From: Brian McCarroll [mailto:brian.mccarroll@live.com]
Sent: Monday, June 23, 2014 6:44 PM

To: Privacy Regulations (SAMHSA)

Cc: mark.parrino@aatod.org

Subject: Privacy regulations

6/23/14

U.S. Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Requlations,
42 C.F.R. Part 2. 79 Fed. Reg. 26929: Docket No. 2014-10913.

To Whom It May Concern:

While BioMed Behavioral Healthcare, Inc. supports updating the mechanics of the federal
alcohol and drug confidentiality regulations to facilitate more effective integration of care and
needed communication in the electronic age, 42 C.F.R. Part 2’s core privacy protections
MUST be maintained.

We are convinced that any changes to the current confidentiality regulations outlined in 42 CFR
PART 2 would be detrimental to our patient population. The stigma still inolved with patients
suffering from the disease of addiction is still rampant in our society. Allowing this information
to be disclosed can only open up our patients to further prejudice and estrangement by future
employers and isolation in society. Our patients are receiving medically assisted treatment of
their opioid addiction using both methadone and suboxone. As it stands today the majority of
employers will neither hire any person while receiving these medications for the treatment of
their addiction nor will they consider employing anyone with a history of opioid addiction no
matter how many years of recovery that they have had. Furthermore, in their ignorance, they
won't even consider hiring anyone with such a past history. They are labeled as "drug addicts"
and are often referred to as the "bottom feeders of society”. This is not right, but it is still a
reality that our patients are confronted with on a daily basis.
With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA’s May 12, 2014
Notice of Public Listening Session (79 Fed. Reg. 26929), we support the following principles:
e Addiction treatment should be integrated with mental and physical health care,
and communication among health care providers should be encouragedsupport
maximizing inclusion of substance use disorder (SUD) records in electronic
health record (EHR) systems and health information exchanges (HIEs) while
maintaining 42 C.F.R. Part 2’s core privacy protections.
¢ 42 C.F.R. Part 2’s heightened privacy protections are as critical today as they
were when they were enacted more than 40 years ago, and a move toward
HIPAA'’s looser privacy standards would not sufficiently protect people seeking
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and receiving substance use disorder treatment. If patient records can be easily
accessed in order to criminally investigate or prosecute or patient, or deny them
insurance or a job, or be used against them in a divorce or child custody
proceeding, many patients will be afraid to enter treatment in the first place.
e LAC continues to believe that patients in alcohol and drug programs should
retain the power to decide when and to whom their records are disclosed, even for
treatment and payment purposes, given the continued prevalence of
discrimination in our society. This includes disclosures to the general health care
system, HIEs, health homes, ACOs, and CCOs. The best way for patients to retain
that power is by requiring patient consent for most disclosures, together with a
strong prohibition on redisclosure.
e It is both necessary and technologically possible to integrate addiction and other
health care and effectively exchange addiction treatment data while maintaining
the core protections of 42 C.F.R. Part 2. We urge the continued development of
technical solutions for consent management.
e Since HIPAA requires compliance with state and federal laws that mandate
greater privacy protections, electronic health record systems (EHRs) must be
designed so as to comply with the many state statutes that require heightened
protections for information related to mental health, HIVV/AIDS, reproductive
health, domestic violence and other types of sensitive health information, as well
as with 42 C.F.R. Part 2. It is important to keep in mind, therefore, that EHRs
would be required to accommodate enhanced protections for the medical records
of some illnesses in order to be HIPAA-compliant even if 42 C.F.R. Part 2 did not
exist.

We also support the comments submitted by the Legal Action Center.

Thank you for your consideration.

Brian A. McCarroll, DO, MS, ABAM

CEO and President of BioMed Behavoral Healthcare, Inc.



Opioid Treatment Association of Rhode Island (OTARI)
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June 23, 2014

U.S. Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Requlations, 42 C.F.R.
Part 2. 79 Fed. Req. 26929: Docket No. 2014-10913.

To Whom It May Concern:

The Opioid Treatment Association of Rhode Island (OTARI) represents every registered
methadone provider in Rhode Island and treats over 4000 patients per day.

The information obtained, developed, and maintained for every patient has been, and continues
to be, protected by 42 C.F.R. Part 2 and its core privacy protections.

A significant number of those served by OTARI members receive methadone to treat and sustain
their recovery. There remains little doubt, that stigma and discrimination continues to be a part
of this population’s day-day life. This is evident in housing, employment, criminal justice, social
services, and health care. In spite of continuous efforts by providers to educate other members
of the “care community”, our patients are often denied housing, employment, and custody of
their children if they remain in treatment. Likewise, physicians and other healthcare providers
refuse to either initiate or continue treatment.

