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PART 1
GENERAL PROVISIONS

18 VAC 115-60-10. Definitions.

A. The following words and terms when used in this chapter shall have the meaning
ascribed to them in §54.1-3500 of the Code of Virginia:

“Board”

“Licensed substance abuse treatment practitioner”
“Substance abuse”

“Substance abuse treatment”

B. The following words and terms when used in this chapter shall have the following
meanings, unless the context clearly indicates otherwise:

"Applicant" means any individual who has submitted an official application and paid the
application fee for licensure as a substance abuse treatment practitioner.

"Candidate for licensure" means a person who has satisfactorily completed all
educational and experience requirements for licensure and has been deemed eligible by the
board to sit for its examinations.

"Competency area” means an area in which a person possesses knowledge and skill and
the ability to apply them in the clinical setting,

“Exempt setting” means an agency or institution in which licensure is not required to
engage in the practice of substance abuse treatment according to the conditions set forth in

§ 54.1-3501 of the Code of Virginia.

"Group supervision" means the process of clinical supervision of no more than six
persons in a group setting provided by a qualified supervisor.

"Internship" means supervised, planned, practical, advanced experience obtained in the
clinical setting, observing and applying the principles, methods and techniques learned in
training or educational settings.

“Jurisdiction” means a state, territory, district, province or country which has granted a
professional certificate or license to practice a profession, use a professional title, or hold
oneself out as a practitioner of that profession.



REGULATIONS GOVERNING THE PRACTICE OF
SUBSTANCE ABUSE TREATMENT PRACTITIONERS

18 VAC 115-60-10 et seq.

“Non-exempt setting” means a setting which does not meet the conditions of exemption
from the requirements of licensure to engage in the practice of substance abuse treatment as
set forth in §54.1-3501 of the Code of Virginia.

“Regional accrediting agency" means one of the regional accreditation agencies recog-
nized by the United States Secretary of Education responsible for accrediting senior
postsecondary institutions.

“Residency” means a post-internship, supervised, clinical experience registered with the
board.

“Resident” means an individual who has submitted a supervisory contract and has
received board approval to provide clinical services in substance abuse treatment under
supervision.

"Supervision" means the ongoing process performed by a supervisor who monitors the
performance of the person supervised and provides regular, documented face-to-face
consultation, guidance and instruction with respect to the clinical skills and competencies of
the person supervised.

18 VAC 115-60-20. Fees required by the board.

A. The board has established the following fees applicable to licensure as a substance
abuse treatment practitioner:

Registration of supervision (initial) ............coooiiiiiiiin i e $ 50
AdQ/Change SUPETVISOT .. vuu. vttt iee e tes e ren e e e entnenenees $35
Licensure appliCation.......c.ocoiuiiierieie it irnes cevniiree e e e aeaaaaaanas $ 100
Annual LICenSe FEMEWAL ... ..veiiiei e vt cvvieaie it enns $ 90
DUplIicate lICBNSE - ..vueevneiiee i et e et et e aa e $15
Verification of license to another jurisdiction.............. ccoovviviiiiiiiiiiineannnn, $ 10
Late TeNEWAl  ..iutieniiiiiiii e e $25
Replacement of or additional wall certificate ............. ccovvvuviiiiniieinn..n, .. 315
Returned CHECK .......ouiieiieei it e s e e §15

B. Fees shall be paid by check or money order made payable to the Treasurer of
Virginia and forwarded to the board. All fees are non-refundable.

C. Examination fees shall be paid directly to the examination service according to its
requirements.
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18 VAC 115-60-30. Sex Offender Treatment Provider Certification. Anyone licensed

() by the board who is seeking certification as a sex offender treatment provider shall adhere
to the Regulations Governing the Certification of Sex Offender Treatment Providers, 18
VAC 125-30-10 et seq.

PART 1I.
REQUIREMENTS FOR LICENSURE.,

18 VAC 115-60-40. Application for licensure by examination.

Every applicant for examination for licensure by the board shall:

1. Meet the degree program, course work and experience requirements prescribed in 18
VAC 115-60-60, 18 VAC 115-60-70 and 18 VAC 115-60-80; and

2. Submit the following items to the board office in one package not less than 90 days
prior to the date of the examination:

a.

) b.

A completed application;

Official transcripts documenting the applicant’s completion of the degree program
and course work requirements prescribed in 18 VAC 115-60-60 and 18 VAC 115-
60-70;

Verification of supervision forms documenting fulfillment of the experience
requirements of 18 VAC 115-60-80 and copies of all required evaluation forms;

Documentation of any other professional license or certificate ever held in another
jurisdiction; and

The licensure application fee.

18 VAC 115-60-50. Prerequisites for licensure by endorsement.

Every applicant for licensure by endorsement shall submit in one package:

I. A completed application;

2. The licensure application fee;
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3. Verification of all professional licenses or certificates ever held in any other
jurisdiction. In order to qualify for endorsement, the applicant shall have no unresolved
disciplinary action against a license or certificate. The board will consider history of
disciplinary action on a case-by-case basis;

4. Further documentation of one of the following:

a. A current substance abuse treatment license in good standing in another
jurisdiction obtained by meeting requirements substantially equivalent to those set
forth in this chapter; or

b. A mental health license in good standing in a category acceptable to the board
which required completion of a master’s degree in mental health to include 60
graduate semester hours in mental health; and

(1) Board-recognized national certification in substance abuse treatment;

(2) If the master’s degree was in substance abuse treatment, two years of post-
licensure experience in providing substance abuse treatment;

(3) If the master’s degree was not in substance abuse treatment, five years of post-
licensure experience in substance abuse treatment plus 12 credit hours of didactic
training in the substance abuse treatment competencies set forth in 18 VAC 115-
60-70 Cslor

(4) Current substance abuse counselor certification in Virginia in good standing or
a Virginia substance abuse treatment specialty licensure designation with 2 years

of post-licensure or certification substance abuse treatment experience;

5. Verification of a passing score on a licensure examination as established by the
jurisdiction in which licensure was obtained;

6. Official transcripts documenting the applicant's completion of the education
requirements prescribed in 18 VAC 115-60-60 and18 VAC 115-60-70; and

7. An affidavit of having read and understood the regulations and laws governing the
practice of substance abuse treatment in Virginia.

18 VAC 115-60-60. Degree program requirements.
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A. The applicant shall have completed a graduate degree from a program that prepares
individuals to practice substance abuse treatment or a related counseling discipline as
defined in §54.1-3500 of the Code of Virginia from a college or university accredited by a
regional accrediting agency that meets the following criteria:

1. There must be a sequence of academic study with the expressed intent to prepare
counselors as documented by the institution;

2. There must be an identifiable counselor training faculty and an identifiable body
of students who complete that sequence of academic study; and

3. The academic unit must have clear authority and primary responsibility for the
core and specialty areas.

B. Education that does not come from a degree program meeting the requirements set forth
in this section shall not be acceptable for licensure.

18 VAC 115-60-70. Course work requirements.

A. The applicant shall have completed 60 semester hours or 90 quarter hours of graduate
study.

B. The applicant shall have completed a general core curriculum containing a minimum of
three semester hours or 4.5 quarter hours in each of the areas identified in this section:

Professional identity, function and ethics;

Theories of counseling and psychotherapy;

Counseling and psychotherapy techniques;

Group counseling and psychotherapy, theories and techniques;
Appraisal, evaluation and diagnostic procedures; .
Abnormal behavior and psychopathology;

Multicultural counseling, theories and techniques;

Research; and

Marriage and family systems theory.

e e S e

C. The applicant shall also have completed 12 graduate semester credit hours or 18
graduate quarter hours in the following substance abuse treatment competencies:

1. Assessment, appraisal, evaluation and diagnosis specific to substance abuse;
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2. Treatment planning models, client case management, interventions and treatments to
include relapse prevention, referral process, step models and documentation process;

3. Understanding addictions: The biochemical, sociocultural and psychological factors
of substance use and abuse;

4. Addictions and special populations including, but not limited to, adolescents, women,
ethnic groups and the elderly; and

5. Client and community education.

D. The applicant shall have completed a supervised internship of 600 hours to include 240
hours of direct client contact. At least 450 of the internship hours and 200 of the direct
client contact hours shall be in treating substance abuse-specific treatment problems.

E. One course may satisfy study in more than one content area set forth in subsections B
and C of this section.

18 VAC 115-60-80. Residency.

A. Registration. Applicants who render substance abuse treatment services in a nonexempt
setting shall:

1. With their supervisor, register their supervisory contract on the appropriate forms
for board approval before starting to practice under supervision;

2. Have submitted an official transcript documenting a graduate degree as specified in
18 VAC 115-60-60 to include completion of the internship requirement specified in 18
VAC 115-60-70; and

3. Pay the registration fee.

B. Applicants in exempt settings may register supervision with the board to assure
acceptability at the time of application.

C. Residency requirements.
1. The applicant for licensure shall have completed a 4,000 hour supervised residency

in substance abuse treatment with various populations, clinical problems and
theoretical approaches in the following areas:
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a. Clinical evaluation;

b. Treatment planning, documentation and implementation;
¢. Referral and service coordination;

d. Individual and group counseling and case management;
e. Client, family and community education; and

f. Professional and ethical responsibility.

2. The residency shall include a minimum of 200 hours of face-to-face sessions
between supervisor and resident occurring at minimum of one hour per 20 hours of
work experience during the period of the residency. Ne more than half of these hours
may be satisfied with group supervision. One hour of group supervision will be deemed
equivalent to one hour of face to face supervision. Face-to-face supervision that is not
coincident with a residency will not be accepted, nor will residency hours accrued in the
absence of approved face-to-face supervision.

3. The residency shall include at least 2,000 hours of face-to-face client contact with
individuals, families or groups of individuals suffering from the effects of substance
abuse or dependence.

4. A graduate level degree internship completed in a program that meets the
requirements set forth in 18 VAC 115-60-70 may count for no more than 600 hours of
the required 4,000 hours of experience. The internship shall include 20 hours of face-to-
face on-site supervision, and 20 hours of face-to-face off-site supervision. Internship
hours shall not begin until completion of 30 semester hours toward the graduate degree.

