Confidentiality of Substance Use Disorder Patient
Records Final Rule (42 CFR Part 2)
Tribal Consultation

Substance Abuse and Mental Health Services Administration

U.S. Department of Health and Human Services

July 31, 2018
2:30 to 4:00 p.m.
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DISCLAIMER
This presentation is not intended to constitute
legal advice. Any examples discussed are for
illustrative purposes only. All questions about
compliance with 42 CFR part 2, HIPAA, and
other applicable state and federal laws and
requirements should be directed to an
individual’s, agency’s, or organization’s legal
counsel.
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SAMHSA Officials Participating
• Elinore F. McCance-Katz, MD, PhD, Assistant Secretary for Mental Health
and Substance Use
• Captain Chideha Ohuoha, M.D., M.P.H., Director, Center for Substance Abuse
Treatment
• Mirtha Beadle, MPA, Director, Office of Tribal Affairs and Policy
• Christopher D. Carroll, M.Sc., Director, Health Care Financing and Systems
Integration
• Suzette Brann, PhD, JD, MBA, Public Health Advisor, CSAT
• Mitchell Berger, MPH, Public Health Advisor, OPPI
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Agenda
Introduction
• Captain Chideha Ohuoha

Welcome
• Dr. Elinore F. McCance-Katz
Process for Providing Input Today
• Mirtha Beadle
Part 2 Overview and Current Status
• Christopher D. Carroll
Consultation Questions
• Mitchell Berger
• Suzette Brann
Comments and Questions
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Introduction

Captain Chideha Ohuoha, M.D., M.P.H.
Director, Center for Substance Abuse
Treatment
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Welcoming Remarks

Elinore McCance-Katz, M.D., Ph.D.
Assistant Secretary for Mental Health
and Substance Use

6

Process for Today’s Consultation

Mirtha Beadle, M.P.A.
Director, Office of Tribal
Affairs and Policy Director
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SAMHSA Tribal Consultation Policy
• “Before any action is taken that will significantly affect Indian
tribes it is the SAMHSA policy that consultation with Indian tribes
will occur to the extent practicable and permitted by law.”
• Includes regulations such as 42 CFR Part 2 (Confidentiality of
Substance Use Disorder Patient Records)
• All SAMHSA program components have responsibility to ensure
tribal consultation
• SAMHSA obtains and responds to tribal input
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Process for Providing Input Today
•
•

Tribal leaders speak first
A tribal leader may elect to have someone speak on his or her
behalf and should indicate such
After tribal leaders speak, other participants may make comments
or ask questions
Comments should be limited so that everyone has an opportunity to
speak
When speaking, please provide your name, tribal position (or tribal
official you represent), and tribe/tribal organization
Meeting is being recorded to capture comments and questions and
facilitate follow up

•

•
•
•
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Part 2 Overview and Current Status

Christopher D. Carroll, M.Sc.
Director, Health Care Financing and
Systems Integration
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Confidentiality of Substance Use Disorder Patient Records (42 CFR part 2)

• Current statute developed in 1970s
• Congress noted discrimination associated with substance use disorders
(SUDs) and fear of prosecution deterred people from entering
treatment
• At that time most treatment provided by specialty providers

• Statute authorizing 42 CFR part 2 intended to ensure an individual’s
right to privacy and confidentiality
• Persons with SUDs continue to be subject to discrimination in such
areas as employment and housing
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Statute-42 U.S. Code (U.S.C.) § 290dd-2