It is our concern that any “weakening” of the core privacy protections will expose our patients to
new levels of discrimination.

While OTARI supports updating the mechanics of the federal alcohol and drug confidentiality
regulations to facilitate more effective integration of care and needed communication in the
electronic age, we believe that 42 C.F.R. Part 2’s core privacy protections MUST be
maintained.

With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA’s May 12, 2014 Notice
of Public Listening Session (79 Fed. Reg. 26929), OTARI supports the following principles:

e Addiction treatment should be integrated with mental and physical health care, and
communication among health care providers should be encouraged. We support
maximizing inclusion of substance use disorder (SUD) records in electronic health record
(EHR) systems and health information exchanges (HIEs) while maintaining 42 C.F.R. Part
2’s core privacy protections.

e 42 C.F.R. Part 2’s heightened privacy protections are as critical today as they were when
they were enacted more than 40 years ago, and a move toward HIPAA’s looser privacy
standards would not sufficiently protect people seeking and receiving substance use
disorder treatment. If patient records can be easily accessed in order to criminally
investigate or prosecute or patient, or deny them insurance or a job, or be used against
them in a divorce or child custody proceeding, many patients will be afraid to enter
treatment in the first place.

c/o CODAC - 1052 Park Ave., Cranston, Rl 02910 « 401-275-5039 « 401-942-3590 (F) * mrizzi.otari@gmail.com
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e We continue to believe that patients in alcohol and drug programs should retain the power
to decide when and to whom their records are disclosed, even for treatment and payment
purposes, given the continued prevalence of discrimination in our society. This includes
disclosures to the general health care system, HIEs, health homes, ACOs, and CCOs. The
best way for patients to retain that power is by requiring patient consent for most
disclosures, together with a strong prohibition on redisclosure.

e It is both necessary and technologically possible to integrate addiction and other health
care and effectively exchange addiction treatment data while maintaining the core
protections of 42 C.F.R. Part 2. We urge the continued development of technical solutions
for consent management.

e Since HIPAA requires compliance with state and federal laws that mandate greater privacy
protections, electronic health record systems (EHRs) must be designed so as to comply with
the many state statutes that require heightened protections for information related to
mental health, HIV/AIDS, reproductive health, domestic violence and other types of
sensitive health information, as well as with 42 C.F.R. Part 2. It is important to keep in
mind, therefore, that EHRs would be required to accommodate enhanced protections for the
medical records of some illnesses in order to be HIPAA-compliant even if 42 C.F.R. Part 2
did not exist.

OTARI also support the comments submitted by The American Association for the Treatment of
Opioid Abuse (AATOD) the Legal Action Center.

Thank you for your consideration.
Respectfully,

Michael Rizzi
Chair, OTARI (CODAC)

Richard Froncillo
Discovery House

Greg McWilliams
Addiction Recovery Institute

Wendy Looker
Center for Treatment and Recovery

Richard Hill
The Journey
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SUBMITTED VIA EMAIL
June 24, 2014

U.S. Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Regulations, 42 C.F.R. Part
2. 79 Fed. Reg. 26929: Docket No. 2014-10913.

To Whom It May Concern:

SHIELDS for Families (SHIELDS) is a comprehensive, community based, non-profit
organization serving families residing in South Los Angeles. SHIELDS has been a subcontractor
with the California State Department of Public Health, Office of Substance Abuse Prevention and
Control (SAPC) since 1990. We currently employ over 380 full time employees, with an annual
budget of over $28 million to serve over 10000 families annually in 38 programs, including ten (10)
substance abuse treatment programs.

While SHIELDS supports updating the mechanics of the federal alcohol and drug
confidentiality regulations to facilitate more effective integration of care and needed communication
in the electronic age, 42 C.F.R. Part 2’s core privacy protections MUST be maintained.

Over our 23-year history of serving the South Los Angeles community, SHIELDS has helped
many alcohol and drug addiction patients who have become addicted to one or more substances
break their addictions and return to normal, productive lives. The protections provided by 42 C.F.R.
Part 2 help ensure that our patients’ privacy and dignity is preserved at all times, even when faced
with law enforcement and judicial intervention. These protections are especially crucial because
many of our patients must continue to work, provide for their families, and further their education
while attending our treatment programs, and a loss of that privacy may result in shame, stigma, and
the loss of employment or other hard-earned benefits. A loss or breach of that privacy may even
cause patients to relapse.