5. In order for a graduate level internship to be counted toward a residency, either the
clinical or faculty supervisor shall be licensed as set forth in subsection D of this
section.

6. The board may consider special requests in the event that the re gulations create an
undue burden in regard to geography or disability which limits the resident’s access to
qualified supervision.

7. Residents may not call themselves substance abuse treatment practitioners, directly
bill for services rendered, or in any way represent themselves as independent,
autonomous practitioners or substance abuse treatment practitioners. During the
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residency, residents shall use their names and the initials of their degree, and the title
“Resident in Substance Abuse Treatment” in all written communications. Clients shall
be informed in writing of the resident’s status, the supervisor's name, professional
address, and phone number.

8. Residents shall not engage in practice under supervision in any areas for which they
have not had appropriate education.

D. Supervisory Requirements.

1. A person who provides supervision for a resident in substance abuse treatment shall
be licensed as a professional counselor, marriage and family therapist, substance abuse
treatment practitioner, schoo! psychologist, clinical psychologist, clinical social worker,
clinical nurse specialist or psychiatrist in the jurisdiction where the supervision is being
provided. :

2. All supervisors shall document two years post-licensure substance abuse treatment
experience, 100 hours of didactic instruction in substance abuse treatment, and
training or experience in supervision. Within three years of January 19, 2000,
supervisors must document a three-credit-hour course in supervision.

3. Supervision by any individual whose relationship to the resident compromises the
objectivity of the supervisor is prohibited.

4. The supervisor of a resident shall assume full responsibility for the clinical activities
of that resident specified within the supervisory contract for the duration of the
residency.

5. The supervisor shall complete evaluation forms to be given to the resident at the end
of each three-month period.

6. The supervisor shall report the total hours of residency and shall evaluate the
applicant's competency in the six areas stated in subdivision C 1 of this section.

E. Documentation of supervision. Applicants shall document successful completion of
their residency on the Verification of Supervision form at the time of application.
Applicants must receive a satisfactory competency evaluation on each item on the
evaluation sheet. Supervised experience obtained prior to January 19, 2000 may be
accepted towards licensure if this supervised experience met the board's requirements
which were in effect at the time the supervision was rendered.
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PART IIL
EXAMINATIONS.

18 VAC 115-60-90. General examination requirements; schedules; time limits,

A. Every applicant for initial licensure as a substance abuse treatment practitioner by
examination shall pass a written examination as prescribed by the board.

B. Every applicant for licensure as a substance abuse treatment practitioner by endorsement
shall have passed an examination deemed by the board to be substantially equivalent to the
Virginia examination.

C. The board shall notify all approved candidates in writing of the time and place of the
examination.

D. A candidate approved by the board to sit for the examination shall take the examination
within two years from the date of such initial board approval. If the candidate has not taken
the examination by the end of the two-year period prescribed in this subsection:

1. The initial board approval to sit for the examination shall then become invalid; and

2. In order to be considered for the cxamination later, the applicant shall file a complete
new application with the board.

E. The board shall establish a passing score on the written examination.
18 VAC 115-60-100. Reexamination.

A. After paying the examination fee, a candidate may be recxamined within an 18-month
period without filing a new application.

B. Applicants who fail the examination twice in succession shall document
completion of 45 clock hours of additional education or training acceptable to the
board, addressing the areas of deficiency as reported in the examination results prior
to obtaining board approval for reexamination.

PART IV.
LICENSURE RENEWAL; REINSTATEMENT.

18 VAC 115-60-110. Renewal of licensure.
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A. All licensees shall renew licenses on or before June 30 of each year.

B. Every license holder who intends to continue to practice shall submit to the board on or
before June 30 of each year:

1. A completed application for renewal of the license; and

2. The renewal fee prescribed in 18 VAC 115-60-20.

C. Licensees shall notify the board of change of address within 60 days. Failure to receive
a renewal notice from the board shall not relieve the license holder from the renewal
requirement.

18 VAC 115-60-120. Late renewal; reinstatement.

A. A person whose license has expired may renew it within one year after its expiration
date by paying the penalty fee prescribed in 18 VAC 115-60-20, as well as the license fee
prescribed for each year the license was not renewed.

B. A person who fails to renew a license for one year or more and wishes to resume

practice shall reapply according to the requirements set forth in 18 VAC 115-60-40 or 18
VAC 115-60-50.

PART V.
STANDARDS OF PRACTICE
UNPROFESSIONAL CONDUCT; DISCIPLINARY ACTIONS;
REINSTATEMENT.

18 VAC 115-60-130. Standards of practice.
A. The protection of the public health, safety, and welfare and the best interest of the public
shall be the primary guide in determining the appropriate professional conduct of all
persons whose activities are regulated by the board.

B. Persons licensed by the board shalil:

1. Practice in a manner that does not endanger the public health, safety, or welfare.

10
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2. Practice only within the competency areas for which they are qualified by training or
experience.

3. Be aware of competencies of practitioners in other fields of practice and make
referrals for services when appropriate.

4. Stay abreast of new developments, concepts and practices which are important to
providing appropriate professional services.

5. Terminate a service or consulting relationship when it is apparent that the client is not
benefiting from the relationship.

6. Provide to clients only those services which are related to diagnostic or therapeutic
goals.

7. Not offer services to a client who is receiving services from other mental health
professionals without attempting to inform such other professionals of the planned
provision of services.

8. Inform clients fully of the risks and benefits of services and treatment and obtain
informed consent to all such services and treatment.

9. Ensure that the welfare of clients is not compromised by experimentation or research
involving those clients and conform practice involving research or experimental
treatment to the requirements of Chapter 5.1 (§ 32.1-162.16 ef seq.) of Title 32.1 of the
Code of Virginia.

10. Neither accept nor give commissions, rebates, or other forms of remuneration for
referral of clients for professional services.

11. Inform clients of (i) the purposes of an interview, testing or evaluation session and
(ii) the ways in which information obtained in such sessions will be used before asking

the client to reveal personal information.

12. Consider the validity, reliability and appropriateness of assessments selected for use
with clients and carefully interpret the performance of individuals from groups not
represented in standardized norms.

13. Represent accurately their competence, education, training and experience.

11
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14. In connection with practice as a substance abuse treatment practitioner, represent to
the public only those educational and professional credentials as are related to such
practice.

15. Not use the title “Doctor” or the abbreviation “Dr.” in writing or in advertising in
connection with practice without including simultaneously a clarifying title, initials,
abbreviation or designation or language that identifies the basis for use of the title, such
as M.D., Ph.D., D.Min.

16. Announce professional services fairly and accurately in a manner which will aid the
public in forming their own informed judgments, opinions and choices and which
avoids fraud and misrepresentation.

17. Maintain client records securely, inform all employees of the requirements of
confidentiality and provide for the disposal of records in a manner consistent with
professional requirements.

18. Disclose client records to others in accordance with state and federal statutes and
regulations including, but not limited to, §§ 32.1-127.1:03 (Patient Health Records
Privacy Act), 2.1-342 B 3 (Virginia Freedom of Information Act) and 54.1-2400.1
(Mental Health Service Providers; Duty to Protect Third Parties; Immunity) of the Code
of Virginia; 42 USC §290dd-2 (Confidentiality of Drug and Alcohol Treatment
Records); and 42 CFR Part 2 (Alcohol and Drug Abuse Patient Records and
Regulations).

19. Maintain client records for a minimum of five years from the date of termination of
the substance abuse treatment relationship, or as otherwise required by employer,
hospital or insurance carrier.

20. Obtain informed consent from clients before (i) videotaping, (ii) audio recording,
(iii) permiiting third party observation, or (iv) using client records and clinical materials
in teaching, writing or public presentations.

21. Not engage in dual relationships with clients, former clients, residents, supervisees,
and supervisors that compromise the client's or resident’s well being, impair the
practitioner’s or supervisor's objectivity and professional judgment or increase the risk
of client or resident exploitation. This includes, but is not limited to, such activities as
treating close friends, former sexual partners, employees or relatives, and engaging in
business relationships with clients.

12
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Engaging in sexual intimacies with current clients or residents is strictly prohibited. For
at least five years after cessation or termination of professional services, licensees shall
not engage in sexual intimacies with a therapy client or those included in collateral
therapeutic services. Since sexual or romantic relationships are potentially exploitative,
licensees shall bear the burden of demonstrating that there has been no exploitation. A
patient’s consent to, initiation of or participation in sexual behavior or involvement with
a practitioner does not change the nature of the conduct nor lift the regulatory
prohibition,

22. Recognize conflicts of interest and inform all parties of obligations, responsibilities
and loyalties to third parties.

23. Report to the board known or suspected violations of the laws and regulations
governing the practice of licensed or certified health care practitioners.

18 VAC 115-60-140. Grounds for revocation, suspension, probation, reprimand,
censure, or denial of renewal of license.

A. Action by the board to revoke, suspend or decline to renew a license may be taken in
accord with the following:

1. Conviction of a felony, of a misdemeanor involving moral turpitude, or violation of
or aid to another in violating any provision of Chapter 35 of Title 54.1 (§ 54.1-3500 et
seq.) of the Code of Virginia, any other statute applicable to the practice of substance
abuse treatment, or any provision of this chapter.

2. Procuring of license by fraud or misrepresentation.

3. Conducting one's practice in such a manner as to make it a danger to the health and
welfare of one's clients or to the public, or if one is unable to practice substance abuse
treatment with reasonable skill and safety to clients by reason of illness, abusive use of

alcohol, drugs, narcotics, chemicals, or other type of material or result of any mental or
physical condition.

4. Negligence in professional conduct or nonconformance with the Standards of
Practice (18 VAC 115-60-130).

5. Performance of functions outside the demonstrable areas of competency.

13
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B. Petition for rehearing. Following the revocation or suspension of a license the licensee
may petition the board for rehearing upon good cause shown or as a result of substantial
new evidence having been obtained that would alter the determination reached.

18 VAC 115-60-150. Reinstatement following disciplinary action.
A. Any person whose license has been revoked or denied renewal by the board under the
provisions of 18 VAC 115-60-140 may, two years subsequent to such board action, submit

a new application to the board for licensure.

