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This presentation has been provided for informational

purposes only and is not intended and should not be

construed to constitute legal advice. Please consult your

attorneys in connection with any fact-specific situation under

federal, state, and/or local laws that may impose additional

obligations on you and your company.

Cisco WebEx can be used to record webinars/briefings. By

participating in this webinar/briefing, you agree that your

communications may be monitored or recorded at any time

during the webinar/briefing.
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Privacy Regulations – 42 CFR Part 2

 On January 18, 2017, SAMHSA released the final rule updating the regulation
on confidentiality of alcohol and drug abuse patient records

 It was the first meaningful update to the regulations in 30 years

 Implementation of the final rule was temporarily halted by the Trump
administration's regulatory freeze on January 20, 2017

 The rule was implemented, however, on March 21, 2017

 Compared to HIPAA, 42 CFR Part 2 requires specific consent of the patient
except for very limited circumstances
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To whom, and what, does 42 CFR Part 2 apply?

 Information is protected by Part 2 if it would:

• “identify a patient as having or having had a substance use disorder either directly,
by reference to publicly available information, or through verification of such
information by another person” and

• It is obtained by a “federally assisted drug abuse program” (a “Part 2 program”)

 A “Part 2 program” holds itself out to provide SUD treatment and is either:

• Conducted, either directly or by contract, in whole or in part, by a federal agency

• Carried out pursuant to a license, certification, registration, or other authorization
granted by a federal agency (incl. Medicare providers, authorized maintenance
treatment programs, or a registration to dispense a controlled substances)

• Is a recipient of federal assistance (directly or indirectly) or conducted by a state or
local government which received federal funds (regardless of such funds’ use), or

• Is a tax-exempt entity
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How do the changes affect patient consents?

 Previously, for a consent to be valid, it would have to designate each individual or
entity to whom or which a disclosure could be made

• Under the revised regulations, a patient may now consent to disclosures to all of his or
her “treating providers,” without naming each one

• However, if a patient so designates, the patient must have the option on the consent
form to request a list of the people and entities that received his or her records

 The amount and kind of information shared must be more specific

• Patients can consent to the disclosure of “all of their substance use disorder records”

• But must also be given more granular options, such as “medications,” “substance use
history,” “employment information,” or “living situation” – the options must be specific
enough for the recipient to identify the information necessary for the stated purpose

 Consent must also state the purpose for the disclosure
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How do these changes affect access?

 Re-disclosure of information that may identify a patient is prohibited

 Without a consent, protected records may only be disclosed in certain situations:

• Qualified Service Organizations: Disclosures are permitted to an entity that provides
services (data, processing, bill collecting, dose preparation, lab analyses, legal, accounting,
population health, etc.) to a Part 2 program that has entered into a written agreement
with the program, provided that the disclosure allows the QSO to provide services to the
Part 2 program

• Audits and Evaluations: Disclosures are permitted to any entity or individual for the
purpose of conducting a Medicare, Medicaid, or CHIP audit or evaluation, including one
necessary to meet the requirements of a CMS-regulated ACO or a CMS-regulated Qualified
Entity (an entity permitted to receive Medicare claims data to evaluate provider
performance)

• Other exceptions for research and medical emergencies
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What about state laws?

 Like HIPAA, state laws that are stricter than Part 2 are not preempted

 Many states tie their state statutes directly to Part 2 (IL, LA, NY, VA, e.g.),
and many others have less strict statutes, meaning Part 2 preempts them
(CA, GA, MA, PA, TX, e.g.)

 However, any analysis or consent form must still account for state law, as
they may be stricter or cover a broader range of information than Part 2. For
example:

• N.Y. MENTAL HYG. LAW § 33.13 contains more stringent disclosure prohibitions for
patients at facilities operated by the Office of Mental Health or the Office for
People with Developmental Disabilities

• FLA. STAT. § 397.501 applies Part 2-like protections to all practitioners and hospitals
within the state
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What are the effects of 42 CFR Part 2

 Despite the recent changes to update Part 2, coordinating privacy concerns
and care coordination is a persistent challenge

 Difficulty in accessing substance use information may lead to interventions
that negatively affect a patient’s substance use disorder (i.e., a trauma
patient receiving opiates in an emergency department)

 A study of Medicaid beneficiaries with SUD at 3 Massachusetts health
centers showed:

• Substantially higher hospitalization rates for patients with SUD (22-32% depending
on center)

• Only 9-12% of hospitalizations for patients with SUD were for substance use

• However, analysis of 17 quality indicators (to measure adherence to clinical
guidance and treatment protocols) showed 6-9 quality indicators that were
significantly lower for patients with SUD than without
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 Trends in Coverage of Telebehavioral Health: How Can the Modality Be a
Successful Vehicle for Substance Use Disorder Treatment?
Tuesday, June 27 at 2:00 – 2:15 p.m. ET
Presenter: Karen L. Cavalli

To register, please visit: http://www.ebglaw.com/events/

Upcoming Webinars
Substance Use Disorders Crash Course Series
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Thank you.

13


	Housekeeping
	What’s New About Privacy and Consent for Substance Use Records?�Substance Use Disorders Crash Course
	This presentation has been provided for informational purposes only and is not intended and should not be construed to constitute legal advice. Please consult your attorneys in connection with any fact-specific situation under federal, state, and/or local laws that may impose additional obligations on you and your company.��Cisco WebEx can be used to record webinars/briefings. By participating in this webinar/briefing, you agree that your communications may be monitored or recorded at any time during the webinar/briefing.   ��Attorney Advertising�
	Slide Number  4
	Privacy Regulations – 42 CFR Part 2
	To whom, and what, does 42 CFR Part 2 apply?
	How do the changes affect patient consents?
	How do these changes affect access?	
	What about state laws?
	What are the effects of 42 CFR Part 2
	Slide Number  11
	Upcoming Webinars
	Thank you.