www.shieldsforfamilies.org
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With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA’s May 12, 2014
Notice of Public Listening Session (79 Fed. Reg. 26929), SHIELDS supports the following
principles:

e Addiction treatment should be integrated with mental and physical health care, and
communication among health care providers should be encouraged. We support
maximizing inclusion of substance use disorder (SUD) records in electronic health record
(EHR) systems and health information exchanges (HIEs) while maintaining 42 C.F.R.
Part 2’s core privacy protections.

e 42 C.F.R. Part 2’s heightened privacy protections are as critical today as they were when
they were enacted more than 40 years ago, and a move toward HIPAA’s looser privacy
standards would not sufficiently protect people seeking and receiving substance use
disorder treatment. If patient records can be easily accessed in order to criminally
investigate or prosecute or patient, or deny them insurance or a job, or be used against
them in a divorce or child custody proceeding, many patients will be afraid to enter
treatment in the first place.

e SHIELDS continues to believe that patients in alcohol and drug programs should retain
the power to decide when and to whom their records are disclosed, even for treatment and
payment purposes, given the continued prevalence of discrimination in our society. This
includes disclosures to the general health care system, HIEs, health homes, ACOs, and
CCOs. The best way for patients to retain that power is by requiring patient consent for
most disclosures, together with a strong prohibition on redisclosure.

e It is both necessary and technologically possible to integrate addiction and other health
care and effectively exchange addiction treatment data while maintaining the core
protections of 42 C.F.R. Part 2. We urge the continued development of technical
solutions for consent management.

e Since HIPAA requires compliance with state and federal laws that mandate greater
privacy protections, electronic health record systems (EHRs) must be designed so as to
comply with the many state statutes that require heightened protections for information
related to mental health, HIV/AIDS, reproductive health, domestic violence and other
types of sensitive health information, as well as with 42 C.F.R. Part 2. It is important to
keep in mind, therefore, that EHRs would be required to accommodate enhanced
protections for the medical records of some illnesses in order to be HIPAA-compliant
even if 42 C.F.R. Part 2 did not exist.



Finally, SHIELDS also supports the comments submitted by the Legal Action Center.

Thank you for your consideration.

Sincerely,

Dr. Kathryn Icenhower
Chief Executive Officer
SHIELDS For Families
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www.hutherdoyle.com

June 25, 2014

U.S. Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Requlations, 42 C.F.R. Part 2.
79 Fed. Reg. 26929: Docket No. 2014-10913.

To Whom It May Concern:

For the past twenty-five years, | have served as President & CEO of Huther Doyle. This is the largest
community-based outpatient substance abuse treatment provider certified by the New York State Office
of Alcoholism and Substance Abuse Services in this Region of New York and the only one with an
embedded New York State Department of Health licensed ambulatory health clinic. I also serve as
President of RecoveryNet, which is a collaborative of nine (9) community-based treatment providers
across the Finger Lakes Region. That collaborative has been in existence for fourteen years and contains
a full-continuum of substance abuse services.

While Huther Doyle and its partner agencies support updating the mechanics of the federal alcohol and
drug confidentiality regulations to facilitate more effective integration of care and needed
communication in the electronic age, 42 C.F.R. Part 2’s core privacy protections MUST be
maintained.

Several years ago, while meeting with RecoveryNet partner agency Executives in Rochester, Dr. Wesley
Clark noted that there is still an issue of stigma associated with a diagnosis of substance dependence and
that the stigma continues to serve as a barrier for many who are in need of treatment. We share a deep
concern that removing or reducing the confidentiality protections provided by 42 C.F.R. Part 2 could
further reduce the likelihood of many who would benefit from treatment actually choosing to engage.

With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA'’s May 12, 2014 Notice of
Public Listening Session (79 Fed. Reg. 26929), Huther Doyle and its partner agencies support the
following principles:


http://www.hutherdoyle.com/

e Addiction treatment should be integrated with mental and physical health care, and
communication among health care providers should be encouraged. We support maximizing
inclusion of substance use disorder (SUD) records in electronic health record (EHR) systems and
health information exchanges (HIEs) while maintaining 42 C.F.R. Part 2’s core privacy
protections.

e 42 C.F.R. Part 2’s heightened privacy protections are as critical today as they were when they
were enacted more than 40 years ago, and a move toward HIPAA’s looser privacy standards
would not sufficiently protect people seeking and receiving substance use disorder treatment. If
patient records can be easily accessed in order to criminally investigate or prosecute or patient, or
deny them insurance or a job, or be used against them in a divorce or child custody proceeding,
many patients will be afraid to enter treatment in the first place.