B. The board in its discretion may, after a hearing, grant the reinstatement sought in
subsection A of this section.

14
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USCode Title 42, Section 290dd-2

Sec. 290dd-2. Confidentiality of records

{a) Requirement

Records of the identity, diagnosis, prognosis, or treatment of any patient which are
maintained in connection with the performance of any program or activity relating to
substance abuse education, prevention, training, treatment, rchabilitation, or research,
which is conducted, regulated, or directly or indirectly assisted by any department or
agency of the United States shall, except as provided in subsection (e) of this section, be
confidential and be disclosed only for the purposes and under the circumstances expressly
authorized under subsection (b) of this section.

(b) Permitted disclosure

(1) Consent
The content of any record referred to in subsection (a) of this
section may be disclosed in accordance with the prior written
consent of the patient with respect to whom such record is
maintained, but only to such extent, under such circumstances,
and for such purposes as may be allowed under regulations
prescribed pursuant to subsection (g) of this section.
(2) Method for disclosure
Whether or not the patient, with respect to whom any given
record referred to in subsection (a) of this section is
maintained, gives 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 emergency.

o (B) 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.

(C) If authorized by an appropriate order of a court of
competent jurisdiction granted after application showing good
cause therefor, including the need to avert a substantial risk
of death or serious bodily harm. 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
extent to which any disclosure of all or any part of any record
is necessary, shall impose appropriate safeguards against
unauthorized disciosure.

(c) Use of records in criminal proceedings
Except as authorized by a court order granted under subsection (b)(2)(C) of this section,



no record referred to in subsection (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,
(d) Application
The prohibitions of this section continue to apply to records concerning any individual
who has been a patient, irrespective of whether or when such individual ceases to be a
patient.
(¢) Nonapplicability
The prohibitions of this section do not apply to any interchange of records -
o (1) within the Armed Forces or within those components of the
Department of Veterans Affairs furnishing health care to
veterans; or
o (2) between such components and the Armed Forces. The prohibitions of this

section do not apply to the reporting under State law of incidents of suspected

child abuse and neglect to the appropriate State or local authorities.
(f) Penalties
Any person who violates any provision of this section or any regulation issued pursuant
to this section shall be fined in accordance with title 18.
(g) Regulations
Except as provided in subsection (h) of this section, the Secretary shall prescribe
regulations to carry out the purposes of this section. Such regulations may contain such
definitions, and may provide for such safeguards and procedures, including procedures
and criteria for the issuance and scope of orders under subsection (b)(2)(C) of this
section, 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 to facilitate
compliance therewith.
(h) Application to Department of Veterans Affairs
The Secretary of Veterans Affairs, acting through the Under Secretary for Health, shall,
to the maximum feasible extent consistent with their responsibilities under title 38,
prescribe regulations making applicable the regulations prescribed by the Secretary of
Health and Human Services under subsection (g) of this section to records maintained in
connection with the provision of hospital care, nursing home care, domiciliary care, and
medical services under such title 38 to veterans suffering from substance abuse. In
prescribing and implementing regulations pursuant to this subsection, the Secretary of
Veterans Affairs shall, from time to time, consult with the Secretary of Health and
Human Services in order to achieve the maximum possible coordination of the
regulations, and the implementation thereof, which they each prescribe.
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Subpart A--Introduction

Sec. 2.1 Statutory authority for confidentiality of drug abuse patient records. The
restrictions of these regulations upon the disclosure and use of drug abuse patient records were
initially authorized by section 408 of the Drug Abuse Prevention, Treatment, and Rehabilitation
Act (21 U.S.C. 1175). That section as amended was transferred by Pub. L. 98-24 to section 527
of the Public Health Service Act which is codified at 42 U.S.C. 290ee-3. The amended statutory
authority is set forth below: Sec. 290ee-3. Confidentiality of patient records. (a) Disclosure
authorization Records of the identity, diagnosis, prognosis, or treatment of any patient which are
maintained in connection with the performance of any drug abuse prevention function
conducted, regulated, or directly or indirectly assisted by any department or agency of the United
States shall, except as provided in subsection () of this section, be confidential and be disclosed
only for the purposes and under the circumstances expressly authorized under subsection (b) of
this section. (b) Purposes and circumstances of disclosure affecting consenting patient and
patient regardless of consent (1) The content of any record referred to in subsection (a) of this
section may be disclosed in accordance with the prior written consent of the patient with respect
to whom such record is maintained, but only to such extent, under such circumstances, and for
such purposes as may be allowed under regulations prescribed pursuant to subsection (g) of this
section. (2) Whether or not the patient, with respect 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 emergency. {B) 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
¢valuation, 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 therefor. 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 extent to which
any disclosure of all or any part of any record is necessary, shall impose appropriate safeguards
against unauthorized disclosure. {c) Prohibition against use of record in making criminal charges
or investigation of patient Except as authorized by a court order granted under subsection
(b)(2)(C) of this section, no record referred to in subsection (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. (d) Continuing prohibition against disclosure irrespective of status as patient The
prohibitions of this section continue to apply to records concerning any individual who has been
a patient, irrespective of whether or when he ceases to be a patient. (¢} Armed Forces and
Veterans' Administration; interchange of records; report of suspected child abuse and neglect to
State or Jocal authorities 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'
Administration furnishing health care to veterans, or (2) between such components and the
Armed Forces. The prohibitions of this section do not apply to the reporting under State law of
incidents of suspected child abuse and neglect to the appropriate State or local authorities. (f)
Penalty for first and subsequent offenses Any person who violates any provision of this section



or any regulation issued pursuant to this section 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. (g) Regulations;
interagency consultations; definitions, safeguards, and procedures, including procedures and
criteria for issuance and scope of orders Except as provided in subsection (h) of this section, the
Secretary, after consultation with the Administrator of Veterans' Affairs and the heads of other
Federal departments and agencies substantially affected thereby, shall prescribe regulations to
carry out the purposes of this section. These regulations may contain such definitions, and may
provide for such safeguards and procedures, including procedures and criteria for the issuance
and scope of orders under subsection (b)(2)(C) of this section, 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 to facilitate compliance therewith. Subsection (h) was
superseded by section 111(c)(3) of Pub. L. 94-581. The responsibility of the Administrator of
Veterans' Affairs to write regulations to provide for confidentiality of drug abuse patient records

under Title 38 was moved from 21 U.S.C. 1175 to 38 U.S.C. 4134.)

Sec. 2.2 Statutory authority for confidentiality of alcohol abuse patient records. The
restrictions of these regulations upon the disclosure and use of alcohal abuse patient records were
initially authorized by section 333 of the Comprehensive Alcohol Abuse and Alcoholism
Prevention, Treatment, and Rehabilitation Act of 1970 (42 U.S.C. 4582). The section as
amended was transferred by Pub. L. 98-24 to section 523 of the Public Health Service Act which
is codified at 42 U.S.C. 290dd-3. The amended statutory authority is set forth below:

Sec. 290dd-3. Confidentiality of patient records (a) Disclosure authorization Records of the
identity, diagnosis, prognosis, or treatment of any patient which are maintained in connection
with the performance of any program or activity relating to alcoholism or alcohol abuse
education, training, treatment, rehabilitation, or research, which is conducted, regulated, or
directly or indirectly assisted by any department or agency of the United States shall, except as
provided in subsection () of this section, be confidential and be disclosed only for the purposes
and under the circumstances expressly authorized under subsection (b) of this section. (b)
Purposes and circumstances of disclosure affecting consenting patient and patient regardless of
consent (1) The content of any record referred to in subsection (a) of this section may be
disclosed in accordance with the prior written consent of the patient with respect to whom such
record is maintained, but only to such extent, under such circumstances, and for such purposes as
may be allowed under regulations prescribed pursuant to subsection (g) of this section. (2)
Whether or not the patient, with respect 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
emergency. (B) 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. (C) If authorized by an appropriate order
of a court of competent jurisdiction granted after application showing good cause therefor. 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 extent to which any disclosure of
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all or any part of any record is necessary, shall impose appropriate safeguards against
unauthorized disclosure. (¢) Prohibition against use of record in making criminal charges or
investigation of patient Except as authorized by a court order granted under subsection (b)(2)(C)
of this section, no record referred to in subsection (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.
(d) Continuing prohibition against disclosure irrespective of status as patient The prohibitions of
this section continue to apply to records concerning any individual who has been a patient,
irrespective of whether or when he ceases to be a patient. (¢) Armed Forces and Veterans'
Administration; interchange of record of suspected child abuse and neglect to State or local
authorities 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' Administration furnishing
health care to veterans, or (2) between such components and the Armed Forces. The prohibitions
of this section do not apply to the reporting under State law of incidents of suspected child abuse
and neglect to the appropriate State or local authorities. (f) Penalty for first and subsequent
offenses Any person who violates any provision of this section or any regulation issued pursuant
to this section 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. (g) Regulations of Secretary; definitions,
safeguards, and procedures, including procedures and criteria for issuance and scope of orders
Except as provided in subsection (h) of this section, the Secretary shall prescribe regulations to
carry out the purposes of this section. These regulations may contain such definitions, and may
provide for such safeguards and procedures, including procedures and criteria for the issuance
and scope of orders under subsection(b)(2)(C) of this section, 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 to facilitate compliance therewtth. (Subsection (h) was superseded by section
111(c)(4) of Pub. L. 94-581. The responsibility of the Administrator of Veterans' Affairs to write
regulations to provide for confidentiality of alcohol abuse patient records under Title 38 was
moved from 42 U.S.C. 4582 to 38 U.S.C. 4134))

Sec. 2.3 Purpose and effect. (a) Purpose. Under the statutory provisions quoted in Secs. 2.1 and
2.2, these regulations impose restrictions upon the disclosure and use of alcohol and drug abuse
patient records which are maintained in connection with the performance of any federally
assisted alcohol and drug abuse program. The regulations specify: (1) Definitions, applicability,
and general restrictions in subpart B (definitions applicable to Sec. 2.34 only appear in that
section); (2) Disclosures which may be made with written patient consent and the form of the
written consent in subpart C; (3) Disclosures which may be made without written patient consent
or an authorizing court order in subpart D; and (4) Disclosures and uses of patient records which
may be made with an authorizing court order and the procedures and criteria for the entry and
scope of those orders in subpart E. (b) Effect. (1) These regulations prohibit the disclosure and
use of patient records unless certain circumstances exist. If any circumstances exists under which
disclosure is permitted, that circumstance acts to remove the prohibition on disclosure but it does
not compel disclosure. Thus, the regulations do not require disclosure under any circumstances.
(2) These regulations are not intended to direct the manner in which substantive functions such
as research, treatment, and evaluation are carried out. They are intended to insure that an alcohol
or drug abuse patient in a federally assisted alcohol or drug abuse program is not made more
vulnerable by reason of the availability of his or her patient record than an individual who has an
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alcohol or drug problem and who does not seek treatment. (3) Because there is a criminal penalty
(a fine--see 42 U.S.C. 290ee-3(f), 42 U.S.C. 290dd-3(f) and 42 CFR 2.4) for violating the
regulations, they are to be construed strictly in favor of the potential violator in the same manner
as a criminal statute (see M. Kraus & Brothers v. United States, 327 U.S. 614, 621-22, 66 S.

