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ABOUT THE ASSOCIATION FOR BEHAVIORAL HEALTH AND 

WELLNESS (ABHW)

 Leading association working to educate and reduce stigma, and advance federal policy on mental health and 

addiction care

 Represent major national and regional health plans who care for more than 175 million people

 Aetna Behavioral Health

 Anthem

 Beacon Health Options

 Centene Corporation

 Cigna

 New Directions Behavioral Health

 Optum

 PerformCare



BACKGROUND

 Authorization

 Comprehensive Alcohol Abuse and Alcoholism Prevention, Treatment, and Rehabilitation Act of 1970

 Drug Abuse Prevention, Treatment, and Rehabilitation Act of 1972

 Intent

 Provide protection to individuals undergoing treatment for substance use disorders

 Encourage people to seek treatment without fear of prosecution by law enforcement and government



OVERVIEW

 42 CFR Part 2 regulations relate to the confidentiality of substance use disorder patient records and apply to:

 Federally funded individuals or entities that “hold themselves out as providing, and provide, alcohol or drug abuse diagnosis, 

treatment or treatment referral, including units within a general medical facility that hold themselves out as providing 

diagnosis, treatment or treatment referral”

 42 CFR Part 2 does not allow for disclosures without written consent

 Consent requirements

 Re-disclosure

 Limited exceptions



RECENT SAMHSA EFFORTS TO MODIFY 42 CFR PART 2

 Proposed Rule

 Published February 9, 2016

 Final Rule

 Published January 18, 2017, effective March 21, 2017

 Supplemental Notice of Proposed Rulemaking (SNPRM)

 Published January 18, 2017

 SNPRM Final Rule

 Published January 2, 2018, effective February 2, 2018



LEGISLATIVE STRATEGY

 Statutory authority

 Legislative fix

 Overdose Prevention and Patient Safety Act, H.R. 3545

 The Protecting Jessica Grubb’s Legacy Act, S. 1850

 Upcoming opportunities

 Coalition work
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1. 42 C.F.R. Part 2 Regulations

i. Changes Included in the 2017 Final Rule

ii. Additional Changes Included in the 2018 Final Rule

2. Interaction with HIPAA Privacy Rules
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Changes Included in 
the 2017 Final Rule
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 On January 18, 2017, the Substance Abuse and Mental Health Services 
Administration (“SAMHSA”) released a final rule updating the regulations on 
confidentiality of substance use disorder patient records

• The regulations were updated to:

o Facilitate the exchange of substance use disorder information for treatment and other 

legitimate health care purposes;

o Facilitate health integration within new health care models 

o Ensure appropriate confidentiality and privacy protections for records that might 

identify an individual, directly or indirectly, as seeking treatment for substance use 

disorders (“SUDs”)

• This 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

42 C.F.R. Part 2 Regulations
IMPLEMENTATION OF 2017 FINAL RULE
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 A “Part 2 program” is:

• An individual or entity (other than a general medical facility) who holds itself out to as 

providing, and provides, SUD diagnosis, treatment, or referral for treatment;

• An identified unit within a general medical facility that holds itself out to as providing, and 

provides, SUD diagnosis, treatment, or referral for treatment;

• Medical personnel or other staff in a general medical facility whose primary function is the 

provision of SUD diagnosis, treatment, or referral for treatment and who are identified as 

such providers

2017 Final Rule
TO WHAT, AND TO WHOM, DOES 42 C.F.R. PART 2 APPLY

“Federally assisted” programs 

include treatment providers that 

rely on federal grant money, 

organizations accepting Medicaid, 

private clinics that are licensed by 

the DEA to provide medication-

assisted treatment, entities 

receiving non-profit status under 

the federal tax code, and clinics 

that must comply with Part 2 under 

state law

 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” Part 2 program
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 A “lawful holder” is an individual or entity that is in lawful possession of patient 
identifying information, meaning:

• The individual or entity received information as a result of a Part 2-compliant patient consent 

(including a prohibition on re-disclosure notice)

• The individual or entity received information as a result of one of the exceptions to the 

consent requirements in the statute or regulations

 Examples include:

• Patient’s treating provider

• Hospital emergency room

• Insurance company

• Individual or entity performing an audit or evaluation

• Individual or entity conducting scientific research

2017 Final Rule
CLARIFICATION OF “LAWFUL HOLDER”
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 A Part 2 consent must include the following elements:

• Name or general designation of the program or person permitted to make the disclosure;

• Name or title of the individual or name of the organization to which disclosure is to be made;

• Name of the patient;

• Purpose of the disclosure;

• How much and what kind of information is to be disclosed;

• Signature of patient or personal representative;

• Date on which consent is signed;

• Statement that the consent is subject to revocation at any time except to the extent that the 

program has already acted on it; and

• Date, event, or condition upon which consent will expire if not previously revoked.