e We continue to believe that patients in alcohol and drug programs should retain the power to
decide when and to whom their records are disclosed, even for treatment and payment purposes,
given the continued prevalence of discrimination in our society. This includes disclosures to the
general health care system, HIEs, health homes, ACOs, and CCOs. The best way for patients to
retain that power is by requiring patient consent for most disclosures, together with a strong
prohibition on redisclosure.

e Itis both necessary and technologically possible to integrate addiction and other health care and
effectively exchange addiction treatment data while maintaining the core protections of 42
C.F.R. Part 2. We urge the continued development of technical solutions for consent
management.

e Since HIPAA requires compliance with state and federal laws that mandate greater privacy
protections, electronic health record systems (EHRs) must be designed so as to comply with the
many state statutes that require heightened protections for information related to mental health,
HIV/AIDS, reproductive health, domestic violence and other types of sensitive health
information, as well as with 42 C.F.R. Part 2. It is important to keep in mind, therefore, that
EHRs would be required to accommodate enhanced protections for the medical records of some
illnesses in order to be HIPAA-compliant even if 42 C.F.R. Part 2 did not exist.

We also support the comments submitted by the Legal Action Center.

Thank you for your consideration.

Robert R. Lebman
President & CEO



J New Horizon Treatment Services, Inc.
Fd 132 Perry Street
B Trenton, NJ 08618
- (609) 294-8988

June 25,2014

U.S. Substance Abusc and Mental Iealth Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Regulations, 42 C.F.R.
Part 2. 79 Fed. Reg. 26929; Docket No. 2014-10913.

To Whom It May Concern:

While New Horizon Treatment Services, Inc. supports updating the mechanics of the federal
alcohol and drug confidentiality regulations to facilitatc more effective integration of care and
nceded communication in the electronic age, 42 C.F.R. Part 2’s core privacy protections
MUST be maintained.

The clients we serve MUST have their rights protected at all cost and 42 C.F.R. Part 2’s core
privacy protection has effectively donc that since they were enacted more than 40 years ago.

With regard to the modifications to 42 C.F.R. Part 2 proposcd in SAMHSA’s May 12,2014
Notice of Public Listening Session (79 Fed. Reg. 26929), New Horizon Treatment Services, Inc.
supports the following principles:

o Addiction treatment should be integrated with mental and physical health care, and
communication among health carc providers should be encouraged. We support maximizing
inclusion of substance use disorder (SUD) records in clectronic health record (EHR) systems
and health information cxchanges (HIEs) while maintaining 42 C.F.R. Part 2°s core privacy
protections.

o 42 C.F.R. Part 2’s heightened privacy protections are as critical today as they were when
they were cnacted more than 40 ycars ago, and a move toward HIPAAs looser privacy
standards would not sufficiently protect people seeking and receiving substance use disorder
treatment. 1f patient records can be casily accessed in order to criminally investigate or
prosccute or patient, or deny them insurance or a job, or be used against

A Three-Year accreditation was awarded to New Horizon Treatment Services for its Opioid Treatment Program (OTP),
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them in a divorce or child custody proceeding, many patients will be afraid to enter
treatment in the first place.

e ~ New Horizon Trcatment Services, Inc. continucs to believe that patients in alcohol and
drug programs should retain the power to decide when and to whom their records are
disclosed, even for treatment and payment purposcs, given the continued prevalence of
discrimination in our society. This includes disclosurcs to the gencral health care
system, I1[Es, health homes, ACOs. and CCOs. The best way for patients to rctain
that power is by requiring patient consent for most disclosurcs, together with a strong
prohibition on redisclosure.

e~ [t is both necessary and technologically possible to intcgrate addiction and other health
care and cffcctively exchange addiction treatment data while maintaining the core
protections of 42 C.F.R. Part 2. [I/We] urge the continucd development of technical
solutions for consent management.

o = Since HIPAA rcquires compliance with state and federal laws that mandate greater
privacy protections, electronic health record systems (EIIRs) must be designed so as to
comply with the many state statutes that require heightened protcctions for
information rclated to mental health, HIV/AIDS, reproductive health. domestic
violence and other types of sensitive health information, as well as with 42 C.F.R. Part
2. It is important to keep in mind, therefore, that EHRs would be required to
accommodatc cnhanced protections for the medical records of some illnesses in order
to be HIPAA-compliant even if 42 C.F.R. Part 2 did not exist.

We also support the comments submitted by the Legal Action Center.

Thank you for your consideration.

Sinccrely,

Dr. Luis R. Nicves, MBA, Psy.[D., ABPP °
Executive Director

A Three-Year accreditation was awarded to New Horizon Treatment Services for its Opioid Treatment Program (OTP).