Ct. 705, 707-08 (1946)).

Sec. 2.4 Criminal penalty for violation. Under 42 U.S.C. 290ee-3(f) and 42 U.S.C. 290dd-3(f),
any person who violates any provision of those statutes or these regulations 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.

Sec. 2.5 Reports of violations. (a) The report of any violation of these regulations may be
directed to the United States Attorney for the judicial district in which the violation occurs. (b)
The report of any violation of these regulations by a methadone program may be directed to the
Regional Offices of the Food and Drug Administration.

Subpart B--General Provisions

Sec. 2.11 Definitions. For purposes of these regulations: Alcohol abuse means the use of an
alcoholic beverage which impairs the physical, mental, emotional, or social well-being of the
user. Drug abuse means the use of a psychoactive substance for other than medicinal purposes
which impairs the physical, mental, emotional, or social well-being of the user. Diagnosis means
any reference to an individual's alcohol or drug abuse or to a condition which is identified as
having been caused by that abuse which is made for the purpose of treatment or referral for
treatment. Disclose or disclosure means a communication of patient identifying information, the
affirmative verification of another person's communication of patient identifying information, or
the communication of any information from the record of a patient who has been identified.
Informant means an individual: (a) Who is a patient or employee of a program or who becomes a
patient or employee of a program at the request of a law enforcement agency or official: and (b)
Who at the request of a law enforcement agency or official observes one or more patients or
employees of the program for the purpose of reporting the information obtained to the law
enforcement agency or official. Patient means any individual who has applied for or been given
diagnosis or treatment for alcohol or drug abuse at a federally assisted program and includes any
individual who, after arrest on a criminal charge, is identified as an alcohol or drug abuser in
order to determine that individual's eligibility to participate in a program. Patient identifying
information means the name, address, social security number, fingerprints, photograph, or
similar information by which the identity of a patient can be determined with reasonable
accuracy and speed either directly or by reference to other publicly available information. The
term does not include a number assigned to a patient by a program, if that number does not
consist of, or contain numbers (such as a social security, or driver's license number) which could
be used to identify a patient with reasonable accuracy and speed from sources external to the
program. Person means an individual, partnership, corporation, Federal, State or local
government agency, or any other legal entity. Program means: (a) An individual or entity (other



than a general medical care tacility) who holds itself out as providing, and provides, alcohol or
drug abuse diagnosis, treatment or referral for treatment; or (b) An identified unit within a
general medical facility which holds itself out as providing, and provides, alcohol or drug abuse
diagnosis, treatment or referral for treatment; or (c) Medical personnel or other staff in a general
medical care facility whose primary function is the provision of alcohol or drug abuse diagnosis,
treatment or referral for treatment and who are identified as such providers. (See

Sec. 2.12(e)(1) for examples.) Program director means: (a) In the case of 2 program which is an
individual, that individual: (b) In the case of a program which 1s an organization, the individual
designated as director, managing director, or otherwise vested with authority to act as chief
executive of the organization. Qualified service organization means a person which: (a) Provides
services to a program, such as data processing, bill collecting, dosage preparation, laboratory
analyses, or legal, medical, accounting, or other professional services, or services to prevent or
treat child abuse or neglect, including training on nutrition and child care and individual and
group therapy, and (b) Has entered into a written agreement with a program under which that
person: (1) Acknowledges that in receiving, storing, processing or otherwise dealing with any
patient records from the programs, it is fully bound by these regulations; and (2) If necessary,
will resist in judicial proceedings any efforts to obtain access to patient records except as
permitted by these regulations. Records means any information, whether recorded or not, relating
to a patient received or acquired by a federally assisted aleohol or drug program. Third party
payer means a person who pays, or agrees to pay, for diagnosis or treatment furnished to a
patient on the basis of a contractual relationship with the patient or a member of his family or on
the basis of the patient's eligibility for Federal, State, or local governmental benefits. Treatment
means the management and care of a patient suffering from alcohol or drug abuse, a condition
which is identified as having been caused by that abuse, or both, in order to reduce or eliminate
the adverse effects upon the patient. Undercover agent means an officer of any Federal, State, or
local law enforcement agency who enrolls in or becomes an employee of a program for the
purpose of investigating a suspected violation of law or who pursues that purpose after enrolling
or becoming employed for other purposes.[52 FR 21809, June 9, 1987, as amended by 60 FR

22297, May 5, 1995]

Sec. 2.12 Applicability. (a) General--(1) Restrictions on disclosure. The restrictions on
disclosure in these regulations apply to any information, whether or not recorded, which: (i)
Would identify a patient as an alcohol or drug abuser either directly, by reference to other
publicly available information, or through verification of such an identification by another
person; and (i1) Is drug abuse information obtained by a federally assisted drug abuse program
after March 20, 1972, or is alcohol abuse information obtained by a federally assisted alcohol
abuse program after May 13, 1974 (or if obtained before the pertinent date, is maintained by a
federally assisted alcohol or drug abuse program after that date as part of an ongoing treatment
episode which extends past that date) for the purpose of treating alcohol or drug abuse, making a
diagnosis for that treatment, or making a referral for that treatment. (2) Restriction on use. The
restriction on use of information to initiate or substantiate any criminal charges against a patient
or to conduct any criminal investigation of a patient (42 U.S.C. 290ee-3(c), 42 U.S.C. 290dd-
3(c)) applies to any information, whether or not recorded which is drug abuse information
obtained by a federally assisted drug abuse program after March 20, 1972, or is alcohol abuse
information obtained by a federally assisted alcohol abuse program after May 13, 1974 (or if



obtained before the pertinent date, is maintained by a federally assisted alcohol or drug abuse
program after that date as part of an ongoing treatment episode which extends past that date), for
the purpose of treating alcohol or drug abuse, making a diagnosis for the treatment, or making a
referral for the treatment. (b) Federal assistance. An alcohol abuse or drug abuse program is
considered to be federally assisted if: (1) It is conducted in whole or in part, whether directly or
by confract or otherwise by any department or agency of the United States (but sce paragraphs
(c)(1) and (c}(2) of this section relating to the Veterans' Administration and the Armed Forces);
(2) It is being carried out under a license, certification, registration, or other authorization
granted by any department or agency of the United States including but not limited to: (i)
Certification of provider status under the Medicare program,; (i) Authorization to conduct
methadone maintenance treatment (see 21 CFR 291.505); or (1ii)} Registration to dispense a
substance under the Controlled Substances Act to the extent the controlled substance is used in
the treatment of alcoho! or drug abuse; (3) It is supported by funds provided by any department
or agency of the United States by being: (1) A recipient of Federal financial assistance in any
form, including financial assistance which does not directly pay for the alcohol or drug abuse
diagnosis, treatment, or referral activities; or (ii) Conducted by a State or local government unit
which, through general or special revenue sharing or other fofins of assistance, receives Federal
funds which could be (but are not necessarily} spent for the alcohol or drug abuse program; or
(4) It 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 or through the granting of
tax exempt status to the program. (c) Exceptions--(1) Veterans' Administration. These
regulations do not apply to information on alcohol and drug abuse patients maintained in
connection with the Veterans' Administration provisions of hospital care, nursing home care,
domiciliary care, and medical services under title 38, United States Code. Those records are
governed by 38 U.S.C. 4132 and regulations issued under that authority by the Administrator of
Veterans' Affairs. (2) Armed Forces. These regulations apply to any information described in
paragraph (a) of this section which was obtained by any component of the Armed Forces during
a period when the patient was subject to the Uniform Code of Military Justice except: (i) Any
mterchange of that information within the Armed Forces; and (i1} Any interchange of that
information between the Armed Forces and those components of the Veterans Administration
furnishing health care to veterans. (3) Communication within a program or between a program
and an entity having direct administrative control over that program. The restrictions on
disclosure in these regulations do not apply to communications of information between or among
personnel having a need for the information in connection with their duties that arise out of the
provision of diagnosis, treatment, or referral for treatment of alcohol or drug abuse if the
communications are (i) Within a program or (ii) Between a program and an entity that has direct
administrative control over the program. (4) Qualified Service Organizations. The restrictions on
disclosure in these regulations do not apply to communications between a program and a
qualified service organization of information needed by the organization to provide services to
the program. (5) Crimes on program premises or against program personnel. The restrictions on
disclosure and use in these regulations do not apply to communications from program personnet
to law enforcement officers which-- (i} Are directly related to a patient's commission of a crime
on the premises of the program or against program personnel or to a threat to commit such a
crime; and (ii) Are limited to the circumstances of the incident, including the patient status of the
individual committing or threatening to commit the crime, that individual's name and address,



