclosure, the

Court must- £ind that:

There is a reasonable likelihood that the
records in question will disclose material
information or evidence of substantial value
in connection with the investigation or prose-
cution. (42 C.F.R. §2.65(c) (2))

There is no other practicable way of ob-
taining information or evidence. (42 C.F.R.
§2.65(c) (3)) "

- The actual or potential injury to the
physician-patient relationship in the program
affected and in other programs similarly
situated, and the actual or potential harm
to the ability of such programs to attract
and ‘retain patients, is outweighed by the
public interest in authorizing the disclosure
sought, (42 C.F.R. §2.65(c¢) (4))

| The regulations place limitations on the scope of any authorized

disclosure:

Both disclosure and dissemination of any
information from the records in question shall
> be limited under the terms of the order to . A
assure that no information will be unnecessarily
disclosed and- that dissemination will be no

- 37 -
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wider than necessary. Under no Circumstances may
an order under this section authorize a program to
turn over patient records in general ‘Pursuant to
a subpoena or otherwise, to-a grand jury or a law
enforcement ‘investigative, or Prosecutorial
agency. (42 C.F. R §2. 65(c)(4)(a))

Finally, the regulations prov1de as to the appearance of counsel:

.. Any application to which this section
applies shall be denied unless the court makes
an explicit finding to the effect that the pro-
gram has been afforded the opportunity to be
represented by counsel independent .0f counsel
for the applicant, and in the case of any pro-
gram operated by any department or agency of
Federal, State, or local Government, is in
fact so represented. (42 C.F. R. §2.65(c) (5))

25, The statute and regulations set‘out in .paragraph 23
apply to the L.A.A.M. Program of Ward 93. ’None of the statutory
and regulatory safeguards set forth in the preVious paragraph
were observed by defendants in seeklng and- issu1ng the warrant,

. '
or in seiZing the property and 1nformation at Ward 93. Both the
warrant, and the subsequent search and seizure, therefore, were

invalid.

REQUISITES FOR RELIEF

26, Plaintlffs and the class they represent have peen
and will continde to be irreparably 1njured by defendants' actions
in seiZing and retainlng the patient records of the L.A.A.M.
program from Ward 93, and copies thereof, in that plaintiffs’
protected rights of privacy and confidentiality have been violated
without legal justification. Moreover, Plaintiffs. reasonably
fear that defendants Wlll make, future use of the information and
property invalidly seized pursuant to the search warrant and that
their 1dent1tles will be revealed as participants in the L. A.A. M.

program.  Such fears, and the fear of future similar violations
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~information gathered for one purpose will}make its way into

believe that their actions were and are in all reSpects valid,

of plaintiffs' rights by defendants, have a chilling effect upon

plaintiffs wfllingness to participate.in the L.A.A.M. program or

other drug abuse programs, if necessary, or to seek medical

assistance for drug—related conditions. Plaintiffs believe that
: N : .

police records which will adversely affect them in the future,

including but not limited to future employment‘possibilities.

‘27; Plaintiffs kand the class they represent) have no
adequate remedy at law for. the injuries theyvhavefand will con-
tinue to suffer.”

28. An actual controversy~has arisen and now exists
between plaintiffs and the class they represent and the defendants
concerning their respective rights and duties in‘that plaintiffs
contend that the search warrant'and subsequent seizure, retention,

and use of L.A.A.M. patient records was and is invalid and unlaw-

ful. Plaintiffs allege on information and‘belief that defendants

and that the search warrant and;Subsequent'seiZure, retentionband
use of L.A.A.M. patient records is lawful.

29.- Defendants' actions in obtaining the search warrant,
in carrying out the subsequent search andrseizure, and in retain-
ing the records seized were and are unlamful in that defendantsﬂ
actions violated the‘Drug Abuse,office'and'Treatment Act of 1972
(21 u.s.c. §ll75(g)), and Jts implementing regulations (42 C.F.R.

§2.1 et seq., )
_ SECOND CAUSE ‘OF ACTION

30. Plaintiffs refer to paragraphs 1 through 23 and 26

through 28 ‘of the first cause of action and by reference incorp-
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R
orate them as part of this cause of action.

31. Section 11977 of the Health and Safety Code of the
Sﬁate of California provides in part:

(a) Exceptras otherwise provided. in

" this subdivision (b), records of the identity,
diagnosis, prognosis, or treatment of any patient
which are maintained in connection with perfor-
mance of any natcotic and drug abuse program shall
be confidential and shall be disclosed only for -
the purposes and under the circumstances expressly
authorized by this section. The content of any
record referred to in this section may be dis-
closed in accordance with the prior written con-
sent of the patient with respect to whom such
record is maintained, .or:

. L] . "

(3) If authorized by an appropriate order of
a court of competent jurisdiction granted after
application showing good cause therefor. 1In
assessing good cause, the court shall weigh the
public interest and the need for disclosure against
. the injury to the patient, to the physician-
> patient relationship, and to the treatment ser-
vices program. Upon the granting of such order,
the court, in determining the extent to which any
disclosure of all or any part of.any record is
necessary, shall impose appropriate safequards
against unauthorized disclosure.

Section 1282 of Title 9 of the California Administrative o
Code sets forth additional confidentiqlity réquirements for
methadone treatment programs, andéipco;porates the safeguards and
protections contained in the federal statutes and regulations.
Section 1282 provides in part:

All information and records obtained in the

course of providing serVices to patients in a

program shall be subject to the confidentiality

and disclosure provisions contained in Article

7 (commencing with § 5325) of Chapter 2 of
Part 1 of Division 5 of the Welfare and
Institutions Code, and as is required by the
“applicable statutes and regulations of the
Federal Government . . . .

32. The statute and regulation set out in paragraph 29

apply to the L.A.A.M. program at Ward 93, " None of the safeguards

- 40 -

contained in said statute and regulation were obsérved by de-

fendants in seeking and issuing the warrant, or in seizing the

- property and information at Ward 93. Both the warrant and the

subsequent search and sei%ure, therefore, - were invalid and un-
N ] ' ’ ’

lawful.

THIRD CAUSE OF ACTION . ' -

33:erlaintiff$_refer tokparagraphsbl through 23 and 26
through 28 of the first cause of action and by reference incorp-
orate them as part of this cause of action.’

34. Article 1, Section 1, of ﬁhe_California Constitu=
tion provides that "privacy" is an"”inalienabie right" of all
people. Défendants"seizure of patient records regarding parﬁici-
patiqn in the L.A.A.M. program was an unreasonablergovernmental
intrusioh }nto plaintiffs* perspnal and objectiveiy reasonable
‘expectation‘og privacy. The seizure‘and rete?gion of patient
information ﬁhefefore was and is illegal %n v;olation of Article
1, Section 1, of the Californié‘Constitution. -

i

FOURTH CAUSE OF ACTION

35; Plaintiffs refer to paragraphs 1 through 23 and 26.]

through-28 of the first cause of actianand by reference incorp-
orate them‘aszpa;t of this cause\of action. .

36. Article 1, Section 13, of the California Constitu-
. ., , . ‘ . S %
tion provides: "The right of the people to be secure . e
aga%nst‘unreasouable seizures.ahdk;earches‘mayqnot be violated

‘e The exkpArte issuance of the search warrant under the
ci;cumStandes éescribed herein wasvber>se unreasonable. The
warrant and‘subsequént search,théreEOre violate&.A;ﬁicle 1,
Section 13, 6f the California Cénstiﬁution, and were iliegéi.
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23

' able cause, supported by oath or affirmation, particularly desa

was-insufficient to establish probable cause.