•

Basis for 42 CFR part 2 Regulation
“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, rehabilitation, or research, which
is conducted, regulated, or directly or indirectly assisted by any
department or agency of the United States” shall be confidential
May be disclosed as permitted by written patient consent, to
medical personnel to assist in bona fide medical emergency
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42 U.S.C. § 290dd-2
• Records may be disclosed to “qualified personnel for the purpose of conducting
scientific research, management audits, financial audits, or program evaluation”
but individual patients cannot be identified
• Can be disclosed pursuant to court order “showing good cause therefore,
including the need to avert a substantial risk of death or serious bodily harm.”
Court to consider physician-patient relationship, state interest, etc.
• Except as authorized by court order no record may be used to initiate or
substantiate any criminal charges against a patient or to conduct any
investigation of a patient
• Instructs HHS Secretary to promulgate regulations
• These regulations now known as “42 CFR part 2” or “part 2”
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Why Did SAMHSA Revise 42 CFR Part 2 in 2017 and 2018?
• Regulations first promulgated in 1975 and, prior to the 2017 and 2018
revisions, were last substantively updated in 1987.
• Significant changes have impacted health care delivery since 1987:
1. New models of integrated care that rely on information sharing
to support coordination of patient care
2. Electronic infrastructure for information exchange
3. New focus on performance measurement
4. “Providers who in the past offered only general or specialized health care
services (other than substance use disorder services) now, on occasion,
provide substance use disorder treatment services, but only as incident to
the provision of general health.”
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42 CFR PART 2 REVISIONS
•

2016 Notice of Proposed Rulemaking
(NPRM)February 9, 2016 (81 FR 6987)
• Final rule published in the Federal Register on January
18, 2017 (82 FR 6052)
Effective date of March 21, 2018
• Supplemental NPRM (SNPRM) published in January
2017 proposing additional changes (82 FR 5485)
• Final Rule based on SNPRM January 3, 2018 (83 FR
239)
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Link to the Federal Register posting of 42
CFR part 2
https://www.federalregister.gov/
documents/2017/01/18/201700719/confidentiality-of-substance-usedisorder-patient-records

Part 2 Tribal Comments
• Relatively few comments received to Part 2 2016 NPRM
docket specifically from tribal nations and entities
• Some other comments referenced tribal entities along with
other types of agencies or stakeholders (e.g., state and local
governments)
• Major concerns:
1. Align Part 2 with Health Insurance Portability and Accountability
Act (HIPAA);
2. Ensure adequate tribal consultation; importance of privacy and
consent;
3. SAMHSA should provide technical assistance and training
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Examples: Part 2 Tribal Comments
•

•

17

“Aligning 42 CFR Part 2 with HIPAA would allow clinicians to provide the best
and safest care for AI/ANs, improve care coordination, ensure patient safety, and
facilitate integration of services while maintaining the protections for patient
privacy.”
“Given the potential of the proposed[2016] rule's impact on care coordination
within the Indian health system and the lives of AI/ANs with substance use
disorders, we urge SAMSHA to provide opportunities for Tribal consultation.
Every Tribe is different, and the Indian health system complex, so it is important
to get as much input from Tribes on this proposed rule to ensure that Tribal
concerns are addressed.”

Examples: Part 2 Tribal Comments, continued
• “Overall, we believe SAMHSA struck an appropriate balance in its attempt to
achieve two important objectives: preserving the confidentiality rights of
substance use disorder patients, while also facilitating the sharing of health
information as needed to provide quality care in a new health care delivery
environment, including through the use of the electronic exchange of health
information.”
• “We support updating the mechanics of the federal alcohol and drug
confidentiality regulations in a targeted way in order to facilitate the sharing of
health information when needed to provide quality care, while maintaining 42
C.F.R. Part 2's core privacy protections, including consent requirements and
the prohibition on re-disclosure. We also applaud the Proposed Rule's efforts to
make many clarifying changes in wording and definitions.”
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Final 2017 Rule
• SAMHSA finalized substantive revisions to 42 CFR Part 2 in
January 2017
• The rule emphasized the need to “balance patient protections with
enhanced information exchange and data sharing”
• The rule made numerous changes to 42 Part 2 provisions including:
Definitions (§ 2.11), Applicability (§ 2.12), Confidentiality
restrictions and safeguards (§ 2.13), Consent requirements (§ 2.31),
Re-disclosure (§ 2.32), Medical emergencies (§ 2.51), Research (§
2.52) and Audit and Evaluation (§ 2.53) sections
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Final 2018 Rule
• Permits lawful holders to disclose or re-disclose patient identifying
information to their contractors, subcontractors and legal representatives for
purposes of carrying out the lawful holder’s payment and health care
operations activities, when patient consents to disclosure for those activities
• Includes an optional abbreviated notice on prohibition on re-disclosure
(required to accompany the disclosure of patient identifying information):
“42 CFR part 2 prohibits unauthorized disclosure of these records”
• Audit and evaluation provisions address further disclosures to contractors,
subcontractors, and legal representatives, and to permit audits and evaluations
of “other lawful holders of patient identifying information”
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Part 2 Listening Session, Jan. 31, 2018