and that individual's last known whereabouts. (6) Reports of suspected child abuse and neglect.
The restrictions on disclosure and use in these regulations do not apply to the reporting under
State law of incidents of suspected child abuse and neglect to the appropriate State or local
authorities. However, the restrictions continue to apply to the original alcohol or drug abuse
patient records maintained by the program including their disclosure and use for civil or criminal
proceedings which may arise out of the report of suspected child abuse and neglect. (d)
Applicability to recipients of information--(1) Restriction on use of information. The restriction
on the use of any information subject to these regulations to initiate or substantiate any criminal
charges against a patient or to conduct any criminal investigation of a patient applies to any
person who obtains that information from a federally assisted alcohol or drug abuse program,
regardless of the status of the person obtaining the information or of whether the information was
obtained in accordance with these regulations. This restriction on use bars, among other things,
the introduction of that information as evidence in a criminal proceeding and any other use of the
information to investigate or prosecute a patient with respect to a suspected crime. Information
obtained by undercover agents or informants (see Sec. 2.17) or through patient access (see Sec.
2.23) is subject to the restriction on use. (2) Restrictions on disclosures--Third party payers,
administrative entities, and others. The restrictions on disclosure in these regulations apply to: (1)
Third party payers with regard to records disclosed to them by federally assisted alcohol or drug
abuse programs; (ii) Entities having direct administrative control over programs with regard to
information communicated to them by the program under Sec. 2.12(c)(3); and (iii) Persons who
receive patient records directly from a federally assisted alcohol or drug abuse program and who
are notified of the restrictions on redisclosure of the records in accordance with Sec. 2.32 of
these regulations. (¢) Explanation of applicability--(1) Coverage. These regulations cover any
information (including information on referral and intake) about alcohol and drug abuse patients
obtained by a program (as the terms *“patient" and " "program" are defined in Sec. 2.11) if the
program is federally assisted in any manner described in Sec. 2.12(b). Coverage includes, but is
not limited to, those treatment or rehabilitation programs, employee assistance programs, -
programs within general hospitals, school-based programs, and private practitioners who hold
themselves out as providing, and provide alcohol or drug abuse diagnosis, treatment, or referral
for treatment. However, these regulations would not apply, for example, to emergency room
personnel who refer a patient to the intensive care unit for an apparent overdose, unless the
primary function of such personnel is the provision of alcohol or drug abuse diagnosis, treatment
or referral and they are identified as providing such services or the emergency room has
promoted itself to the community as a provider of such services. (2) Federal assistance to
program required. If a patient's alcohol or drug abuse diagnosis, treatment, or referral for
treatment is not provided by a program which is federally conducted, regulated or supported in a
manner which constitutes Federal assistance under Sec. 2.12(b), that patient's record is not
covered by these regulations. Thus, it is possible for an individual patient to benefit from Federal
support and not be covered by the confidentiality regulations because the program in which the
patient is enrolled is not federally assisted as defined in Sec. 2.12(b). For example, if a Federal
court placed an individual in a private for-profit program and made a payment to the program on
behalf of that individual, that patient's record would not be covered by these regulations unless
the program itself received Federal assistance as defined by Sec. 2.12(b). (3) Information to
which restrictions are applicable. Whether a restriction is on use or disclosure affects the type of
information which may be available. The restrictions on disclosure apply to any information



which would identify a patient as an alcohol or drug abuser. I'he restriction on use of information
to bring criminal charges against a patient for a crime applies to any information obtained by the
program for the purpose of diagnosis, treatment, or referral for treatment of alcohol or drug
abuse. (Note that restrictions on use and disclosure apply to recipients of information under Sec.
2.12(d).) (4) How type of diagnosis affects coverage. These regulations cover any record of a
diagnosis identifying a patient as an alcohol or drug abuser which is prepared in connection with
the treatment or referral for treatment of alcohol or drug abuse. A diagnosis prepared for the
purpose of treatment or referral for treatment but which is not so used is covered by these
regulations. The following are not covered by these regulations: (i) Diagnosis which is made
solely for the purpose of providing evidence for use by law enforcement authorities; or (ii) A
diagnosis of drug overdose or alcohol intoxication which clearly shows that the individual
involved is not an alcohol or drug abuser (e.g., involuntary ingestion of alcohol or drugs or
reaction to a prescribed dosage of one or more drugs).[52 FR 21809, June 9, 1987; 52 FR 42061,
Nov. 2, 1987, as amended at 60 FR 22297, May 5, 1995]

Sec. 2.13 Confidentiality restrictions. (a) General. The patient records to which these
regulations apply may be disclosed or used only as permitted by these regulations and may not
otherwise be disclosed or used in any civil, criminal, administrative, or legislative proceedings
conducted by any Federal, State, or local authority. Any disclosure made under these regulations
must be limited to that information which is necessary to carry out the purpose of the disclosure.
(b) Unconditional compliance required. The restrictions on disclosure and use in these
regulations apply whether the holder of the information believes that the person seeking the
information already has it, has other means of obtaining it, is a law enforcement or other official,
has obtained a subpoena, or asserts any other justification for a disclosure or use which is not
permitted by these regulations. (c) Acknowledging the presence of patients: Responding to
requests. (1) The presence of an identified patient in a facility or component of a facility which is
publicly identified as a place where only alcohol or drug abuse diagnosis, treatment, or referral is
provided may be acknowledged only if the patient's written consent is obtained in accordance
with subpart C of these regulations or if an authorizing court order is entered in accordance with
subpart E of these regulations. The regulations permit acknowledgement of the presence of an
identified patient in a facility or part of a facility if the facility is not publicly identified as only
an alcohol or drug abuse diagnosis, treatment or referral facility, and if the acknowledgement
does not reveal that the patient is an alcohol or drug abuser. (2) Any answer to a request for a
disclosure of patient records which is not permissible under these regulations must be made in a
way that will not affirmatively reveal that an identified individual has been, or is being diagnosed
or treated for alcohol or drug abuse. An inquiring party may be given a copy of these regulations
and advised that they restrict the disclosure of alcohol or drug abuse patient records, but may not
be told affirmatively that the regulations restrict the disclosure of the records of an identified
patient. The regulations do not restrict a disclosure that an identified individual is not and never

has been a patient.

Sec. 2.14 Minor patients. (a) Definition of minor. As used in these regulations the term "minor”
means a person who has not attained the age of majority specified in the applicable State law, or
if no age of majority is specified in the applicable State law, the age of eighteen years. (b) State
law not requiring parental consent to treatment. If a minor patient acting alone has the legal
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capacity under the applicable State law to apply for and obtain alcohol or drug abuse treatment,
any written consent for disclosure authorized under subpart C of these regulations may be given
only by the mmor patient. This restriction includes, but is not limited to, any disclosure of patient
identifying information to the parent or guardian of a minor patient for the purpose of obtaining
financial reimbursement. These regulations do not prohibit a program from refusing to provide
treatment until the minor patient consents to the disclosure necessary to obtain reimbursement,
but refusal to provide treatment may be prohibited under a State or local law requiring the
program to furnish the service irrespective of ability to pay. (¢) State law requiring parental
consent to treatment. (1) Where State law requires consent of a parent, guardian, or other person
for a minor to obtain alcohol or drug abuse treatment, any written consent for disclosure
authonized under subpart C of these regulations must be given by both the minor and his or her
parent, guardian, or other person authorized under State law to act in the minor's behalf. (2)
Where State law requires parental consent to treatment the fact of a minor's application for
treatment may be communicated to the minor's parent, guardian, or other person authorized
under State law to act in the minor's behalf only if: (i) The minor has given written consent to the
disclosure in accordance with subpart C of these regulations or (ii) The minor lacks the capacity
to make a rational choice regarding such consent as judged by the program director under
paragraph (d) of this section. (d) Minor applicant for services lacks capacity for rational choice.
Facts relevant to reducing a threat to the life or physical well being of the applicant or any other
individual may be disclosed to the parent, guardian, or other person authorized under State law to
act in the minor's behalf if the program director judges that: (1) A minor applicant for services
lacks capacity because of extreme youth or mental or physical condition to make a raticnal
decision on whether to consent to a disclosure under subpart C of these regulations to his or her
parent, guardian, or other person authorized under State law to act in the minor's behalf, and (2)
The applicant's situation poses a substantial threat to the life or physical well being of the
applicant or any other individual which may be reduced by communicating relevant facts to the
minor's parent, guardian, or other person authorized under State law to act in the minor's behalf,

Sec. 2.15 Incompetent and deceased patients. (a) Incompetent patients other than minors--(1)
Adjudication of incompetence. In the case of a patient who has been adjudicated as lacking the
capacity, for any reason other than insufficient age, to manage his or her own affairs, any consent
which is required under these regulations may be given by the guardian or other person
authorized under State law to act in the patient's behalf. (2) No adjudication of incompetency.
For any period for which the program director determines that a patient, other than a minor or
one who has been adjudicated incompetent, suffers from a medical condition that prevents
knowing or effective action on his or her own behalf, the program director may exercise the right
of the patient to consent to a disclosure under subpart C of these regulations for the sole purpose
of obtaining payment for services from a third party payer. (b) Deceased patients--(1) Vital
statistics. These regulations do not restrict the disclosure of patient identifying information
relating to the cause of death of a patient under laws requiring the collection of death or other
vital statistics or permitting inquiry into the cause of death. (2) Consent by personal
representative. Any other disclosure of information identifying a deceased patient as an alcohol
or drug abuser is subject to these regulations. If a written consent to the disclosure is required,
that consent may be given by an executor, administrator, or other personal representative
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appointed under applicable State law. If there is no such appointment the consent may be given
by the patient's spouse or, if none, by any responsible member of the patient's family.

Sec. 2.16 Security for written records. (a) Written records which are subject to these
regulations must be maintained in a secure room, locked file cabinet, safe or other similar
container when not int use; and (b) Each program shall adopt in writing procedures which
regulate and control access to and use of written records which are subject to these regulations.

Sec. 2.17 Undercover agents and informants. (a) Restrictions on placement. Except as
specifically authorized by a court order granted under Sec. 2.67 of these regulations, no program
may kniowingly employ, or enroll as a patient, any undercover agent or informant. (b) Restriction
on use of information. No information obtained by an undercover agent or informant, whether or
not that undercover agent or informant is placed in a program pursuant to an authorizing court
order, may be used to criminally investigate or prosecute any patient.[52 FR 21809, June 9,
1987; 52 FR 42061, Nov. 2, 1987]

Sec. 2.18 Restrictions on the use of identification cards. No person may require any patient to
carry on his or her person while away from the program premises any card or other object which
would identify the patient as an alcohol or drug abuser. This section does not prohibit a person
from requiring patients to use or carry cards or other identification objects on the premises of a

program.