-Callfornla Constitution, and were 1llegal

e

FIIrl CAUSE OF ACTION

37. Plaintiffs refer to paragraphs 1 through 23 and 26
through 28 of the first cause of actlon and by reference‘}?
incorporate them as part of this cause of actron.l |
38. The Fourth;Amendment of the United States‘Consti-
tutlon provides: ". . . no Warrants shall issue,)but upon prob-
able cause, supported by oath or afflrmatlon, and partlcularly
describing the place to be searched, and the persons or,thlngs to
be seized." Article 1, Section 13, of the California'Constitu—

ton provide: PR, ‘ ay issue except on prob-
tion provides: " . . . a warrant may not is p

cribing the place to be searched and the persons and things to be
seized." The affidavit in support of the warrant in this case
The warrant and

‘ of the
‘subsequent search therefore v1olated the Fourth Amendment o
United States Constltutlon, and Article 1, Section 13, of the

PRAYER

a

and each of them, as fol&ows. | |

| L For an 1n3unctlon, en301n1ng defendants,'and each
of them, and their agents, servants,‘and employees,‘and all other
‘persons*aCtingiunder, in concert with, or ‘for them: : |

a. Fromamaking any cOpfes of the records, docu-

”ments,’or information taken from Ward‘93‘of San Francisco General
Hospitaldpursuant‘to’the'searchdwarrant, or:information deriued -
therefrom, or dlssemlnatlng or dﬂ“sigg%pg to any persons or

" entities such’reéords: doCuments,'Lnformatron, or lnformatlon,

WHEREFORE, plalntlffs pray Judgment against defendants,

s A

2‘1;4225‘
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16

17

18
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'Hospltal all records, documents and 1nformatlon seized therefrom

. irg photographs, of any and all records, documents, or 1nforma-

‘audetailed listing of each and every person and agency to whom
—Francrsco General Hospltal pursuant to the search warrant, and
'nated or“dlsclosed, 1nclud1ng the dates of such dlssemlnatlon or

possession, custody, or control of persons and agencies that are.’

:dlrectly agalnst plalntlffs ‘and the class they represent for

e,

derived therefrom, or maklng any Oter use of such records, ‘

documents, or 1nformatlon, or 1nformatlon derlved therefrom,

b. To return to Ward .93 of Ssan Franc1sco General

-

pursuant to the search warrant, and any notes, memoranda or other
1

wrltlngs whlch dlsclose the 1dent1ty of patlents on the L.A.A.M.

program, and to make proof of compliance upon counsel for plain-

tiffs;

o g4 P

c. To destroy%any and all previous copies, includ-

tlon obtalned from Ward 93 of San Fran01sco General Hospital pur—

e

suant to the search warrant and to’make proof of the date and

method of destructlon upon counsel for plalntlffs,

' 3ﬁdd. To submlt to the court and plalntlffs counsel

records, documents, or information seized" from Ward 93 of San

all 1nformatlon derived therefrom, has been prev10usly dlsseml-

disclosures, and to take all necessary afflrmatlve steps which =

w1ll lead to the return or destructlon of all records, documents,

1nformatlon, and lnformatlon derlved therefrom which is in the

g

not expressly namcd as defendants h0101n, and to make proof of’

compllance upon counsel for plalntlffs,

e. From taklng any actlon either dlrectlv or in-

thelr part1c1patlon in the L A A.M. ,program at Ward 93 of San~

L0
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Franc1sco General Hospltal or for brlngrng thlS law sult.'

2. That this court declare that the issuance of
search warrants, seizures pursuant thereto, and the lack of any
safeguards against unauthorlzed dlsclosure of the 1nformatlon

selzed,_ln the c1rcumstances of this action, is illegal and void

.

in that issuance of such warrants violate applicable federal
statutes and regulations, applicable California statutes and °
regulations, the Fourth Amendment of the United States Constitu-

tion, and Article 1, Sections 1 and 13, of the California Consti=-

tution. °
'3, For costs of suit herein.

4, For plalntlffs attorneys fees pursuant to Code of

[P

Civil Procedure §lOZl 5 and Callfornla law.

55.t For such other and further rellef ‘as the Court may

i
s

deem equltable and proper.

Datedi- | : , 1979,

™

N

Attorneys for Plaintiffs

Attorneysyfor Plaintifﬁs

VERIFICATION
I, the undersrgned say

%he‘

<

I am one of the attorneys for the plalntlffs.
named plalntlffs, John Doe I and John Doe II, reasonably belleve

that mere dlsclosure of thelr names or 1dent1t1tes 1n thls com~

~-44 -
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plaint will directly abridge the rights and interests whicéh they

seek to v1nd1cate by brlnglng this actlon,

~

and for that reasdn

they are unable to verify this complalnt

I have read the complalnt and I am 1nformed and belleve

the matters stated thereln to be true,

&

and on that ground allege

that the matters stated thereln are true.

I declare under penalty of perjury that the above is

true and correct.

T

Executed on August-if, 1979, at Oakland, éalifornia.

.,/ // (I,,___

Earl D Osborn

{8
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“a. / / Subdivision 1 (Stolen p*operty)

Ce / Subd1v1s

R AT RV

STATE CF CALIFCRLIA ) s : SEARCH YARRANT
CITT AND COUNTY O... AI- Fpu-\UCIUCO ) Cran ) o . s

‘éffF“ode OF THE STATE OF CALI:ORNIA, TO Ai’Y POLICE} g OR PEACE 0%z FICER IN TaZ

CIT¥ AXD COWNTY OF SAH AEISCO, STATE OF CALIFOn“IA 'Q . Lo L

" Proof by aff1dav1t hav1n~ bnen rad° thls day b fore ne by' Sat E. Rvan,
San Mateo P.D. and it appearing therefroa. that there is probable cause for
bolieving that there is now located at Yard 93,  San Franci sco General~ - -

Hosnital, 1001 Potrero Street, San Francxsco
Szz Francisco, Callfornla..cerualn p=rsoral property-or things CGHS‘StlDU of tha
followingi_ .~ ... e e e e o e e 2 —rn '?.ZT"‘
: Patient, rosters, rolls, and records, including cnu_;;g; .
names, addresses, and dates of. birth of. Dat1ents-.mj “atto
in the Lam Proeram at San Francisco Feneral Hosnital.
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and that said property codes within the provisions of Sectlon 1524 of the Penal
Code 2s roted herewithr-- - oo
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PRume s Gi i § mmete s i oww e me emrmm bm 4 e e we e

1tt1ng a felon))

b. / / Sub31v15101 2 (Property or things used as a means of cox

on > (PrcHaruy or things in pOSSESSIO with 1nten~ to use it to
corzit public offense or to conceaT 1t from dksrox’ry) C e el e

d. X X% Subdivision b (Propnrty or things are ‘evidence hthh tenos to show a
: felony has been committed ToThTTEREee s
or that a particular person has commitied 1t)

. - e e~ sew Pu - e -

- - - . ——n 8
- i — e At e e e = e -

YOU ARE THEZREFOR2S COMMANDED to make a soarch of the premises or person
~descrited sbove for.the said articles and property, and if you find the sazez or

any part thereof to bring it forthwith before me or. retain it in your cuguody S
according to Secticn. 15;6 of the Callfornla Penal Code.‘ - e f; ST L.
“GIVEN WMDZR MY HAWD dnd ‘@sted Febrpary 7, " 19 79 :i

came s i meimes an Sameme | A ®L e ammmewemne o o -

(Pl i

./ ~Jdudge of the Kunicipal Court
20 HERE A AU“hO\IZLu T0 serve thls'w'arr,_fnu

GOOD CAUSE APPIARING,
during the nighttige.

YOT A

PRt S TS Y - . - - -

- ey -

Pemee il 3 e "Judge of the Mun101pa1 Court
In and for the City and County of -
San Franc1sco State of Calllornla

e B0

(X
.

1531 P.C. Arnounce that you are 2 peace officer wlth search. warrant-_ R
1533 P.C. Varrant can only be served between 7 am. and 10 pa. unless nlght service
is autherized : T “h
153% P.C. Varrant tust be executed within 1Q_days,
023-C
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19

21

“has been assigned as an investiza:

o o - 3 o vy

Justice 5 Drug E_fOﬂcenant Ad_l_lsurat1on, the Staue of Call¢0“u;a,

Eozicide Sergeant Larry Eeissel who was personélly presant on tre
scene ggqrtly after the events occurred. mv _ ‘_ - i
\Eetwaen the hours of 7:00 P.H. and 8:00 P.M. on the |
evening of 4 February, 979, +nre=,Lal sy’ two of which were
Juveniles, were zurdered in t“e City and County of San Maueo.
‘A1l three persons wWere vorxking,. at tne tine of th?' deﬁlse; av

I I e v e

EJEIBIT "AM

Your affiant, Sergeant Eazoan Ryan, has been a police

officer for thas City of San Mateo for the past twenty ye2ars angd

tor for the past five years.

Your affiant has investigated hundreds of narcotics

cases. Your affiznt has been anOlVEd in tue arress of ovar. two

huud,ed harOLn.users within the past year. Your affiant has

atterdad.classes corducted by the United States D=a roizent of
and nu:eraus

Bureau of Inva5ulbathn and Narcotics Enforc nt

in-service courses related to hoaicide and nar»o»*cs 1dvesu gatians.