 Part 2 consents may be revoked orally, unlike HIPAA authorizations, which may only 
be revoked in writing

2017 Final Rule
PATIENT CONSENT REQUIREMENTS
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 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

2017 Final Rule
CHANGES TO PATIENT CONSENT REQUIREMENTS
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2017 Final Rule
“TO WHOM” SECTION OF THE CONSENT FORM
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 The prohibition on re-disclosure only applies to information that would identify, 
directly or indirectly, an individual as having been diagnosed, treated, or referred for 
treatment for an SUD (as indicated through standard medical codes, descriptive 
language, or both)

• For example:

o Information about a patient’s high blood pressure would not identify that patient as 

having an SUD and may be re-disclosed

o The fact that a patient has cirrhosis may be related to an SUD and therefore cannot be 

re-disclosed

 Specific disclosure language must be included with each disclosure made with the 
patient’s written consent

2017 Final Rule
PROHIBITION ON RE-DISCLOSURE
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 Without a consent, protected records may only be disclosed in certain situations:

• Qualified Service Organizations (“QSOs”): Disclosures are permitted to an entity that 

provides services (data, processing, bill collecting, dose preparation, lab analyses, legal, 

accounting, population health management, 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 Accountable Care Organization (“ACO”) or a 

CMS-regulated Qualified Entity (an entity permitted to receive Medicare claims data to 

evaluate provider performance)

2017 Final Rule
ACCESS WITHOUT PATIENT CONSENT
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 Without a consent, protected records may only be disclosed in certain situations:

• Research: Disclosures are permitted to qualified personnel for purposes of conducting 

scientific research if the researcher meets certain regulatory requirements related to existing 

protections for human research (e.g., the researcher is subject to patient authorization 

and/or privacy protections under the HIPAA Privacy Rule or the Common Rule)

o In addition, researchers holding Part 2 data may obtain data linkages to other data sets 

from data repositories holding Part 2 data if certain safeguards are in place

2017 Final Rule
ACCESS WITHOUT PATIENT CONSENT (CONT.)
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Changes Included in 
the 2018 Final Rule
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 On January 2, 2018, SAMHSA released a final rule to further update the regulations 
on confidentiality of substance use disorder patient records

• The 2018 final rule was issued in response to a supplemental notice of proposed rulemaking 

(“SNPRM”) seeking public comment on additional proposals not addressed in the 2017 final 

rule

 The changes in the rule were effective on February 2, 2018

• Exception: lawful holders of SUD patient records have until February 2, 2020 to ensure that 

their agreements with contractors, subcontractors, and legal representatives comply with 

new disclosure requirements

42 C.F.R. Part 2 Regulations
IMPLEMENTATION OF 2018 FINAL RULE
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 Part 2 requires covered parties making a disclosure of SUD records pursuant to a 
patient’s written consent to include with the disclosed records a written notice that 
the records are subject to Part 2 and that re-disclosure without additional patient 
consent is prohibited

 In the 2018 Final Rule, SAMHSA adopted an abbreviated notice of the prohibition on 
re-disclosure that can be used in any instance in which a notice is required

• The abbreviated notice reads: “Federal law/42 CFR part 2 prohibits unauthorized disclosure 

of these records”  

• The abbreviated notice is less than 80 characters long in order to fit within the standard free-

text space in most electronic health record systems

 Part 2 programs and other lawful holders using the abbreviated notice should discuss 
the Part 2 requirements with those to whom they disclose patient identifying 
information

2018 Final Rule
NOTICE OF PROHIBITION ON RE-DISCLOSURE
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 Lawful holders may re-disclose the minimum amount of information necessary to 
contractors, subcontractors, and legal representatives for purposes of payment and 
health care operations

 SAMHSA identified a list of 17 distinct payment and health care operations activities 
that would justify re-disclosure

• SAMHSA decided not to include this list in the regulations, but kept the list in the preamble 

to the 2018 Final Rule for illustrative purposes

 The list of payment and health care operations activities is similar to, but not the 
same as, the definition of payment and health care operations included in the HIPAA 
Privacy Rule (e.g., excludes care coordination services)

 Disclosures to contractors, subcontractors, and legal representatives are not 
permitted to carry out other purposes, such as activities related to patient 
diagnosis, treatment, or referral for treatment

2018 Final Rule
DISCLOSURES PERMITTED BY LAWFUL HOLDERS
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2018 Final Rule
LIST OF PAYMENT AND HEALTH CARE OPERATIONS ACTIVITIES

• Accreditation, certification, licensing, or credentialing activities;

• Billing, claims management, collections activities, obtaining payment under a contract for reinsurance, claims filing and related health 

care data processing;

• Clinical professional support services (e.g., quality assessment and improvement initiatives; utilization review and management 

services);

• Patient safety activities;