Sec. 2.19 Disposition of records by discontinued programs. (a) General. If a program
discontinues operations or is taken over or acquired by another program, it must purge patient
identifying information from its records or destroy the records unless-- (1) The patient who is the
subject of the records gives written consent (meeting the requirements of Sec. 2.31) to a transfer
of the records to the acquiring program or to any other program designated in the consent (the
manner of obtaining this consent must minimize the likelihood of a disclosure of patient
identifying information to a third party); or (2) There is a legal requirement that the records be
kept for a period specified by law which does not expire until after the discontinuation or
acquisition of the program. (b) Procedure where retention period required by law. If paragraph
(a)(2) of this section applies, the records must be: (1) Sealed in envelopes or other containers
labeled as follows: “"Records of [insert name of program] required to be maintained under [insert
citation to statute, regulation, court order or other legal authority requiring that records be kept]
until a date not later than [insert appropriate date]"; and (2) Held under the restrictions of these
regulations by a responsible person who must, as soon as practicable after the end of the
retention period specified on the label, destroy the records.

Sec. 2.20 Relationship to State laws. The statutes authorizing these regulations (42 U.S.C.
290ee-3 and 42 U.S.C. 290dd-3} do not preempt the field of law which they cover to the
exclusion of all State laws in that field. If a disclosure permitted under these regulations is
prohibited under State law, neither these regulations nor the authorizing statutes may be
construed to authorize any violation of that State law. However, no State law may either
authorize or compel any disclosure prohibited by these regulations.
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Sec. 2.21 Relationship to kFederal statutes protecting research subjects against compulsory
disclosure of their identity. (a) Research privilege description. There may be concurrent
coverage of patient identifying information by these regulations and by administrative action
taken under: Section 303(a) of the Public Health Service Act (42 U.S.C. 242a(a) and the
implementing regulations at 42 CFR part 2a}; or section 502(c) of the Controlled Substances Act
(21 U.S.C. 872(c) and the implementing regulations at 21 CFR 1316.21). These "‘research
privilege" statutes confer on the Secretary of Health and Human Services and on the Attorney
General, respectively, the power to authorize researchers conducting certain types of research to
withhold from all persons not connected with the research the names and other identifying
information concerning individuals who are the subjects of the research. (b) Effect of concurrent
coverage. These regulations restrict the disclosure and use of information about patients, while
administrative action taken under the research privilege statutes and implementing regulations
protects a person engaged in applicable research from being compelled to disclose any
1dentifying characteristics of the individuals who are the subjects of that research. The issuance
under subpart E of these regulations of a court order authorizing a disclosure of information
about a patient does not affect an exercise of authority under these research privilege statutes.
However, the research privilege granted under 21 CFR 291.505(g) to treatment programs using
methadone for maintenance treatment does not protect from compulsory disclosure any
information which is permitted to be disclosed under those regulations. Thus, if a court order
entered in accordance with subpart E of these regulations authorizes a methadone maintenance
treatment program to disclose certain information about its patients, that program may not invoke
the research privilege under 21 CFR 291.505(g) as a defense to a subpoena for that information.

Sec. 2.22 Notice to patients of Federal confidentiality requirements. (a) Notice required. At
the time of admission or as soon thereafter as the patient is capable of rational communication,
each program shall: (1) Communicate to the patient that Federal law and regulations protect the
confidentiality of alcohol and drug abuse patient records; and (2) Give to the patient a summary
in writing of the Federal law and regulations. (b) Required elements of written summary. The
written summary of the Federal law and regulations must include: (1} A general description of
the limited circumstances under which a program may acknowledge that an individual is present
at a facility or disclose outside the program information identifying a patient as an alcohol or
drug abuser. (2) A statement that violation of the Federal law and regulations by a program is a
crime and that suspected violations may be reported to appropriate authorities in accordance with
these regulations. (3) A statement that information related to a patient's commission of a crime
on the premises of the program or against personnel of the program is not protected. (4} A
statement that reports of suspected child abuse and neglect made under State law to appropriate
State or local authorities are not protected. (5) A citation to the Federal law and regulations. (c)
Program options. The program may devise its own notice or may use the sample notice in
paragraph (d} to comply with the requirement to provide the patient with a summary in writing of
the Federal law and regulations. In addition, the program may include in the written summary
information concerning State law and any program policy not inconsistent with State and Federal
law on the subject of confidentiality of alcohol and drug abuse patient records. (d) Sample
notice. Confidentiality of Alcohol and Drug Abuse Patient Records The confidentiality of
alcohol and drug abuse patient records maintained by this program is protected by Federal law
and regulations. Generally, the program may not say to a person outside the program that a
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patient attends the program, or disclose any information identifying a patient as an alcohol or
drug abuser Unless: (1) The patient consents in writing: (2) The disclosure is allowed by a court
order; or (3) The disclosure is made to medical personnel in a medical emergency or to qualified
personnel for research, audit, or program evaluation. Violation of the Federal law and regulations
by a program is a crime. Suspected violations may be reported to appropriate authorities in
accordance with Federal regulations. Federal law and regulations do not protect any information
about a crime committed by a patient etther at the program or against any person who works for
the program or about any threat to commit such a crime. Federal laws and regulations do not
protect any information about suspected child abuse or neglect from being reported under State
law to appropriate State or local authorities. (See 42 U.S.C. 290dd-3 and 42 U.S.C. 290ee-3 for
Federal laws and 42 CFR part 2 for Federal regulations.) (Approved by the Office of
Management and Budget under control number 0930-0099)

Sec. 2.23 Patient access and restrictions on use. (a) Patient access not prohibited. These
regulations do not prohibit a program from giving a patient access to his or her own records,
including the opportunity to inspect and copy any records that the program maintains about the
patient. The program is not required to obtain a patient's written consent or other authorization
under these regulations in order to provide such access to the patient. (b) Restriction on use of
information. Information obtained by patient access to his or her patient record is subject to the
restriction on use of his information to initiate or substantiate any criminal charges against the
patient or to conduct any criminal investigation of the patient as provided for under Sec.
2.12¢d)(1).

Subpart C--Disclosures With Patient's Consent

Sec. 2.31 Form of written consent. (a2} Required elements. A written consent to a disclosure
under these regulations must include: (1) The specific name or general designation of the
program or person permitted to make the disclosure. (2} The name or title of the individual or the
name of the organization to which disclosure is to be made. (3) The name of the patient. (4) The
purpose of the disclosure. (5} How much and what kind of information is to be disclosed. (6) The
signature of the patient and, when required for a patient who is a minor, the signature of a person
authorized to give consent under Sec. 2.14; or, when required for a patient who is incompetent or
deceased, the signature of a person authorized to sign under Sec. 2.15 in lieu of the patient. (7)
The date on which the consent is signed. (8) A statement that the consent is subject to revocation
at any time except to the extent that the program or person which is to make the disclosure has
already acted in reliance on it. Acting in reliance includes the provision of treatment services in
reliance on a valid consent to disclose information to a third party payer. (9) The date, event, or
condition upon which the consent will expire if not revoked before. This date, event, or condition
must insure that the consent will last no longer than reasonably necessary to serve the purpose
for which it is given. (b) Sample consent form. The following form complies with paragraph (a)
of this section, but other elements may be added.

1. (name of patient) {time} Request {time} Authorize:
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10.

{name or general designation of program which is to make the disclosure)

To disclose: (kind and amount of information to be disclosed)

To: (name or title of the person or organization to which disclosure is to be made)

For (purpose of the disclosure)

Date (on which this consent is signed)

Signature of patient

Signature of parent or guardian (where required)

Signature of person authorized to sign in lieu of the patient (where required)

This consent is subject to revocation at any time except to the extent that the program which
1s to make the disclosure has already taken action in reliance on it. If not previously revoked,
this consent will terminate upon: (specific date, event, or condition) (¢) Expired, deficient, or
false consent. A disclosure may not be made on the basis of a consent which: (1) Has
expired; (2) On its face substantially fails to conform to any of the requirements set forth in
paragraph (a) of this section; (3) Is known to have been revoked; or (4) Is known, or through
a reasonable effort could be known, by the person holding the records to be materially
false.(Approved by the Office of Management and Budget under control number 0930-0099)

Sec. 2.32 Prohibition on redisclosure. Notice to accompany disclosure. Each disclosure
made with the patient's written consent must be accompanied by the following written
statement: This information has been disclosed to you from records protected by Federal
confidentiality rules (42 CFR part 2). The Federal rules prohibit you from making any further
disclosure of this information unless further disclosure is expressly permitted by the written
consent of the person to whom it pertains or as otherwise permitted by 42 CFR part 2. A
general authorization for the release of medical or other information is NOT sufficient for
this purpose. The Federal rules restrict any use of the information to criminally investigate or
prosecute any alcohol or drug abuse patient.[52 FR 21809, June 9, 1987; 52 FR 41997, Nov.