Your affiant has 1nterV1ex=d Tany aaﬁluted burglars and robbais

19 -
<t

and guestionad then regarding the manner in which they coox:

Your affiant has testified as an expart in the

thair crimes.

field of marcotics in thes courts of the County of San Mateo.

The followiﬁg inforzation was related to affians by

\

tae»Payless Drug tore, 556 Con:ar Drive, in San Mateo.

Suspect(s) .in the casze executed all three enployees by flrlné 2

.58 calibre revolver 1nto the back of tnel* hEst-’ Nonz of tha

@

victinzs s&rv1ved lorgz enough to supply raspondlng off1c=rs with a

suspact(s) de cription. Suspect(s) reaoved approxirately $30,000

- 47 -
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in store receipts froa the preaises. Numerous latent finger?:int:
were obtainzd by law erorCQSEJt Persoanel froa ths scan2 of toa
robbery/honlc1des. g

Within the past 48 hours your affiant was coatacted by
D°téct1ve Ted Spyrow of the Coauord Pollce Departmeat. Hs stated
that he kad aus» raceived = 2 telephore call froam an a20ny=oug

r———

citizen infor:ant, regardirg ths aforementiozed‘murders‘ The

inform anu, h‘reln_fter designated in this affidavit~as‘the’"CI?,

perpetrators of thne robbﬂr“/hom; ide that occurred at Paylesa

Druzgs in Szn Mateo. The CI StauEd that the perpetra»ors h=a -

talksd with his’ acqualnuanve aaorox;:ately four days prior to th:

'robvaJ/ho:lcides in San Mateo. At tnat time, the CI relates ths

the susgacts’were attemptirg to obtaﬂn guns to "do the Paryless
Store in San Mateo". CI stateo thau the suspscts re l“teu they
would "clean out the dru**" acd atteapted to solicit hls
acqaal_ua_ce to partici paue in the robbery, however %} state; the
his acquaintance was not interested. - : |

CI further relatés that the suspects had this coaversa

tion with his acquaintance at the "Lam Clinic at San Francisco

Gensral Hospital', (I states that his acquaintance and the

perbetraéobs of the homicides are patients‘Of'the'Lan Cliﬂ'

'Affiant has‘checked'thg City of San'l ateo for Pay aag

Stores. Tna only Payless Store in the City is the ons in which

the triple turder‘robbéry‘occurréd;

Your affiant has received information froz ths Saz

- 48 -
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without a court oxder.

——
—

Inspesctor Marvin Doan of the San Francisco Police Dezparima

23 || San Francisco Municipal Court later dur'ing the morning of

H

Your affiant contacted the Director of the Lam Progzraa oz 6

’ : . . : . : . U .
10 [ supplied by a citizen informant, your affient has Teasozable ¢

16 coavacted Arthur Yeinberg, Dirsctor of the Lanm Clinic by te

i
5 & Febru ; 1973. Your aff*ant reque;ted a llst of the patien <s
6 present}y enrollsd in the Lan Pro~ra:. Your affiaat was in:orméé
7 1§ that this 1n;oL_ Sion is conmfidential and carnot be rasvealed

8

9

Froa the informatioa containsd ir this affidavit, a3

2at trhe idaatity oI the robberv/rurde; sus ts cay

£ tan Lan Progra“ at- tbe.Saﬂ

13 | Francisco Geperal Hospital. z e -
14 - On February 6 1979, )ou“ afflabu wWas present.whan
ol

° 17 || Dean informsd Yeinbserg that your affiant would be at»e: oting to

} Francisco Gezaral Hospital indicacin; that tke Lam Cliric is a
S)tl:ado.:t—* I‘aintersnce Prograa for heroin addicts. - The Lez

__/// - - ) . . " -~ . . -»
Prograa is located on Yard 93 of Saa Francisco CGeneral Hospi%al,

18 | obtain a search warrant oa February 7 in order to deteroire tre
19 || identity of all patients at the Laa Clinie,/”
| 20 | On February 7, your affiant.telepﬁgned AxShur Weinbarg
| 21 as required by 42 Cods of Federél Re;ulatioé 2.65(3);,and‘
22 inforzed hid'thn your aff’dﬂb \ould be contacting a Judgs of 'tk

g

: ¥ \
- Y w L

26 © Arro...‘.cu Ly 2 u..l_...L/ g

AP P RBITAY IO,
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25 || lom—eStarnay af thns o wes—Imvitei—o—alse—szoren—is

24 | February 7 to requast a search warrant, sxnd—$heb-a-Tosooagastoties
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your affiant prays

I3

e

}Ju

issued ;0“ t=2 records and pat

g

Preogrén located oa Ward 93 of the San Franc1svo Gener

lOOl'Potrero Street, San Fran sco, in order that your

might ascertain tae 1dpntlty, d;tas of blr*n, and last ¥kmown
aidresseérof the program participants, so that your alegnf c
atteaps to co:Qare tte latent prints collected fro:_the,sce:a
fipgerprints of thoss persons whose nazes are cdﬁtained on th
rolls of the Lano- Drogran and to-possibly COnuaCt or interview

thoge persons. i~
(g

)

=50 -

that a s‘ﬂ'c* waro>ast b

¢ roste“s ana/o“ rolTs of tee La-

* v

to

e

003-C

SAN FRANCLSCO, STALE OF CALLFORNIA
STATE OF CALIFORNIA - RETURN AND INVENTORY
CLTY Ayn COUNTY OF SAN FnANCISCO ) .om SEARCH WAnRAhl
f, the undorolnnad cake. thls re;urq to th= ulthin scu;oh ."~?-

warrani. On _ February 7, 1979 » I Yeceived said warrant]

and under its authority I diligently s2archad-the below listed .-
prenises on (date) february, 7, 197 and there 1 discovered
hn matter described in the inveatory.. ST Ty I I s

. me @ o e e

- e w PO S . . o eeiim v &
B [ .at - cet ~l .- « s ::".
- - aoes

- am— - e e o = e

=+ .‘Premises searched:— —.---Hard--CB--Sar\ Francisco General Hosmta'l

1 - T Records of oatlents in the LARNA Proqren T~ -

INVENTORY : Photocoav list of 35 individuals 1dent1f1ed by clinic

staff as baing enrolled in the LAA% rethadone progran. T

Infcrmaticn civen to this officer bv clinic Dérsdnnﬂl‘

1nc1ujed naﬂes, addresses, and dates of birth of the

enro]]ees Photogranhs'were taken of hosnital identification

‘nhotos of the LAAH natients LoD . = 143 B N S L B

2R - " 134 - o “ Comoew e ® . -

I, the officer by whom this' search warrant was ex tecuteéd, do
sw2ar that the above inventary contains a’ true and detailed 2ccount
of all the property tdken by me on the warrant. The property seized-
will remain in the custody of the San Mateo ° !i;Qllce Department
subject to fu*thbr order of  this Coaru Of’”*hD“ oun; of propar

JurlSdlCClOn R fiz
' R ~Serneant E. Avan, #18, San Mateo P.D.
Inventory approved, . s — o

Suoscrlbqg awd sworn to ‘before ma~Q ) "/,
this 5 th. dc] of. Fewwmrv 1879

2 /{ SR
§ r-M . [ﬂmb
Judge of Jthe" Municipal COLLC «

Cle ang Counuy of

an FranCLSco State,of Callfornla
1535 p @. Leave’ copy of warrant and’ llSt of property taken with person

person from vwhom'it was taken,,leave recelpt on preaises if
no one there.

i > L]
-

v1537:pwm. Return warr@nt to Judne, 51°n 1nven-0“y 1n JGJ;P s p*ese~c=

gfter bamo sworn;file w1tH Clerk

=~ 51 -




DEPARTMI ° OF HEALTH, ECUCATION, AN. . WELFARE

77-27

December:8,~1977

Mr. Richard D. Bybee,

Staff Attorney .

Office of the Attorney General

P.0. Box 11549 . i

Columbiz, Gouth Carolina ~ 29211 A o

Dear Mr, Bybee:

We regret the delay in responding to your letter of October 13,
1977, which requests clarification~of our October 3, 1977,
responge to your inquiry of August 16, 1977, regarding the
effect of the "Confidentiality of Alcohol and Drug Abuse
Patient Records" regulations, 42 CFR Part 2.