June 25, 2014

U.S. Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Requlations, 42 C.F.R.
Part 2. 79 Fed. Req. 26929; Docket No. 2014-10913.

To Whom It May Concern:

While we, the undersigned groups and individuals, support updating the mechanics of the federal
alcohol and drug confidentiality regulations to facilitate more effective integration of care and
needed communication in the electronic age, 42 C.F.R. Part 2’s core privacy protections
MUST be maintained.

With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA’s May 12, 2014
Notice of Public Listening Session (79 Fed. Reg. 26929), the undersigned organizations support
the following principles:

e Addiction treatment should be integrated with other health care, and communication
among health care providers should be encouraged. We support maximizing inclusion of
substance use disorder (SUD) records in electronic health record (EHR) systems and
health information exchanges (HIEs) while maintaining 42 C.F.R. Part 2’s core privacy
protections.

e 42 C.F.R. Part 2’s heightened privacy protections are as critical today as they were when
they were enacted more than 40 years ago, and a move toward HIPAA’s looser privacy
standards would not sufficiently protect people seeking and receiving substance use
disorder treatment. If patient records can be easily accessed in order to criminally
investigate or prosecute or patient, or deny them insurance or a job, or be used against
them in a divorce or child custody proceeding, many patients will be afraid to enter
treatment in the first place.

e We continue to believe that patients in alcohol and drug programs should retain the
power to decide when and to whom their records are disclosed, even for treatment and
payment purposes, given the continued prevalence of discrimination in our society. This
includes disclosures to the general health care system, HIEs, health homes, ACOs, and



CCOs. The best way for patients to retain that power is by requiring patient consent for
most disclosures, together with a strong prohibition on redisclosure.

e Itis both necessary and technologically possible to integrate addiction and other health
care and effectively exchange addiction treatment data while maintaining the core
protections of 42 C.F.R. Part 2. We urge the continued development of technical

solutions for consent management.

e Since HIPAA requires compliance with state and federal laws that mandate greater
privacy protections, electronic health record systems (EHRS) must be designed so as to
comply with the many state statutes that require heightened protections for information
related to mental health, HIVV/AIDS, reproductive health, domestic violence and other
types of sensitive health information, as well as with 42 C.F.R. Part 2. It is important to
keep in mind, therefore, that EHRs would be required to accommodate enhanced
protections for the medical records of some illnesses in order to be HIPAA-compliant

even if 42 C.F.R. Part 2 did not exist.

Thank you for your consideration.

Sincerely,

Organizations:

ADAP Advocacy Association (aaa+)

AIDS Action Baltimore

AIDS Legal Council of Chicago

AIDS United

Community Access National Network (CANN)
The HIV Dental Alliance

Lifelong (Seattle, WA)

Project Inform

Individuals:

Ron Swanda, Washington, DC
Keith C. Waltrip (Allejo, CA)
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SUBMITTED VIA EMAIL
June 25, 2014

The Lennard Clinic, Inc.
461 Frelinghuysen Avenue
Newark, New Jersey 07114

U.S. Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records
Regulations, 42 C.F.R. Part 2. 79 Fed. Reg. 26929; Docket No. 2014-
10913.

To Whom It May Concem:

As The Lennard Clinic celebrates three decades of providing outpatient substance
abuse treatment in the greater Newark and Elizabeth, New Jersey areas, we have
emphasized the importance of respecting the rights of the persons we serve. Our
steadfast position in upholding the regulations of 42CFR Part 2 has allowed us to
both educate and establish a rapport with local law enforcement, child protective
services and various referral agencies.

While The Lennard Clinic supports updating the mechanics of the federal alcohol
and drug confidentiality regulations to facilitate more effective integration of care
and needed communication in the electronic age, 42 C.F.R. Part 2’s core
privacy protections MUST be maintained.

Many of our clients come from the same neighborhoods as our staff or attended
some of the same high schools and elementary schools. One of our clients shared

TLC-II TLC-IIT
461 Frelinghuysen Avenue 850 Woodruff Lane
Newark, NJ 07114 Elizabeth, NJ 0720
Tel (973) 596-2850 Fax (973) 596-8180

E-mail: Info@TLClinics.org

Tel (908) 352-0850 Fax (908) 352-1036
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her story among the other clients on how her confidentiality was protected by a
family member who was employed at the treatment facility. It was a year before
the client told her family she was in treatment. It was then that the client truly
appreciated how her connection with our facility was never disclosed to her
family before she decided to tell them. A sure way for a treatment facility to lose
client trust is to have a reputation of breaching client confidentiality.