2, 1987]

Sec. 2.33 Disclosures permitted with written consent. If a patient consentis to a disclosure
of his or her records under Sec. 2.31, a program may disclose those records in accordance
with that consent to any individual or organization named in the consent, except that
disclosures to central registries and in connection with criminal justice referrals must meet

the requirements of Secs. 2.34 and 2.35, respectively.
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Sec. 2.34 Disclosures to prevent multiple enrollments in detoxification and maintenance
treatment programs. (a) Definitions. For purposes of this section: Central registry means an
organization which obtains from two or more member programs patient identifying
information about individuals applying for maintenance treatment or detoxification treatment
for the purpose of avoiding an individual's concurrent enrollment in more than one program.
Detoxification treatment means the dispensing of a narcotic drug in decreasing doses to an
individual in order to reduce or eliminate adverse physiological or psychological effects
incident to withdrawal from the sustained use of a narcotic drug. Maintenance treatment
means the dispensing of a narcotic drug in the treatment of an individual for dependence
upon heroin or other morphine-like drugs. Member program means a detoxification treatment
or maintenance treatment program which reports patient identifying information to a central
registry and which is in the same State as that central registry or 1s not more than 125 miles
from any border of the State in which the central registry is located. (b) Restrictions on
disclosure. A program may disclose patient records to a central registry or to any
detoxification or maintenance treatment program not more than 200 miles away for the
purpose of preventing the multiple enrollment of a patient only 1f: (1) The disclosure is made
when: (i) The patient is accepted for treatment; (11) The type or dosage of the drug is
changed, or (iii) The treatment is interrupted, resumed or terminated. (2) The disclosure is
limited to: (i) Patient identifying information; (ii) Type and dosage of the drug; and (iii)
Relevant dates. (3) The disclosure is made with the patient's written consent meeting the
requirements of Sec. 2.31, except that: (1) The consent must list the name and address of each
central registry and each known detoxification or maintenance treatment program to which a
disclosure will be made; and (i1) The consent may authorize a disclosure to any detoxification
or maintenance treatment program established within 200 miles of the program after the
consent is given without naming any such program. (c¢) Use of information limited to
prevention of multiple enrollments. A central registry and any detoxification or maintenance
treatment program to which information is disclosed to prevent multiple enrollments may not
redisclose or use patient identifying information for any purpose other than the prevention of
multiple enrollments unless authorized by a court order under subpart E of these regulations.
(d) Permitted disclosure by a central registry to prevent a multiple enroliment. When a
member program asks a central registry if an identified patient is enrolled in another member
program and the registry determines that the patient is so enrolled, the registry may disclose--
(1) The name, address, and telephone number of the member program(s) in which the patient
is already enrolled to the inquiring member program; and (2) The name, address, and
telephone number of the inquiring member program to the member program(s) in which the
patient is already enrolled. The member programs may communicate as necessary to verify
that no error has been made and to prevent or eliminate any multiple enrollment. (e}
Permitted disclosure by a detoxification or maintenance treatment program to prevent a
muitiple enrollment. A detoxification or maintenance treatment program which has received
a disclosure under this section and has determined that the patient is already enrolled may
communicate as necessary with the program making the disclosure to verify that no error has
been made and to prevent or eliminate any multiple enrollment.
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Sec. 2.35 Disclosures to elements of the criminal justice system which have referred
patients. (a) A program may disclose information about a patient to those persons within the
criminal justice system which have made participation in the program a condition of the
disposition of any criminal proceedings against the patient or of the patient's parole or other
release from custody if: (1) The disclosure is made only to those individuals within the
criminal justice system who have a need for the information in connection with their duty to
monitor the patient's progress (e.g., a prosecuting attorney who is withholding charges
against the patient, a court granfing pretrial or posttrial release, probation or parole officers
responsible for supervision of the patient); and (2) The patient has signed a written consent
meeting the requirements of Sec. 2.31 (except paragraph (a)(8) which is inconsistent with the
revocation provisions of paragraph (c) of this section) and the requirements of paragraphs (b)
and {c) of this section. (b) Duration of consent. The written consent must state the period
during which it remains in effect. This period must be reasonable, taking into account: (1)
The anticipated length of the treatment; (2) The type of criminal proceeding involved, the
need for the information in connection with the final disposition of that proceeding, and
when the final disposition will occur; and (3) Such other factors as the program, the patient,
and the person(s) who will receive the disclosure consider pertinent. (¢) Revocation of
consent. The written consent must state that it is revocable upon the passage of a specified
amount of time or the occurrence of a specified, ascertainable event. The time or occurrence
upon which consent becomes revocable may be no later than the final disposition of the
conditional release or other action in connection with which consent was given. (d)
Restrictions on redisclosure and use. A person who receives patient information under this
section may redisclose and use it only to carry out that person's official duties with regard to
the patient's conditional release or other action in connection with which the consent was

given.

Subpart D--Disclosures Without Patient Consent

Sec. 2.51 Medical emergencies. (a) General Rule. Under the procedures required by
paragraph (c) of this section, patient identifying information may be disclosed to medical
personnel who have a need for information about a patient for the purpose of treating a
condition which poses an immediate threat to the health of any individual and which requires
immediate medical intervention. (b) Special Rule. Patient identifying information may be
disclosed to medical personnel of the Food and Drug Administration (FDA) who assert a
reason to believe that the health of any individual may be threatened by an error in the
manufacture, labeling, or sale of a product under FDA jurisdiction, and that the information
will be used for the exclusive purpose of notifying patients or their physicians of potential
dangers. (c¢) Procedures. Immediately following disclosure, the program shall document the
disclosure in the patient's records, setting forth in writing: (1) The name of the medical
personnel to whom disclosure was made and their affiliation with any health care facility; (2)
The name of the individual making the disclosure; (3) The date and time of the disclosure;
and (4) The nature of the emergency (or error, if the report was to FDA).(Approved by the
Office of Management and Budget under control number 0930-0099)

17



Sec. 2.52 Research activities. (a) Patient identifying information may be disclosed for the
purpose of conducting scientific research if the program director makes a determination that
the recipient of the patient identifying information: (1) Is qualified to conduct the research;
(2) Has a research protocol under which the patient identifying information: (i) Will be
maintained in accordance with the security requirements of Sec. 2.16 of these regulations (or
more stringent requirements); and (ii) Will not be redisclosed except as permitted under
paragraph (b) of this section; and (3) Has provided a satisfactory written statement that a
group of three or more individuals who are independent of the research project has reviewed
the protocol and determined that: (i} The rights and welfare of patients will be adequately
protected; and (ii) The risks in disclosing patient identifying information are outweighed by
the potential benefits of the research. (b) A person conducting research may disclose patient
identifying information obtained under paragraph (a} of this section only back to the program
from which that information was obtained and may not identify any individual patient in any
report of that research or otherwise disclose patient identities.[52 FR 21809, June 9, 1987, as
amended at 52 FR 41997, Nov. 2, 1987}

Sec. 2.53 Audit and evaluation activities. (a) Records not copied or removed. If patient
records are not copied or removed, patient 1dentifying information may be disclosed in the
course of a review of records on program premises to any person who agrees in writing to
comply with the limitations on redisclosure and use in paragraph (d) of this section and who:
(1) Performs the audit or evaluation activity on behalf of: (i) Any Federal, State, or local
governmental agency which provides financial assistance to the program or is authorized by
law to regulate its activities; or (ii) Any private person which provides financial assistance to
the program, which is a third party payer covering patients in the program, or which is a peer
review organization performing a utilization or quality control review; or (2) Is determined
by the program director to be qualified to conduct the audit or evaluation activities. (b)
Copying or removal of records. Records containing patient identifying information may be
copied or removed from program premises by any person who: (1) Agrees in writing to: (i)
Maintain the patient identifying information in accordance with the security requirements
provided in Sec. 2.16 of these regulations (or more stringent requirements); (ii) Destroy all
the patient identifying information upon completion of the audit or evaluation; and (iii}
Comply with the limitations on disclosure and use in paragraph (d) of this section; and (2)
Performs the audit or evaluation activity on behalf of: (1) Any Federal, State, or local
governmental agency which provides financial assistance to the program or is authorized by
law to regulate its activities; or (ii) Any private person which provides financial assistance to
the program, which is a third part payer covering patients in the program, or which is a peer
review organization performing a utilization or quality control review. (c) Medicare or
Medicaid audit or evaluation. (1) For purposes of Medicare or Medicaid audit or evaluation
under this section, audit or evaluation includes a ctvil or administrative investigation of the
program by any Federal, State, or local agency responsible for oversight of the Medicare or
Medicaid program and includes administrative enforcement, against the program by the
agency, of any remedy authorized by law to be imposed as a result of the findings of the
investigation. {2) Consistent with the definition of program in Sec. 2.11, program includes an
employee of, or provider of medical services under, the program when the employee or
provider is the subject of a civil investigation or administrative remedy, as those terms are
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used in paragraph (c)(1) ot this section. (3) It a disclosure to a person is authorized under this
section for a Medicare or Medicaid audit or evaluation, including a civil investigation or
administrative remedy, as those terms are used in paragraph (c)(1) of this section, then a peer
review organization which obtains the information under paragraph (a) or (b) may disclose
the information to that person but only for purposes of Medicare or Medicaid audit or
evaluation. (4) The provisions of this paragraph do not authorize the agency, the program, or
any other person to disclose or use patient identifying information obtained during the audit
or evaluation for any purposes other than those necessary to complete the Medicare or
Medicaid audit or evaluation activity as specified in this paragraph. (d) Limitations on
disclosure and use. Except as provided in paragraph (c) of this section, patient identifying
information disclosed under this section may be disclosed only back to the program from
which it was obtained and used only to carry out an audit or evaluation purpose or to
investigate or prosecute criminal or other activities, as authorized by a court order entered

under Sec. 2.66 of these regulations.
Subpart E--Court Orders Authorizing Disclosure and Use

Sec. 2.61 Legal effect of order. (a) Effect. An order of a court of competent jurisdiction
entered under this subpart is a unique kind of court order. Its only purpose is to authorize a
disclosure or use of patient information which would otherwise be prohibited by 42 U.S.C.
290ee-3, 42 U.S.C. 290dd-3 and these regulations. Such an order does not compel disclosure.
A subpoena or a similar legal mandate must be i1ssued in order to compel disclosure. This
mandate may be entered at the same time as and accompany an authorizing court order
entered under these regulations. (b) Examples. (1) A person holding records subject to these
regulations receives a subpoena for those records: a response to the subpoena is not permitted
under the regulations unless an authorizing court order is entered. The person may not
disclose the records in response to the subpoena unless a court of competent jurisdiction
enters an authorizing order under these regulations. (2) An authorizing court order is entered
under these regulations, but the person authorized does not want to make the disclosure. If
there is no subpoena or other compulsory process or a subpoena for the records has expired
or been quashed, that person may refuse to make the disclosure. Upon the entry of a valid
subpoena or other compulsory process the person authorized to disclose must disclose, unless
there is a valid legal defense to the process other than the confidentiality restrictions of these
regulations.[52 FR 21809, June 9, 1987; 52 FR 42061, Nov. 2, 1987]

Sec. 2.62 Order not applicable to records disclosed without consent to researchers,
auditors and evaluators. A court order under these regulations may not authorize qualified
personnel, who have received patient identifying information without consent for the purpose
of conducting research, audit or evaluation, to disclose that information or use it to conduct
any crinunal investigation or prosecution of a patient. However, a court order under Sec. 2.66
may authorize disclosure and use of records to investigate or prosecute qualified personnel

holding the records.
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Sec. 2.63 Confidential communications. (a) A court order under these regulations may
authorize disclosure of confidential communications made by a patient to a program in the
course of diagnosis, treatment, or referral for treatment only if: (1) The disclosure is
necessary to protect against an existing threat to life or of serious bodily injury, including
circumstances which constitute suspected child abuse and neglect and verbal threats against
third parties; (2) The disclosure is necessary in connection with investigation or prosecution
of an extremely serious crime, such as one which directly threatens loss of life or serious
bodily injury, including homicide, rape, kidnapping, armed robbery, assault with a deadly
weapon, or child abuse and neglect; or (3) The disclosure is in connection with litigation or
an administrative proceeding in which the patient offers testimony or other evidence
pertaining to the content of the confidential communications. (b) [Reserved].