Your lateat inquiry questions the effect-of the confidentiality
regulations where a law enforcement officlal-seeking to

serve an arrest warrant knows that a particular individual

is residing at' an alcohol or drug abuse treatment center..

In addition, you question whether the:confidentiality
regulations would permit a.disclosure to law enforcement
officials of the fact that a particular individual is not

and has never been a patient in the aleohol or drug abuse
treatment program from which the information is sought.

In responscé to your first question, we call your attention
to the following paragraph in the May 10, 1976, opinion
letter to Mr. Gardner which was enclosed in ocur October 3,
1977, letter to you: ;- , t

"In the situation which you have.prescnted it is
our conclusion that the regulations do not authorize
you to assist a law enforcement officer by identify-
ing, either directly or indirectly, any individual
who is or has ever been a patient in the program.,
This applies regardless-of the fact that a law
enforcement officer may have a valld warrant for
the arrest of the individual, As indicated above,
section 2.13(e) provides, in pertinent part, that
'any improper or unauthorized request for any dis-.
closure of records or information subjcct to this
part must be met by a noncommittal response.

BC
"We think, therefore, thnt the law enforcemnnt TA

of flicoaE .,ho'ahlﬂn zml—u onmod feorced) torimiverianid sunnauc | oaTE

\GH 7;¢n¢zfﬂ /2&?@

-5 -

Page 2 - Mr. Richard D, Bybee

it should be explained that Federal: regularions pro~
. hibit the treatment program and its-personnal from - -
’ disclosing any information about a patient ... unless
' a "court order authorizes such diucloaure pursuant -

v Subpart E of the regulations. (Emphaais in :

original ) , C

Thus, the confidentiality'regulations do notypermit alcohol
or drug abuse treatment program personnel to assist a law

. enforcement officer in identifying ‘or-locating a patlent

where such action would result in'g diselosure identi‘vinvf'

the patient as an-alcohol.ox: drug abuser:unlegs-.an. authorizing -

court order has been entered in accordence with Subpart E of

~ the regulations. This conclusion applies .aven though the

law enforcement official knows that the patient is present.

. (Section 2. 13(b) provides that the regulatory prohibitions

apply irrespcctive of whether the person seeking disclosure Jf

; elready has the information sought.) The, regulations do not.
" require that the personnel of a treatment prograu forcibly

restrain or otherwise take action to prevent:.a law enforce-
ment official from gerving an arrest warrant,.but rather
restrict any disclosure of information whether/ieco*ded or
ot, which would identify an individual as an alcohol or
ig gbuger, While the confidentiality regu}at ons do not
prohibit or require' treatment program personnel to prohibit,
a law enforcement official from locating an individual foxr

the purpose of serving an arrest warrant, we belleve this

gsituation should be avoided since it may result in discloaures‘

of information which would. identify other patients ‘or be

disruptive of the operation of the program. :"Accordingly, we'f

urge that treatment programs provide- information to-local

law enforcement agencles regarding’the restrictions of the

regulations arfd seek to enter into cooperative arrangements
which will permit, to the extent possible, a reconciliation

.of the interests of the law enforcement agencies and of the

Interests of the program in protecting the confidentiality
of its paticnt reeords.A . : .

-y ..
o *"
D

In response to your second question it is our opinion that'

alcohol or drug abuse trcatmemt program personnel’ may advise
law enforcement officials or' other persons that.a particular
individual i3 not and has ever been a. patient._ In that

-j FABECRI SN

=53 -
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I, y(Emphasis added.). o o h LT

Page 3 - Mr. Richard D. Bybee

situation, the confidentiality regulations would not bae.
applicable because there would be no '"record'" 1/ of the
ldentity, diagnosis, .prognosis,. or treatment-oTF any “"patient' 2/
maintained in connection with the performance of any aleohol :
abuse or drug abuse prevention-function  which 1ia directly or-
indirectly federally assisted as set forth in § 2.12(a) of

the regulations. Thus, where an individual has never been a
patient as defined by the regulations, there would be no
"record" subject to the regulatory restrictions on disclosure.

e
>~ e

It has beea suggested that requests for records or informa-... |
tion to which the confidentiality regulations would not . et
otherwise apply must be responded-fo in the same manner as ~
requests for records and information which are subject to '~
the regulations, in order to avoid an implicit identifi-

cation and disclosure of alcohol or drug abuse patient

records (implicit and negative disclosures are prohibited by

§ 2.13(e)). 3/ However, it 1s our opinion that the confiden-
tiality regulations do not prohibit a disclosure that an | b
individual is not.and has never been an aleohol or drug .
abuse patient, even though;thqarequgst,for@info:mation;jjfﬁgﬁ‘{'

e R .l . " PSS SN AR T BRI § A T R

1/ Section 2.11(0o) of the confidentiality regulations
defines the term '"records" ‘to include "any information,
. whether recorded or not, relating to a patient received
.+ . or acquired in connection Wwith the perrormance of any
' - alcohol abuse or drug abuse prevention function,
.- . whether .such receipt or acquisition 1s;by a progrem, a.
77 qualified-service organization, or any other person."

v !

2/ "Section 2.
defines the term “patient" to mean:

Bl Y
'

11(1) of the confidentiality regulations .

?
e

"Any individual (whether®referred to'as a* "
patient, client, or otherwise) who has applied
for or been given diagnosis or treatment for
drug abuse or alcohol abuse and includes any -
individual who, ‘after arrest on a criminal -
charge, is interviewed and/or tested in con-
nection wit&idrug or alcohol abuse preliminary
Lo a determination as to elipgibility to partici-
' ‘pate .dn atreatment or rchabilitdtion program."

3/ See: "Helms, A Guide to the New Federal Rules Governing
. the Confidentiality of Alcohol and Drup Abuse Patlent ...
Records, Hedical Record Wews, August, L1976, 7 at LJ.
(Copy, enclosed). - Sl e : ‘

—5‘4-”‘ ‘ '

Page 4 - My, Richard D, Bybee

regarding that individual may accompany a- rec :

tion re;arding an alcohol and drugkgbuge patgggzttgoghigﬁogmq-
noncemmittal rasponse mugt ba . made."  Wa'reach this. conclusion.’
because:v (1) =22 noted abova, 4t 13 clear that the ‘applica-
bility provisions of the regulations encompass only ‘alcohol:
or drug abuse patient records which ‘ara maintained in = - /%
connection with the performance of any federally assigted
ilcoholhabuse or drug abuse prevention function; (2) the
mp%iciu and negative disclosures section of the regulations .
(§ 2.13(e)) doas not clearly prohibir such a 'disclosure, but --
gather provides that Y[a]ny improper or unauthorizcd.reéuest
or _any disclosure of records or information subject to . .ot
this part muSt ba met by & MomcommiLEn] response ,...'"
Emphasis ddded.); and (3) violations'of*thefregulations'are :
subjegt to a criminal penalty (see §§ 2.14 and 2 14-1) .and
gggiiggri, t?a same gtgict“rule of construction as ig -

: 0 statutes de

to the reguletions. 4/ nin g-?ri-r-a,i‘nal-gséi..on aust be applied

3 € . . B . Lowl . B
B " . . et T -
- , .. . 3 \ A

qurther,qugstions onfthis
R ¥ A R TR PO R S

)
’

Please contact us 1if you,have.any

matter, Telt

R L S

KRN
PP TS
s,

I

s w0l .
| " Sincerely yours, =, \\;". -‘ a3

R __Robert B. Lanman .,
TTomE e & Sendor'Attorney . L.
| “vw.Public Health Division.
Enclosure.- |

cc:, MsiSusan- Greenel

Prepared-by: ey, LANMAN: ack,12/8/77, 443-3096- -r. -

4/  See: M. Kraus & Bros. v.\United States;

[ R RS
“ . p 4

327.U.5," 614,

: 52%-622, 66 5, Ct, 705, 707-708 (1946), . LA

are to ba construed.narrowly ‘and that an
2 , y ambi
st be resolved in favor of lenity, Sez,,e.gg?éfy

United States v Ermons, *410 U.S. 396 4115 9 ) : -?