With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA’s May
12, 2014 Notice of Public Listening Session (79 Fed. Reg. 26929), The Lennard
Clinic supports the following principles:

e J Addiction treatment should be integrated with mental and physical health
care, and communication among health care providers should be
encouraged. We support maximizing inclusion of substance use disorder
(SUD) records in electronic health record (EHR) systems and health
information exchanges (HIEs) while maintaining 42 C.F.R. Part 2’s core
privacy protections.

e J42 C.F.R. Part 2’s heightened privacy protections are as critical today as
they were when they were enacted more than 40 years ago, and a move
toward HIPAA’s looser privacy standards would not sufficiently protect
people seeking and receiving substance use disorder treatment. If patient
records can be easily accessed in order to criminally investigate or
prosecute or patient, or deny them insurance or a job, or be used against
them in a divorce or child custody proceeding, many patients will be
afraid to enter treatment in the first place.

e JLAC continues to believe that patients in alcohol and drug programs
should retain the power to decide when and to whom their records are
disclosed, even for treatment and payment purposes, given the continued
prevalence of discrimination in our society. This includes disclosures to
the general health care system, HIEs, health homes, ACOs, and CCOs.
The best way for patients to retain that power is by requiring patient
consent for most disclosures, together with a strong prohibition on
redisclosure.

e J It is both necessary and technologically possible to integrate addiction and
other health care and effectively exchange addiction treatment data while
maintaining the core protections of 42 C.F.R. Part 2. We urge the
continued development of technical solutions for consent management.



e | Since HIPAA requires compliance with state and federal laws that
mandate greater privacy protections, electronic health record systems
(EHRs) must be designed so as to comply with the many state statutes that
require heightened protections for information related to mental health,
HIV/AIDS, reproductive health, domestic violence and other types of
sensitive health information, as well as with 42 C.F.R. Part 2. It is
important to keep in mind, therefore, that EHRs would be required to
accommodate enhanced protections for the medical records of some
illnesses in order to be HIPAA-compliant even if 42 C.F.R. Part 2 did not
exist.

Finally, The Lennard Clinic supports the comments submitted by the Legal
Action Center.

Thanking you in advance for your consideration

Sincerely,

Tanya Laughinghouse, MA, LCADC, CCS
Chief Executive Officer



LEGAL ACTION CENTER TEMPLATE FOR SAMHSA COMMENTS
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6/25/2014

Crossroads Treatment Center of Danville
1555 Meadowview Dr. Ste 5
Danville, VA 24541

U.S. Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Requlations, 42 C.F.R.
Part 2. 79 Fed. Reg. 26929; Docket No. 2014-10913.

To Whom It May Concern:

Crossroads Treatment Center of Danville is a medication-assisted treatment program for opioid
dependent patients. We provide medication and substance abuse counseling services to the
vulnerable population who are addicted to heroin or prescription medications.

While Crossroads Treatment Center of Danville supports updating the mechanics of the federal
alcohol and drug confidentiality regulations to facilitate more effective integration of care and
needed communication in the electronic age, 42 C.F.R. Part 2’s core privacy protections
MUST be maintained.

Our patients are often faced with a stigma of not only being addicts in need of treatment, but also
taking a narcotic medication as a form of treatment for narcotic addiction. The notion of
“trading one drug for another” often means that our patients are judged by family and friends and
are often not even allowed to attend meetings of narcotics anonymous. The protection of their
privacy in treatment is vital to their well-being and their recovery from addictive substances.



Because our patients have to be dosed daily in our clinic, it is often easy for people to discover
that our patients are in treatment here and this opens the door for curiosity and suspicion. Law
enforcement often thinks they have the right to inquire about our patients and family members
insist that we release information to them. Up to this point, 42 C.F.R. Part 2 has protected our
patients’ right to private treatment for substance abuse and has made a big impact in their
recovery and the number of people that choose to enter into treatment. In our opinion the core
privacy protections of 42 C.F.R. Part 2 save lives.