• 86 in-person participants at SAMHSA building in Rockville, MD, and roughly 1200 online
(phone/Web conference). Comments were accepted in-person, via phone and in writing to
PrivacyRegulations@samhsa.hhs.gov through Feb. 28, 2018.
• Consistent with the 21st Century Cures Act, SAMHSA recently “convene[d] relevant
stakeholders” to discuss impact of Part 2 on “patient care, health outcomes, and patient
privacy” (January 31, 2018 at SAMHSA headquarters)
• Comments emphasized aligning part 2 and HIPAA, further steps to foster care coordination and
integrated care, need to respect discrimination faced by those with substance use disorders and
impact on patients of privacy and confidentiality violations, need for more subregulatory
guidance/technical assistance from SAMHSA, electronic health records and consent
implementation challenges.
• Information, including introductory slides, transcript, audio recording and summary is on
SAMSHA part 2 website: https://www.samhsa.gov/health-information-technology/lawsregulations-guidelines
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Tribal Consultation Questions
• How does 42 CFR Part 2 impact patient care, outcomes and privacy in tribal
communities?
• What specific changes, if any, should SAMHSA consider to the regulatory
text of 42 CFR Part 2 that would benefit AI/AN populations and tribal
entities?

• What additional subregulatory guidance or technical assistance would be
helpful to tribal entities and communities?
• What specific changes can/should SAMSHA make to this regulation to align
42 CFR Part 2 with other privacy laws/ regulations (e.g., HIPAA)?
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Comments and Questions
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Next Steps/Conclusion
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SAMHSA Priorities
In 2018, patient privacy remains a critical concern. However, equally important is
the need for:
• Providers to be able to share information to improve SUD patient treatment
• SUD patients to benefit from integrated care

• Patients, providers, and the overall health system to benefit from use of new
technologies and approaches (e.g., Health Information Exchanges, Electronic
Health Records, and Multi-payer Claims Databases)
• Further consideration of the benefits of aligning Part 2 with HIPAA. See 2018
Final Rule: “SAMHSA plans to explore additional alignment with HIPAA and
is considering additional rulemaking”
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Next Steps
• SAMHSA is considering the need for additional webinars,
other presentations, and outreach materials as feasible
• SAMHSA is updating subregulatory guidance

• SAMHSA welcomes written comments on all provisions of
part 2 and on the priorities noted today
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How to Submit Written Comments
• Electronically: tribalconsultation@samhsa.hhs.gov
• Regular, Express or Overnight Mail, or Hand Delivery or Courier: Substance
Abuse and Mental Health Services Administration (SAMHSA), Department of
Health and Human Services, Attn: or by mail to: Sharece Tyer; Public Health
Analyst, OTAP/OPPI, 5600 Fishers Lane, 18E09C, Rockville, Maryland
20852
• Receipt of comments may not be acknowledged due to volume
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THANK YOU
SAMHSA appreciates the participation and interest of everyone who
joined the consultation today
TribalConsultation@samhsa.hhs.gov
For Further Information: https://www.samhsa.gov/healthinformation-technology/laws-regulations-guidelines

28