= \ BHmons, S, , ~93 s..ct. -
1007, 1015 (1973); Rewis v. United States, 401 U.§. ' . 1
298, 812, 91 5. Ct. 1056, 1059 (1971); United Staces v ]
Bass, 404 U.s. 336, '347-49, 925.-Ct 515, '522-23. (1971), i

- It fa, of course, well settleﬁ that,criminalﬂgtatutes‘

~55 -
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JUNT 1977
E. Xontz Bénnétt,,Seuior, Fsq. e S
Bennett, Tedrick & Bennett; o B
P.0. Box 178 L . - Q e
Waycross, Georgia 31501 : : -
Dear Mr. Bennett{ L ﬁV’ .

This is in response to your request of tay 9, 1?77, for a“ "
legal opinion on the effect of the federal‘a¥cou?}’abuscvznc
drug abuse confldentiality statutes, @2 U.S..,'4)u2,nnd.“
U.S.C. 1175, and the UEW regulations implementing thoge, ’
statutes, 42 CFR Part 2 1/ (copy enclosed), on a hosplta}nsb |
obliration under state or local lAW'or-court;?rder Lo report .
instances of "“possible alcohol and q§ug abuse' to law :
enforcement offlcials. ' w

The Ware County Grand Jury presentment qpich you cnclosed
recommends that the District Attorney's Office act to o
require Memorial Hospital to report "all drug and or C}l?ln?l
cases to local authorities.," TFurther, your letter %ndlcateb
that the Assistant Distrilct Attorney beligves that ;the ]
Nospital. should report to local law enforcement officials

: . ., e ey g T S,
the names of persons coming to its attentlon where druy O )

alcohol abuse are possibly involved.”

B

1/ These statutes and regulations pertain to~the.co§f}din~;

T - tiality 6F alcohol and drug abuse patient record% fn
are not, as your:letter indicates, part ofkthm ﬁgd?ra%
"Privacy Act," 5 U,8.C. 552a, which pertginsrtp QIJEOti
range of rccordsfﬂboutvindividpals whichlnrg ?Qiﬁta’nr{
by the TFederal Governmént, or bx ngcrql contractors in
the performance of an agcncy‘functloni

PRI
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Page 2 - E. Kontz Bemnett, Senior, Egn,

Pdrsuant to the authority of subsection (r) of 21 U.5.C.

1175 and 42 U.s.C. 4582, 2/ the HLY conllidentiality repulations
restrict the disclosurcs That may be made from tecords 3/ of”
the identity,- diagnosis, prommosis, or treatment of any
ratient, 4/ which are maintalned in conuzction with the

2/ Subsection (g) of the confidentiality statutes slves
broad authority for the prescription of repulations to
carry out their common purposes, providing in pertincot
part: - .

"The regulations. may contain such
definitions, and may provide for

such safeguards and procadures,
including procedures -and criteria for
the issuance and scope of orders under
subsection (1) (2)(C), as in the Judg-
‘ment of the Secretary are necessary or
proper to effectuate 'the purposes of
thils secction, to prevent circumvention
or evaslon thercof, or to Ffacilitate
compliance therewith."

e}

3/ The regulations define "records" broadly in § 2.11(o) as:
; "Any-information, whather recorded or

i not, relatlng to a paticat, received

.~ or-acqulred in connection with the

. - performance of any alcohel abuse or

' drug abuse prevention function, whother

such receipt orx acquisition is by a

program, a qualified service organization,

or any other poerson,"

4/ . Section 2.11(1) .of the:regulations‘defines "patient" as:

e any individual (whether referred

to as a patient, client, or otherwise)
who has applied for or been given diag-
~, - nosis or treatment for drug abusc or

alcohol abuse and includes any individul :
vho, aflter arrest on a criminal charge,

. 1s intervieved and/or tested in connec- ;

 tion with drug or alecohol abuse preliminary

to a determination®as to elipibility to
participate in a treatment or reliabilitation
program. " T =

<] * !
: ¢

s
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Page 3 - E. Kontz Lennett, Senior, Esq,

performance of any alcohol or drug abuse preventlion function 5/
conducted, regulated, or directly or indirectly assisied by 7
any department or agency of the United States. DMract and
indircet, forms of foderal assistance which make z treatment
provider's alcohol or druyr abuse records subject to the
regulations afe set Forth in § 2.12 "Applicability -yl :
Hote that the alcohol and drugr abuse patient records of many.
hospitals which perform alcohiol or drug abuse prevention
functions are subjeet to the regulations because of asslstance
by the Internal Revenue Service "through the allowance of
income tax deductions for contributions ... or by way of a

tax exempt status" (sec £ 2.12(a) (4) and 5 2.12-1(d)). oOur .
conclusions about the effect of the federal confidentialicy
Statutes and regulations on Memoxial lospital's obligation

to make reports to local authorities are based upon the
assumptlon that the hospital is subject to the confidentiality
Statutes and regulations because 1t performs alcohol and !

drug abuse preveantion functions which are federally assisted
within the meaning of § 2.12.

. ]
o,

Disclosures of raticent records by feder

ally assisted liospltals
for the purpose of initiating or subs

_ tantiating any criminal
charges agalnset a Patient or for the Purpose of investigatiag

a paticent may only be made in accordance with subscctiong b)Y (2)(C)
and (c) of the federal confidentiality statuteas (21 G.5.C.°

1175 and 42 u.s.c. 4582) which provide: _

"b) ... | '
(2) Vhether or not the patient, with

respect to whom any glven record ... isg
maintained, gives his written consent,

R T .

5/  An alcohol abuse or -drujg abuse prevention function is

defined in § 2.11(k) of the regulations as:

“any propram or activity relating to

. aleohol abuse or drug abuse education,
training, treatment, rehabilitation,
or regsearch, and.includes any such
funection aven when performed by an
organiZQtion'whosc”primary mission
is in the field of law enforcoinent
or is uarelated to alcohol or drugs,”

- 58 -
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the content of such record may he dis-
closed ag follows: .., :

(C) If suthorized by an appropriate
1 order of & court of competent juria-
. dietion granted after application
showiny pood canse therefor. Tn -
' assessing pood cause the court shall
‘ wizlzh the public interest and the
necd for disclosure against the o
injury to the patilent, to the phy?iciau—
patient relntionahipn and to the trcac-
menb gervices. Upon the arantiag gf
guch order, the court, in determlaing
the extent to which any disclosure of
all or any part of any record is
necessary, shall imposejgpp?opriate
safeguards against unauthorized
1sclosure,

(e) Fxcept: as authorized by a court
order pranted undex subsectiagngh}gglggl
of this s8ctlon, ndo rccord raferrad

to in subsection (a) way be used to
Initiate or substantiate any.gylmlnil .
charyreas agaid@p a pationt oY, to“con&gg% ,
any Investlration of a patient. (Emphasis
added.) K

These'statutofy provisions are implemente@ byiﬁgb?afﬁ %niur

(§§ 2,61-2,67-1) of the confidentiality r?gﬂldu¢?ﬁ5i Under
§ 2.65 of that subpart a eourt may authorize a QL?F.QEE;;at

ﬁatiant recoxds for the purpose of gonducting au ?QV&?tignt

tion of, or a prosecution for, a crime -of which the pa

is suspected only if the court specifically finds that:

"(1) The erime was extromely,seriouf,;such .
as one Involving kidnapping, homlcide,
assault with a deadly weapon, armed
robbery, rape, or other acts causing
or"dircetly threatening loss of 1life or
serious bodily Injury, or was believed

to have been committed on the premlses

of the program or againut persounel.of

the program. -

(2) there is a reasonable 1ikelihood
that the records in question will disclose

-59 ~




Page 5 ~ L. Xontz Dennett, Senior, Esq.

4 ) .
material\imformation or evidence of sub-
stantlal “walue in connection with the
investigatlon or prosccution. o -

(3} There is no other practilcable way
of obtaining the information ox evidence.

(4) The actual or potential injury to

the physiclan-patilent relationship in the

program affected and in other programs
y simllaxly situated, and the actual or
potentlal harm to the ability of such pro-
prams to attract and retain patients, is
outweighed by the nublic interest in
authorizing the disclosure sought,"
Under § 2,63, an authorizing court order catered under
§ 2.65 "may not extend to communications by a patient to
personnel of the program, but shall be limited to the facts
or dates of enrolluent, discharge, attendance, medication,
and eimilar objective data"” unless the patient "in Llitigation
offers testimony or other evidence pertalning to the conteit
of his communilcations with a prograut, " ?