• Activities pertaining to:

 The training of student trainees and health care professionals,

 The assessment of practitioner competencies,

 The assessment of provider and/or health plan performance, and

 Training of non-health care professionals;

• Accreditation, certification, licensing, or credentialing activities;

• Underwriting, enrollment, premium rating, and other activities related to the creation, renewal, or replacement of a contract of health 

insurance or health benefits, and ceding, securing, or placing a contract for reinsurance of risk relating to claims for health care;

• Third-party liability coverage;

• Activities related to addressing fraud, waste and abuse;

• Conducting or arranging for medical review, legal services, and auditing functions; 

• Business planning and development, such as conducting cost-management and planning related analyses related to managing and 

operating, including formulary development and administration, development or improvement of methods of payment or coverage 

policies;

• Business management and general administrative activities, including management activities relating to implementation of and 

compliance with the requirements of this or other statutes or regulations;

• Customer services, including the provision of data analyses for policy holders, plan sponsors, or other customers;

• Resolution of internal grievances;

• The sale, transfer, merger, consolidation, or dissolution of an organization;

• Determinations of eligibility or coverage (e.g., coordination of benefit services or the determination of cost sharing amounts), and 

adjudication or subrogation of health benefit claims;

• Risk adjusting amounts due based on enrollee health status and demographic characteristics; and

• Review of health care services with respect to medical necessity, coverage under a health plan, appropriateness of care, or justification 

of charges.
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 Lawful holders that contract with third parties to carry out payment and health care 
operations must include specific language in the contract with such parties 
addressing the third parties’ compliance with Part 2

• If no such contract exists, a separate, comparable legal instrument can be used to require 

that the third party be bound by the provisions of Part 2

 SAMHSA did not finalize its proposal to require that the contract must specify the 
permitted uses of patient identifying information by the third party 

• Part 2 already requires that any disclosure must be limited to that information which is 

necessary to carry out the purpose of the disclosure

• Lawful holders should ensure that the purpose section of the patient consent form is 

consistent with the role of or services provided by the third party (e.g., “payment and health 

care operations”)

 Lawful holders have until February 2, 2020 to bring their contracts and legal 
instruments with third parties into compliance

2018 Final Rule
CONTRACT PROVISIONS FOR DISCLOSURES
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 Patient identifying information can be disclosed directly to a lawful holder’s 
contractor or subcontractor and does not need to first be disclosed to the lawful 
holder (i.e., the recipient named on the consent form) and then subsequently re-
disclosed, as long as the information is being used for the purposes of payment and 
health care operations

 Lawful holders who wish to disclose patient identifying information must enter into a 
written contract with the contractor (or appropriate comparable legal instrument in 
the case of a legal representative retained voluntarily by the lawful holder)

• If there is a legal representative who is required to represent the lawful holder by law, the 

requirement for a contract or comparable legal instrument does not apply

2018 Final Rule
ADDITIONAL CLARIFICATIONS ABOUT DISCLOSURES
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 The consent requirement only applies to lawful holders that receive patient 
identifying information pursuant to a written consent; therefore, the ability to re-
disclose that information to contractors, subcontractors, or legal representatives 
does not apply to QSOs

• A QSO is not permitted to re-disclose information to a third party:

o Unless that third party is a contract agent of the QSO, helping them provide services 

described in the QSO agreement, and 

o Only as long as the agent only further discloses the information back to the QSO or to 

the Part 2 program from which it came

2018 Final Rule
ADDITIONAL CLARIFICATIONS ABOUT DISCLOSURES
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 Patient identifying information may be disclosed to individuals or entities who 
perform audits and evaluations on behalf of federal, state, and local governments 
providing financial assistance to, or regulating the activities of, lawful holders as well 
as Part 2 programs.

• If disclosures are made to an individual or entity for a Medicare, Medicaid, or CHIP audit or 

evaluation, including a civil investigation or administrative remedy, further disclosures may 

be made to the individual’s or entity’s contractors, subcontractors, or legal representatives 

to carry out the audit or evaluation

 Audits and evaluations may be performed by individuals or entities on behalf of third-
party payers or quality improvement organizations, or their contractors, 
subcontractors, or legal representatives

• Patient identifying information disclosed for purposes of an audit or evaluation may only be 

disclosed back to the Part 2 program or other lawful holder from which it was obtained and 

may be 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

2018 Final Rule
AUDIT AND EVALUATION
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 SAMHSA identified a number of areas on which it may consider additional rulemaking 
in the future, including: 

• Adding a notification to patients on the consent form that they are consenting to the 

disclosure of their patient identifying information to both the recipient and the recipient’s 

contractors, subcontractors, and legal representatives to carry out payment or health care 

operations

• Adding mechanisms to enable individuals who have been adversely impacted by an improper 

disclosure to identify the source of a disclosure, including adding a List of Disclosures 

requirement for contractors, subcontractors, and legal representatives

• Strengthening language regarding a patient’s right to file a grievance or complaint