Sec. 2.64 Procedures and criteria for orders authorizing disclosures for noncriminal
purposes. (2) Application. An order authorizing the disclosure of patient records for
purposes other than criminal investigation or prosecution may be applied for by any person
having a legally recognized interest in the disclosure which is sought. The application may be
filed separately or as part of a pending civil action in which it appears that the patient records
are needed to provide evidence. An application must use a fictitious name, such as John Doe,
to refer to any patient and may not contain or otherwise disclose any patient identifying
information unless the patient is the applicant or has given a written consent (meeting the
requirements of these regulations) to disclosure or the court has ordered the record of the
proceeding sealed from public scrutiny. (b) Notice. The patient and the person holding the
records from whom disclosure is sought must be given: (1) Adequate notice in a manner
which will not disclose patient identifying information to other persons; and (2) An
opportunity to file a written response to the application, or to appear in person, for the limited
purpose of providing evidence on the statutory and regulatory criteria for the issnance of the
court order. (¢) Review of evidence: Conduct of hearing. Any oral argument, review of
evidence, or hearing on the application must be held in the judge's chambers or in some
manner which ensures that patient identifying information is not disclosed to anyone other
than a party to the proceeding, the patient, or the person holding the record, unless the patient
requests an open hearing in a manner which meets the written consent requirements of these
regulations. The proceeding may include an examination by the judge of the patient records
referred to in the application. (d) Criteria for entry of order. An order under this section may
be entered only if the court determines that good cause exists. To make this determination the
court must find that: (1) Other ways of obtaining the information are not available or would
not be effective; and (2) The public interest and need for the disclosure outweigh the
potential injury to the patient, the physician-patient relationship and the treatment services.
(e) Content of order. An order authorizing a disclosure must: (1) Limit disclosure to those
parts of the patient's record which are essential to fulfill the objective of the order; (2) Limit
disclosure to those persons whose need for information is the basis for the order; and (3)
Include such other measures as are necessary to limit disclosure for the protection of the
patient, the physician-patient relationship and the treatment services; for example, sealing
from public scrutiny the record of any proceeding for which disclosure of a patient's record
has been ordered.
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Sec. 2.65 Procedures and criteria for orders authorizing disclosure and use of records to
criminally investigate or prosecute patients. (a) Application. An order authorizing the
disclosure or use of patient records to criminally investigate or prosecute a patient may be
applied for by the person holding the records or by any person conducting investigative or
prosecutorial activities with respect to the enforcement of criminal laws. The application may
be filed separately, as part of an application for a subpoena or other compulsory process, or
in a pending criminal action. An application must use a fictitious name such as John Doe, to
refer to any patient and may not contain or otherwise disclose patient identifying information
unless the court has ordered the record of the proceeding sealed from public scrutiny. (b)
Notice and hearing. Unless an order under Sec. 2.66 is sought with an order under this
section, the person holding the records must be given: (1) Adequate notice (in a manner
which will not disclose patient identifying information to third parties) of an application by a
person performing a law enforcement function; (2) An opportunity to appear and be heard for
the limited purpose of providing evidence on the statutory and regulatory criteria for the
issuance of the court order; and (3) An opportunity to be represented by counsel independent
of counsel for an applicant who is a person performing a law enforcement function. (c)
Review of evidence: Conduct of hearings. Any oral argument, review of evidence, or hearing
on the application shall be held in the judge's chambers or in some other manner which
ensures that patient identifying information is not disclosed to anyone other than a party to
the proceedings, the patient, or the person holding the records. The proceeding may include
an examination by the judge of the patient records referred to in the application. (d) Criteria.
A court may authorize the disclosure and usc of patient records for the purpose of conducting
a criminal investigation or prosecution of a patient only i1f the court finds that all of the
following criteria are met: (1) The crime involved 18 extremely serious, such as one which
causes or directly threatens loss of life or serious bodily injury including homicide, rape,
kidnapping, armed robbery, assault with a deadly weapon, and child abuse and neglect. (2)
There is a reasonable likelihood that the records will disclose information of substantial value
in the investigation or prosecution. (3} Other ways of obtaining the information are not
available or would not be effective. (4) The potential injury to the patient, to the physician-
patient relationship and to the ability of the program to provide services to other patients is
outweighed by the public interest and the need for the disclosure. (5) If the applicant is a
person performing a law enforcement function that: (i) The person holding the records has
been afforded the opportunity to be represented by independent counsel; and (ii) Any person
holding the records which is an entity within Federal, State, or iocal government has in fact
been represented by counsel independent of the applicant. (e) Content of order. Any order
authorizing a disclosure or use of patient records under this section must: (1) Limit disclosure
and use to those parts of the patient's record which are essential to fulfill the objective of the
order; (2) Limit disclosure to those law enforcement and prosecutorial officials who are
responsible for, or are conducting, the investigation or prosecution, and limit their use of the
records to investigation and prosecution of extremely serious crime or suspected crime
specified in the application; and (3) Include such other measures as are necessary to limit
disclosure and use to the fulfillment of only that public interest and need found by the
court.[52 FR 21809, June 9, 1987; 52 FR 42061, Nov. 2, 1987].
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Sec. 2.66 Procedures and criteria for orders authorizing disclosure and use of records to
investigate or prosecute a program or the person holding the records. (2) Application.
(1) An order authorizing the disclosure or use of patient records to criminally or
administratively investigate or prosecute a program or the person holding the records (or
employees or agents of that program or person) may be applied for by any administrative,
regulatory, supervisory, investigative, law enforcement, or prosecutorial agency having
jurisdiction over the program's or person's activities. (2) The application may be filed
separately or as part of a pending civil or criminal action against a program or the person
holding the records (or agents or employees of the program or person) in which it appears
that the patient records are needed to provide material evidence. The application must use a
fictitious name, such as John Doe, to refer to any patient and may not contain or otherwise
disclose any patient identifying information unless the court has ordered the record of the
proceeding sealed from public scrutiny or the patient has given a written consent (meeting
the requirements of Sec. 2.31 of these regulations) to that disclosure. (b) Notice not required.
An application under this section may, in the discretion of the court, be granted without
notice. Although no express notice is required to the program, to the person holding the
records, or to any patient whose records are to be disclosed, upon implementation of an order
so granted any of the above persons must be afforded an opportunity to seek revocation or
amendment of that order, limited to the presentation of evidence on the statutory and
regulatory criteria for the issuance of the court order. (c¢) Requirements for order. An order
under this section must be entered in accordance with, and comply with the requirements of,
paragraphs (d) and (e) of Sec. 2.64 of these regulations. (d) Limitations on disclosure and use
of patient identifying information: (1) An order entered under this section must require the
deletion of patient identifying information from any documents made available to the public.
(2) No information obtained under this section may be used to conduct any investigation or
prosecution of a patient, or be used as the basis for an application for an order under Sec.
2.65 of these regulations.

Sec. 2.67 Orders authorizing the use of undercover agents and informants to criminally
investigate employees or agents of a program. (a) Application. A court order authorizing
the placement of an undercover agent or informant in a program as an employee or patient
may be applied for by any law enforcement or prosecutorial agency which has reason to
believe that employees or agents of the program are engaged in criminal misconduct. (b)
Notice. The program director must be given adequate notice of the application and an
opportunity to appear and be heard (for the limited purpose of providing evidence on the
statutory and regulatory criteria for the issuance of the court order), unless the application
asserts a belief that: (1) The program director is involved in the criminal activities to be
investigated by the undercover agent or informant; or (2) The program director will
intentionally or unintentionally disclose the proposed placement of an undercover agent or
informant to the employees or agents who are suspected of criminal activities. (c) Criteria.
An order under this section may be entered only if the court determines that good cause
exists. To make this determination the court must find: (1) There is reason to believe that an
employee or agent of the program is engaged in criminal activity; (2) Other ways of
obtaining evidence of this criminal activity are not available or would not be effective; and
(3) The public interest and need for the placement of an undercover agent or informant in the
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program outweigh the potential injury to patients of the program, physician-patient
relationships and the treatment services. (d) Content of order. An order authorizing the
placement of an undercover agent or informant in a program must: (1) Specifically authorize
the placement of an undercover agent or an informant; (2) Limit the total period of the
placement to six months; (3) Prohibit the undercover agent or informant from disclosing any
patient identifying information obtained from the placement except as necessary to
criminally investigate or prosecute employees or agents of the program; and (4) Include any
other measures which are appropriate to limit any potential disruption of the program by the
placement and any potential for a real or apparent breach of patient confidentiality; for
example, sealing from public scrutiny the record of any proceeding for which disclosure of a
patient's record has been ordered. (e) Limitation on use of information. No information
obtained by an undercover agent or informant placed under this section may be used to
criminally investigate or prosecute any patient or as the basis for an application for an order

under Sec. 2.65 of these reguiations.

23