Thus, a hospital which performs alcohol or drug abuse
prevention funections which are federally assisted may only

- report the names of alcohol or drug abuse patients and

information relating to them to local law enforcement
officials pursuant to an authorizing court order issued by a
court of competent jurisdietion in accordance with subscctions
(b) (2) (C) aud (e) of 21 v.&.¢. 1175 and 42 U.8.C. 4532, and
Subpart E.of the repulations. The regulations do not,
however, restrict reports to law enforcement officials which
do not contain names or other patient identifying information.
Section 2,11(p)(3) provides that the following type of

comnunication is not a disclosure restricted by the regulations:

"o (3 Communications of information

~which Includes nelther patient dLdenni- .

fying information»norridentifying'numbers

“assigned by the‘progtgmjto patlents," ‘

Patient ddentifying information 1s defined in § 2.11(J) as:
M, .. the name, address, social security

number, or similar ‘Information by which

the identity of a patient can be deter-

wined with reasonable accuracy’ and specd >
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elther directly or by reference to other
Publicly available Information. “The term
does not include a patient‘iddntifyinq
number assigned by a program," )

The effect of thoge provisions upon the reporting of crimas
coumitted on propram prémises or against personmel of the

progranm ig reflected in § 2.13(d) of the regulationy, That
section provides: , , - : : o

"Where a patient commics or threatens

Lo comuit a erime on the premises of -

the program or arainst personnal of

the propranm, nothing in this part shall
be construed as prohibiting personnel

of the Propram fromwseekinﬁ the
assistance of, o1 reporting such crime
to a law enforcement ageney, but such
report shall not ddentify the suspeel

as a patient, In any such ailtuation,
lmmediate consideration should Be =

glven to seeking an ovrder under Subpart 1
of this part to permit the disclosure of
such limited information about the patient
838 may be nccessary under the clrcumstanceyg., "

The foregoing discussion of the requirements of the federal
confidentiality statutes aud regulationsg may be summarizad

ag follows: (1) the Statutes and regulations do not rcst;iot
the reporting of crirmes to law enforcément persounel so long
as the reports do not contain the names of alcohol or druz
abuse patients or other patient ldentifying information s f?)
such patient ildentifying information may be reported to law
enforcement personnel only if an authotizing céurt order is
entered in accordance with -Subpart ¥ of the regulations: and
(3) sinee Subpart E of the regulations limits the cntry'of
such orders to disclosures for the purpose of lnvestisatine~

Or Prosecuting extremely serious crimes (acts causingmor -
directly threatening loss ol life or sorioug hbdily‘iniury)
and those helieved to have been committed on the pfcmiheé of
the program or against personnel of tiie program, the reporting
of crimes which do not come within these categories ig N
absolutely prohilited, i

The letter from Mr. Stubbs, .the Executive Assistant Attorney

- General of Georpgia, which you enclosed indicates that there

are mo state statutory reporting reguirements in Georedn
pertaining to driving under the Iifluence, drug abuse, or

4
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v

gunshot wounds, but that "suppression of direct evidence” of
_such ceriminal conduact "wmight bLe an offenge under Georria
statutes (Ceorria Code Annotated § 2G6.2503) unless that
information is otherwige privileped by a-sprclfic statute
ag, for example, Georpia Code mmmotated § 54-6318." Thus,
it is not clear that Ceorgia law requires tha type of
reporting which is recommended by the CGrand Jury and souzht
by the Rlstrict Attorney. :

lowever, to the extent state or local law is intarprayed to
requlre such reporting, it Is gsupersaded by tha rascrlctigns
of the federal statutes and by the resulatlions promuluated
thereunder. As provided in § 2.23 of the régulations "no
State law ... may cither authorize or compol any disélosnga
prohibited By this part.” Since the use of patilent recomnds
for the purposec of inirlating or gsubstantiating cyimlnal }
chargae agalinst a patiocnt or to coaduct an investigation oX
a patient is specifically limited by 21 U.S.C, 1175(c) and
h2 U.S.C. 4582(c), thoae statutory provisions and the
regulations Jmplementing them would supavsede any ccnflic?iﬂg
state law under the Supremacy Clause (Article VI, Clause 2)
of the United States Constitution. See llew York v. Dubilino,

413 U.S. 405, 424 n.29, 93 8. Ct. 2507, 504 w29, g V.

smith, 392 U.5, 309, 333 n.34, 85 8, Ct. 2120, 21417034
(ToEsy. | AN
| fSincerély fours,
Richord Deattie
beputy General Counsel
Fneclosure

Preparcd by: GH, LANMAN:GREENE:ack, 6/2/77, 443-3096

i
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July 20, 1977

tir. Jlwmy B. Luster
Chief of Yolice

Teopers Yollce Department
212 Weat Llm Street
Rogers, Arkansas 72756

Dlear.Mr. Luster:

: Your letter to the Attorney Ceneral reparding the federal laws on
the confidentiallty of drug abuse patient records has been referred to
this office for response. We regret the delay in.answering your inguiry.

The federal astatute governing the confidentlallty of drug abusc
patient recoxds is 21 Undted States Code (USC) 1175. 1/ Tt 13 set forth
in § 2.1 ef the Confidentiality of Alcoliol and Drup Abuse Patient
Record regulations, 42 Code of YFederal llepulations (CFR) Part 2, a copy
of which i1s attached for your use. These regulations are authorized Dby
subscctdion (p) of 21 U.S.C. 1175 and subisection (g) of 42 USC 4582, a
comparable statute protecting alcohol abuse patient records., Thua, the
regulations have the force and effect of federal law.

The basic purpose of the statute, 21 USC 1175, 1s to-restrict the
circunstances under which disclosurcs of information may Le made fron
the records of a drug abuse patient. The statute, as implenented by the
regulationg, applies to patient "records" 2/ maintained in connection

1/ Ve note that neither the Freedom of Inforwation Act, 5 USC 552,
nor. the Iuivacy Act, 5 USC 552a, are pertinent. . They apply
only to records maintained by a federal agency or in the case
of the Trivacy Act, to recoxrds maintained by o federal contractor
performing a function of a federal agency.
2/  Section 2.11(0) of the regulations defines records broadly to
include "any information, whether recorded or not, relating
to a patient.!" Thus, the regulations reatrict disclosures of
any patient related information by programs to which the regu-
lations are applicable. (Sce §§ 2.12 and 2,12-1 regarding
applicabllity of.the repulaticons.) For example, drup abusce patient
records in a hospiltal or mental health clindce which receives
federal grant fuads to provide drug abuse treatment are subject to
the restrictions of 21 USC 1175 and the: implementing regulations.
Prepared by: Gll, SMGreenc:RBLanman:?7/20/77, 443-3096 D.TF.
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with the performance of a "drug abuse prevention function'" ({ncluding
drug abuse treatment) that 1s dircctly or indirectly assisted by the
federal government. 3/

The Cengressional debates indieate chat a fundamental objective of
tha Drug Abuse Of{{cc and Treatment Act of 1972, Pub. L. 92-255, of
which the drug abuse patlent confildentiality provision 4s a part, was to
increase the availability of drug abuse treatment in order to countereact
the rising crime rate attributable to drug addicts. 4/ The confidentiality
provision was intended to facilitate this objective by encouraging
addicts to secek such trecatment. 5/ Towsrd this end, the statute clearly
Implementa the Congressional intentdon to restrict access by law enforcement
officials to drug abuse patient rcecords but not to cowmpletely prohibit
it. Mote in particular the restrictions in subsection (c¢) of the statute
which provides:

An (alcohol or) "drug abuse prevention function”
i1s defined 4n § 2.11(k) of the regulations. The types of direct or
indizect federal assistance which will subject a recipicnt's alcohol
or drug abuse patient records to the regu]aLions are set forth 4nd

discussed dn § 2.12 and § 2. 1? 1.

4/  Congresgilonal Record, Vel. ]17 Part 34, 92d Cong., lst Sess.,
pp. 44085-6, 44099; Scn. Rep. 92-;09 92d Cong., st &00,.,
rp. 2-4, 13. 1
5/ "The conferces wish to stress their conviction
' that the strictest adherence to the provisions of
this section is absolutely essential to the success
of all drug abuse prevention programs. ILvery patilent.
and- former: paticnt must be assured that his right to
privacy will be protected. Without that assurance,
fear of public disclosure of drug abuse or of records
that will attach for life will discourage thousands
from seeking the treatment they must have 1f this
tragic national problem 1s to be overcome.
Every person having control over or access to
patient's recorda must understand that disclosure
is permitted only under the cilrcumetances and con-

- ditdions sat forth 1in this section. Records are uot
to Le made avallable to Investlgatorse for: the purpose
of law enforcement or for any other private or public
purpose or in any manner’ not gpecified in this
section," .