With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA’s May 12, 2014
Notice of Public Listening Session (79 Fed. Reg. 26929), Crossroads Treatment Center of
Danville supports the following principles:

e Addiction treatment should be integrated with mental and physical health care, and
communication among health care providers should be encouraged. We support
maximizing inclusion of substance use disorder (SUD) records in electronic health record
(EHR) systems and health information exchanges (HIEs) while maintaining 42 C.F.R.
Part 2’s core privacy protections.

e 42 C.F.R. Part 2’s heightened privacy protections are as critical today as they were when
they were enacted more than 40 years ago, and a move toward HIPAA'’s looser privacy
standards would not sufficiently protect people seeking and receiving substance use
disorder treatment. If patient records can be easily accessed in order to criminally
investigate or prosecute or patient, or deny them insurance or a job, or be used against
them in a divorce or child custody proceeding, many patients will be afraid to enter
treatment in the first place.

e LAC continues to believe that patients in alcohol and drug programs should retain the
power to decide when and to whom their records are disclosed, even for treatment and
payment purposes, given the continued prevalence of discrimination in our society. This
includes disclosures to the general health care system, HIEs, health homes, ACOs, and
CCOs. The best way for patients to retain that power is by requiring patient consent for
most disclosures, together with a strong prohibition on re-disclosure.

e Itis both necessary and technologically possible to integrate addiction and other health
care and effectively exchange addiction treatment data while maintaining the core
protections of 42 C.F.R. Part 2. We urge the continued development of technical
solutions for consent management.

e Since HIPAA requires compliance with state and federal laws that mandate greater
privacy protections, electronic health record systems (EHRS) must be designed so as to



comply with the many state statutes that require heightened protections for information
related to mental health, HIVV/AIDS, reproductive health, domestic violence and other
types of sensitive health information, as well as with 42 C.F.R. Part 2. It is important to
keep in mind, therefore, that EHRs would be required to accommodate enhanced
protections for the medical records of some illnesses in order to be HIPAA-compliant
even if 42 C.F.R. Part 2 did not exist.

We also support the comments submitted by the Legal Action Center.

Thank you for your consideration.

Sincerely,

Bonnie L. Wallace
Program Director



Margaret Weller-Stargelt
President and QRO
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COASTAL HORIZONS CENTER, INC.

Promoting choices for healthier lives and safer communities”

June 25, 2014

U.S. Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Regulations, 42
C.F.R. Part 2. 79 Fed.Reg.26929; Docket No. 2014-10913

To Whom It May Concern:

Coastal Horizons Center, Inc. has often been characterized as a vital community
resource for the provision of Substance Abuse and Mental Health services. Such
acknowledgements stem from knowing the integrity of the organization and the
dedication of the staff. A cornerstone of these services is the adherence to and
promotion of confidentiality regulations. The protection afforded by the current
version of 42 C.F.R. Part 2 for the substance abuser is oftentimes the deciding factor
to seek treatment for addiction.

While Coastal Horizons Center supports updating the mechanics of the federal
alcohol and drug confidentiality regulations to facilitate more effective integration of
care and needed communication in the electronic age, 42 C.F.R. Part 2’s core privacy
protections must be maintained.

With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA’s May 12,
2014 Notice of Public Listening Session (79 Fed.Reg.26929), Coastal Horizons
Center, Inc. supports the following principles:

¢ Addiction treatment should be integrated with mental and physical health
care, and communication among health care providers should be encouraged.
We support maximizing inclusion of substance abuse disorder (SUD) records
in ¢lectrome health record (EHR) systems and health information exchanges
(HIEs) while maintaining 42 C.F.R. Part 2’s core privacy protections.

o 42 CFR. Part 2’s heightened privacy protections are as critical today as they
were when they were enacted. A move toward HIPAA’s less restrictive
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privacy standards would not sufficiently protect people seeking and receiving
substance use disorder treatment. If patient records can be easily accessed to
criminally investigate or prosecute, or deny a patient insurance or a job, or be
used in a divorce or child custody proceeding, patients might be reluctant to
enter treatment.

e Patients in alcohol and drug programs should retain the power to decide when
and to whom their records are disclosed, even for treatment purposes. This
includes disclosures to the general health care system and HIEs. The
essential means for patients to retain this power is the requirement of written
patient authorization for most disclosures in conjunction with a strong
prohibition on redisclosure of protected health information.

e Itis both necessar)vf and technologically possible to integrate addiction with
other health care and effectively exchange addiction treatment data while
maintaining the core protections of 42 C.F.R. Part 2. We urge the continued
development of technical solutions for consent management.

e Since HIPAA requires compliance with state and federal laws that mandate
greater privacy protections, electronic health record systems must be designed
to comply with the many state statutes that require heightened protections for
information related to mental health, HIV/AIDS, reproductive health,
domestic violence and other types of sensitive health information, as well as
42 C.F.R. Part 2. It is important to understand that EHRs would be required
to accommodate enhanced protections for the medical records of some
illnesses to be HIPAA compliant even if 42 C.F.R. Part 2 did not exist.

Coastal Horizons Center, Inc. also supports the comments submitted by the Legal
Action Center.