• Identifying opportunities for further alignment with HIPAA

2018 Final Rule
AREAS FOR ADDITIONAL RULEMAKING/GUIDANCE
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Interaction with 
HIPAA Privacy Rule
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 HIPAA Privacy Rule:

• Relates to all protected health information (“PHI”), including medical, mental health, and 

substance abuse treatment information

• Applies only to covered entities (and their business associates)

o Covered entities include health plans, health care clearinghouses, and health care 

providers that transmit electronic information

 PHI cannot be used or disclosed without an authorization unless the use or disclosure 
is for:

• Treatment purposes

• Payment purposes

• Health care operations purposes

• Fits another exception under the Privacy Rule

HIPAA Privacy Rule
PROTECTIONS AND PERMISSIBLE USES/DISCLOSURES

Exception for psychotherapy notes: must be kept separate from the traditional medical record and 
require explicit authorization by a patient for disclosure
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 A provider that is subject to HIPAA and Part 2 must follow both regulations , and 
understand where there are similarities and differences between the two

 In areas where HIPAA and Part 2 conflict, the stricter of the two laws should be 
applied

• In general, Part 2 includes more stringent privacy requirements in order to protect 

individuals from discrimination

HIPAA Privacy Rule and Part 2
WHICH APPLIES?
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 Compared to HIPAA, 42 CFR Part 2 requires specific consent of the patient except in 
very limited circumstances

HIPAA Privacy Rule and Part 2
COMPARISON OF PERMITTED DISCLOSURES WITHOUT CONSENT

HIPAA Part 2

Medical Emergencies Medical Emergencies (including documentation 
requirements)

Internal Program Communications Internal Communications/Direct Administrative Control

Business Associates Qualified Service Organizations

Suspected Child Abuse or Neglect Child Abuse Reports (initial report only)

Crimes (or Threats) Against Program Property or Staff, as 
well as “Duty to Warn” to prevent or lessen a serious and 
imminent threat to the health or safety of a person or the 
public

Crimes (or Threats) Against Program Property or Staff

Audit and Evaluation Activities Audit and Evaluation Activities

Research (including protections for human subjects) Research (including protections for human subjects)

With a court order, subpoena, warrant, to locate missing 
persons, to a victim of a crime

With a Court Order
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 Whereas Part 2 has strict rules related to the re-disclosure of patient identifying 
information (e.g., express consent for re-disclosures, inclusion of notification 
statements, etc.), HIPAA does not have the same restrictions on re-disclosures

 The HIPAA authorization form must include a statement that information used or 
disclosed pursuant to an authorization may be subject to re-disclosure by the 
recipient and no longer protected by the rule

 HIPAA’s minimum necessary requirements generally apply to the circumstances of re-
disclosure

HIPAA Privacy Rule and Part 2
COMPARISON OF RE-DISCLOSURE RESTRICTIONS



© 2018 Epstein Becker & Green, P.C.  | All Rights Reserved. |  ebglaw.com 42

 Unlike HIPAA, Part 2 does not contain any breach reporting or notification obligations

 Under HIPAA’s Breach Notification Rule, a covered entity is obligated to notify the 
individual in the event of a breach, which is defined as the unauthorized acquisition, 
access, use or disclosure of PHI, which poses a significant risk of financial, 
reputational, or other harm to the affected individual

• An impermissible use or disclosure of PHI under HIPAA is presumed to be a breach

• If HIPAA permits the use or disclosure, then generally the situation would not be considered 

a breach

 While a disclosure that violates Part 2 may rise to the level of a “breach” as defined 
under HIPAA’s Breach Notification Rule, not every violation of Part 2 will be 
considered a breach

• It is important for Part 2 programs to identify and distinguish between those situations that 

trigger HIPAA’s Breach Notification Rule, requiring notification, and those that do not

HIPAA Privacy Rule and Part 2
BREACH REPORTING/NOTIFICATION REQUIREMENTS
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 Part 2 is an important protection for individuals with SUD, encouraging them to seek 
treatment without fearing that their privacy will be compromised by doing so

• There are legitimate concerns that sharing SUD information can lead to stigma and 

discrimination that can have both criminal and civil consequences, including loss of child 

custody, loss of employment, and loss of housing

 However, stigma can also be associated with treating SUD treatment differently than 
other acute and chronic conditions

• Actual patient harm can arise as a result of uncoordinated care

• For example, difficulty in accessing patient information may lead to interventions that 

negatively affect a patient’s SUD (i.e., a trauma patient receiving opiates in an emergency 

department)

HIPAA Privacy Rule and Part 2
ONGOING CHALLENGE: FINDING THE RIGHT BALANCE
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