IL.R. Report Mo. 92-920, 92d Cong., 2d Segs. 33 (1972);
2 U.S. Code Cong. & Ad. News 2045, 2071~72 (1972).

264 -
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"Except as authorized by a court order
under (1) (2) (€) of this scction, no
T record ‘reforred to in subscetlon (i)
may Le used to Inltiate or substantiate
ony criminal chargen apainst a patient
or to conduct any Investigation of a
patient." .

Thus, a court of competent jurlsdiction may authorvize the disclosure
of confidential Information pertaining to a drug abuse patient for
purposcs of Investigation oxr prosccutdion but only In accordonce with
subsecction () (2)(C) of the statute and Subpart L of the repulations
whiich dmplements subgection (L) (2)(C). loth subscetlon (B)(2)(C) of the
statute and Subpart ¥ of the repulations cet forth deverminations which
a court must wmoke to authorize a dilsclosurve and require that restrictions
be imposed on the disclosures which are authorized. In particular,

§ 2.65 din Subpart E, which applies to applications by an investigative,
law enforccment or prosccutorial agency for an order authorizing a
disclesure, provides in pertinent part:

"(e) vvs A court may authorize disclosure of .
records pertaining to a patlent for the
‘purpose of conducting an investigation of or
a prosecutlon for a crime of which the
patlent is suspected only if the court finds
that all of the following criteria are met:
" (1) The crime was extremely gserious, such
as one involving kidnapping, homicide,
agssault with a deadly weapon, armed robbery,
rape, or other acts causing or directly
threatening loss.of life or serious bodlly
injury, or was believed to have been committed
on the premises of the program or against
personnel of the program.
" (2) There 1s a reasonable likelihood that the i
records in quéstion will disclose material
Information or evidence of substantial, value
~ 4n connection with the investigation or
prosecution.
" (3) There is no other practicable way of
obtadning the information or cvidence.

(%) The actual or potential injury to the
physician-paticent relationship in the program
affected and in other programs similarly
situated, and the actual or potential harw to
the ability of nuch proprang to attract oand

~retain patlents, is outweldghed by the public
interest in authordizing the djuclosur
gought.
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"(d) ... Both disclosure and dissemdnation
of any informatlon from the records in
question shall be limited under the ternms
of the order to assure that no information
will be unnecessarily disclosed and that

. MHggemination will be no wider than necessary.
lnder no cireunstances may an order under
this gection authorize a program to turn over
paticent recoxde in general, pursuant to a
subpoena or otherwise, to a grand Jury or
a law enfoercement, investigative, or prosecu-
torial agency."”’

Therefore, to obtain an order authorizing a federally assiated
program, such as the Ozark Cuidance Center, to diaclose’information
pertaining to a drug abuse patient, a lav enforcement apency would be
required to demonstrate to a court having jurisdlction over the center
that (1) the crime beding investigated 1is extremely serious, i.e., .
threatening loss of 1ife or serious bodily Injury, and (2) the other
criteria set forth in § 2.65 and quoted above are met., MNote that
§§ 2.01 through 2.64 of Subpart I are appliceble to this proceeding
as well,

We trust this analysis clarifies the purpoce, scope, and appli-
cation of the faderal iAws pertaining to the confidentiality of drug
and alcohol abuse patient records. '

R

Sincerely yours,

Robert L, Lanman
Senior Attorney
Public licalth Divislon

Enclosure

cec: Mr. Ed Gleiman, OAMB, FIPS
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DEPARTMENT OF HEALTLI, EDUCATION, AND WELFARE
OFFICE OF "IIE SECRITTARY

O LCE OF "THE GENIERAL COUNS 2L

Ms. Sheila Gavdner DATE: January 24, 1979
Stalff Assistant for Confidentiality '
Compliance, DCA, NIDA

Attorney Advisor
Public Health Division

Cooperative Agrecments Between Drug Treatment Programs and
Local Police Departments~--42 CFR Part 2--Communications

Not Prohibited by the Rogul&@ions, Including Communications
Under § 2.13(d) and Those Not Constituting Disclosures Under
s 2.ll(p)(3)-—Disclpsures of Patient Records With Patient
Consent Under § 2.40 and With an Autherizing Court Order
Under § 2.65--GIl Ref. No. 78-2481 (D.F. $25B)

In response to your August 31, 1978, request, we are unable
to provide legal clearance for the cooperative agrcements
between the drug treatment programs and their respective
pdlice departments in Charlotte, North Carolina, and IFlint,
Michigan, because, in our view, the agreements are not in
compliance with 21 U.S.C. 1175 and 42 CFR Part 2, the con-
fidentiality of drug abuse patient records statute and
regulations, . :

Two memoranda attached to your request describe the essential
nature of these agreements (for your .convenience, copies

of these memoranda are attached to this response). The
memorandum, City of Charlotte, North Carolina (Miller) to

Bureau Commanders, November 7, 1973, states in paragraph
three:

"Open House has stated that it has no desire to

be a sanctuary for arrest and will cooperate with
the Police Department in serving warrants. ALl
clients will sign a release which will allow the
stalf to state who is on tho premises." (Bmphasis
added.,) . ' '
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The memorandum, City of I'lint, Michigan, Police Division
(Gilmore) te Durbin, Chicf of Police, April 24, 1978, ctates
in paragraphs one and five, respectively:

"On April 19, 1978, the undersigned officer held
- a meceting with the staff at the Rubicon-0dysscy
Iousc, 1125 Detroit Street. As suggested at a
prior meeting, the staff had prepared a form
wherceby information relative to residents could
be relcased to the Flint Police Department for
official purposes. Copies of that form are attached.”
(Emphasis added.) 8

"Information will be provided to the officer relative
to the location of the subject in question...."

Apparently, these agreements envision the disclosure of
patient records for purposcs of serving arrest warrrants
upon or conducting criminal investigations of the patients
whose records are disclosed. -

Because such disclosures may be made only as authorized
under the regulations 1/ and the attached agreements either
do not specify the appropriate authorization which must

be obtained or incorrectly set forth the basis for such
authorization, we arc unable to» give legal clearance to

the agreements. :

We have previously concluded that under § 2.11(p) (3) of

_the regulations (which states that "communications of infor-

mation which includes {sic] neither patient identifying

information nor identifying numbers assigned by the program -

to patients" do not constitute disclosures of records)

1/ § 2.13(c) of the regulations states:

“The prohibition on unauthorized disclosure covers
all information about patients, including their
attendance or absence, physical whercabouts, or
status as patients, whether or not recorded, in
the possession of program personnel, cxcept as
provided in paragraph (d) of this gection [which
digscusses crimes on program premises or against
program personnel].” ’

o

Thus, disclosures of thevéhysical whereabouts of patients

or of their paticnt status are prohibited cxcept as
=authorized under the rcegulatieas.
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programs may communicate the names or whercabouts of indi-
viduals ,who arc patients so long as the individuals arc
not identificd as patients. In an opinion letter, GH (Lanman)
to Karten, Feburary 1, 1978 (D.F. #25B), we reached this
conclusion with respect to general hospitals that treat
a-varicety of medical conditions becausc we believe that
under those circumstances communications of patient infor-—
mation may be made without identifying the patients as
alcohol or drug abuse patients. However, we believe that -

it is unrealistic as a practical matter to expect that

communications of the names or whereabouts of patients by
drug abuse programs which do not treat a variety of medical
conditions can be made without disclosing the patients®
status as drug abuse patients. Thus, assuming that Open
llouse and Rubicon-Odyssey House are not part of a general
medical facility such as a community hospital, we conclude
that the agreed to disclosures are not within the exception
to the regulations provided by § 2.11(p) (3) and, thus, are
prohibited except as authorized by the regulations.

The attached cooperative agreements apparently envision

that written patient consent will be obtained under Subpart
C of the regulations before a patient's identity or physical
whereabouts is. disclosed under the agrecements. In our view,
however, such consent_would not authorize the agreed to
disclosures because those disclosures would constitute use
of a patient record to conduct an investigation or prose-
cution of the patient within the meaning of 21 U.S.C. 1175 (c)
and 42 CFR § 2.65. o

21 U.Ss.C:. 1175(c)~provides:

"Except as authorized by a court order. granted under
subsection (b) (2) (C) of this skction, no record referred
to in subsection (a) may be used to initiate or sub-
stantiate any criminal charges against a patient or
to conduct any investigation of a patient."

In our view, this secction requires that disclosures of a
patient record, including a patient's identity or physical
whereabouts, to a police officer for the purposes of serving
an arrest warrant or conducting an investigation of the
patient or other patients must be authorized by a court

-69 -
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order under 42 CFR § 2.65. 2/ In addition, such disclosures
must be authorized by a court order cven if the officer
alrecady has the information sought (sce § 2.13(b)) or the
disclosure is only implicd (scec § 2.13(e)).

We cannot clear the cooperative agreements which are the

-subject of your inquiry because they do not meet the require-

ments of 21 U.S.C. 1175(c) and 42 CFR § 2.65 for an autho-
rizing court order. However, in situations other than those
described in the attached agreements, drug treatment programs
may agree to disclose information to local police depart-
ments for purposes of assisting in their investigative or
prosecutorial functions without the necessity of obtaining
an authorizing court order under § 2.65. 'These situations
generally fall under two categories: (1) those in which
such information may be disclosed without the necessity

of obtaining any authorization -under the requlations and

(2) those in which written consent is neceded under Subpart

~C or an authorizing court order is needed under 2.61-2.64

or 2.66.of Subpart E (these sections authorize court orders
under circumstances different from those covered by § 2.65).

Communicgtions which, under § 2.11(p) (3), include neither
patient identifying information nor identifying numbers

assigned by the program to patients.or which are not restricted

by the regulations (because no patient record is disclosed
and, thus, the regulations do not apply) ma¥y be made without
an authorizing court order or any other authorization under
the regulations. These communications are discussed below.

As indicated at page 6 of the opinion letter, GH (Lanman)
to Chief Vines, July 18, 1978 (D.I'. #25B) (copy attached),
it is our opinion that the regulations "do not restrict
reports of crimes committed by program personnel" if no
patient record is disclosed (because the regulations would
not apply to such reports). .3/ Also, in the attached

5
o

2/ Accord, letter, Comp. No. 76-23, NIDA (Besteman) to
Brown, April 27, 1976 (D.F. #25B). o .

3/  Sce, however, the restrictions on the use of "informants"

and “undercover agents" in §§ 2.19 and 2.67 of the
regulations. ‘
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opinion lettcr, Comp..Mo. 77-29, GIl (Lanman) to Bybee,
December 8, 1977 (h.¥F. {§#25B), we have concluded that the
confiidentiality regulations do not restrict disclosures

that a named individual is not and never has been an alcohol
or drug abusc paticnt because, where an individual has never
been a patient as defined by the regulations, there would

be no "record" to be disclosed. Furthermove, § 2.13(d)
provides that the regulations do not prohibit a program

from reporting crimes committed by a paticnt on program
premises or against program personncel or threats to do so

(L€ the suspect is not identified as a patient). In this
regard, we have previously advised in cases of “"hot pursuit"
that because the individual's flight is generally considered
to be a crime, the individual's presence on the program
premises may be construed as falling within the authorization
for reporting crimes under § 2.13(d). 4/ In addition,

if no patient records are disclosed, it is clear that the

regulations do not restrict communications by program personnel

or patients about crimes committed by nonpatients.

In summary, the following communications may be made by
program personnel to law enforcement officials without
obtaining any authorization under the regulations:

(L) communications which do not constitute disclosures
of patient records restricted by the regulations
(because no patient record is communicated) including,

(a) communications for the purpose of reporting
crimes committed by program personnel or '
- other nonpatients and,

(b) communications that a named individual
is not and never has been a patient;

(2) communications made under § 2.13(d) for the
purpose of reporting crimes committed by patients

on program premises or against program personncl

or threatfto do so, including communications to
assist police in "hot pursuit" (the suspect may

not be identified as a patient unless an authorizing
court order is obtained under § 2.65); and, ‘

-

4/ See the attached opinion letter, GH (Lanman) to Westergren,'

September 22, 1978 (D.F. #25B).
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§3) communications made under § 2.11(p) (3) which
lnclgdo neither patient identifying information
nor ldgntiﬁying nunbers assigned by the program
to patients,

In additign, programs may agree to disclose patient identitiecs
or otherwise disclose patient records to local police depart- |
ments for purposes of assisting in their investigative and.
prosecutor%al'efforts if those efforts are not diréctéd

at thq patient whose record is disclosed or any bther'patient
and if such disclosures are authorized under Subpart C or

§§ 2.§l~2.64 or 2.66 of Subpart E. Thus, with such autho-
Flzat;on,_programs may, for instance, disclose a patient's
identity or physical whereabouts to the police in order -

to arrange a paticnt interview about a crime committed'by

a progrgm'emplgyee or a nonpatient or for purposes other

than criminal investigation or prosccution of any patient.

In our view, such disclosures may be authorized unde

gf Subpart C as disclosures for {he benefit of a pa§§é§t2.4o
if (1) the program finds that the disclosures promote a
coopegatlye relationship with the local police and lesscn

the likelihood of -disruption which might prove harmful to

the prqgram's treatment environment and (2) the program 4
otherwise makes the determinations required by § 2.40.

We pave previously advised that the confidentiality régu—
lat19n§ do not generally prohibit the provision of trcatment
cqndltloned upon the receipt of a written consent to certain
disclosures. 5/ We conclude, therefore, that drug treat-
ment programs may condition treatment upon receipt of written
consent to disclosure of patient records, including-patients'
1dept1t%es‘or physical whereabouts, for purposes of assisting
police 1n'1nvestigating crimes committed by program employeces
or nonpatlepts or for purposes othér than criminal invéstigation
or proseeution of any patient (as stated above, discloshres
for the purpose of a criminal investigation or prosccution

of any_patlcnt may not be made unless an authorizing court
_order is obtained under § 2.65). : o ’

5/ Letter, Comp. 77-12, GH (Lanman) to Clark, pp. 5-6
and 9, June 6, 1977 (b.F'7 {#25B).
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Accordingly, in our opinion, the confidentiality regulations

_do not prohibit drug treatment programs from entering into

cooperative agreements with local police departments so
long as the appropriate authorization is obtained for any
agreed to disclosures of records, as described above.
Nowever , we wish to emphasize that the confidentiality
regulations permit but do not mandate disclosures. This
is illustrated by the discussion in § 2.61 which states
that a subpocna or other compulsory Pprocess is necessary
in addition to an authorizing court order to compel a dis-
Cclosure under Subpart E. Thus, although a drug treatment
program mav ecnter into agrcements to make certain disclosures
if it obtains a written consent or an authorizing court
order, such voluntary disclosures are not required by the
regulations. We caution, therefore, that, in weighing the
merits of a cooperative agrecment with local police, drug
treatment programs consider carefully what benefits they
receive from. the agrecment and whether the agreement may
have a chilling cffect upon the voluntary participation

in the program of current and prospective clients.

In summary, we conclude:

(1) we cannot clear the attached cooperative agreements
because, in our view, they provide for the disclosure
of patient records [or purposes of criminally investi-
gating or prosecuting patients without specifying that
an authorizing court order under § 2.65 is required;

(2) treatment programs may enter into cooperative agrec-

' ments with local police departments and may agree to
(a) communicate (without obtaining authorization under
the regulations) information which is not restricted
by the regulations (because no patient record is dis-
closed) or which includes neither patient identifying
information nor identifying numbers assigned by the
program to patients and (b) disclose (if patient con-
sent is obtained under Subpart C or an authorizing
court order under §§-2.61-2.64 or 2.66 of Subpart L)’
patient records, ingludihgggatients‘ identities or
their physical whoreabouts, for purposes. of assisting
police in the investigation and prosccution of pcrsons
other than patients; .
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(3)  under the confidentielity requlations, Programs may,
in order to effectuate the agreed to disclosures described
above, condition trecatment upon recelpt of written
~Patient congent to make the disclosures.

If you need additional information or wish to discuss our
advice, please let us know. , :
)
vy
\+

\l
Chris B. Pascal

Attachments (5)

k8

((Coogerative Agreements :
\Legﬁer to Vines, dated July 18, 1978
Comp. #77~29 :
Letter to Viecstergren, dated September 22, 1978

cc: TFleetwood Roberts, NIAAA

DCF
Compilation

0GC/CPascal:jal:1/24/79
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