Thank you for your consideration.
Sincerely,
Eric Lutamer

Vice President of Medical Services & Corporate Compliance
Privacy Officer




From: Patrice Porter [mailto:pporter@alumni.virginia.edu]

Sent: Wednesday, June 25, 2014 3:05 PM

To: Privacy Regulations (SAMHSA)

Subject: Confidentiality of Alcohol & Drug Abuse Patient Records Regulations, 42 C.F.R. Part 2. 79 Fed.
Reg. 26929; Docket No. 2014-10913.,,
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Virginim Assgocintion of Addiction Professionnls

June 25, 2014

Virginia Association of Addiction Professionals
P O Box 25799
Richmond, Va 23260

U.S. Substance Abuse and Mental Health Services Administrationl
Choke Cherry Road

Room 5-1011

Rockville, MD 20857

RE: Confidentiality of Alcohol & Drug Abuse Patient Records Requlations, 42 C.F.R. Part 2. 79 Fed. Req. 26929; Docket No. 2014-
10913.

To Whom It May Concern:

The Virginia Association of Addiction Professionals was formed to promote the advancement of Alcoholism and Drug Counseling through the
Professional Code of Ethics of the Association, and the adoption of standards of competence which will insure the highest quality of counseling
treatment to help persons who have problems related to the use of alcohol and/or other drugs.

While the Virginia Association of Addiction Professionals supports updating the mechanics of the federal alcohol and drug confidentiality
regulations to facilitate more effective integration of care and needed communication in the electronic age, 42 C.F.R. Part 2’s core privacy
protections MUST be maintained.

With regard to the modifications to 42 C.F.R. Part 2 proposed in SAMHSA’s May 12, 2014 Notice of Public Listening Session (79 Fed. Reg.
26929), the Virginia Association of Addiction Professionals supports the following principles:

e Addiction treatment should be integrated with mental and physical health care, and communication among health care providers
should be encouraged. We support maximizing inclusion of substance use disorder (SUD) records in electronic health record (EHR)
systems and health information exchanges (HIEs) while maintaining 42 C.F.R. Part 2’s core privacy protections.

e 42 C.F.R. Part 2’s heightened privacy protections are as critical today as they were when they were enacted more than 40 years ago,
and a move toward HIPAA’s looser privacy standards would not sufficiently protect people seeking and receiving substance use
disorder treatment. If patient records can be easily accessed in order to criminally investigate or prosecute or patient, or deny them
insurance or a job, or be used against them in a divorce or child custody proceeding, many patients will be afraid to enter treatment
in the first place.


mailto:pporter@alumni.virginia.edu

LAC continues to believe that patients in alcohol and drug programs should retain the power to decide when and to whom their
records are disclosed, even for treatment and payment purposes, given the continued prevalence of discrimination in our

society. This includes disclosures to the general health care system, HIEs, health homes, ACOs, and CCOs. The best way for patients
to retain that power is by requiring patient consent for most disclosures, together with a strong prohibition on redisclosure.

It is both necessary and technologically possible to integrate addiction and other health care and effectively exchange addiction
treatment data while maintaining the core protections of 42 C.F.R. Part 2. We urge the continued development of technical
solutions for consent management.

Since HIPAA requires compliance with state and federal laws that mandate greater privacy protections, electronic health record
systems (EHRs) must be designed so as to comply with the many state statutes that require heightened protections for information
related to mental health, HIV/AIDS, reproductive health, domestic violence and other types of sensitive health information, as well
as with 42 C.F.R. Part 2. Itis important to keep in mind, therefore, that EHRs would be required to accommodate enhanced
protections for the medical records of some ilinesses in order to be HIPAA-compliant even if 42 C.F.R. Part 2 did not exist.

We also support the comments submitted by the Legal Action Center.

Thank you for your consideration.

Sincerely,

Patrice Porter

President,

the Virginia Association of Addiction Professionals



From: Janet Sullivan [mailto:madwomannh@gmail.com]
Sent: Monday, June 23, 2014 3:14 PM

To: Privacy Regulations (SAMHSA)

Subject: 42 C.F.R. Part 2

42 C.F.R. Part 2's core privacy protections MUST be maintained. While behavioral health care
should be integrated with physical health care, and communication between health care
providers should be encouraged, the regulations' protections are as necessary today as they
were when they were issued in the 1970's in light of ongoing stigma and discrimination faced
by people with substance use disorders.

42 C.F.R. Part 2 enables people with substance use disorders to seek treatment without fear of
exposure of their treatment records - without their permission - to law enforcement, employers,
insurers, and other health care providers or others. Changes to the regulations would threaten
these critical patient protections.

Thank you for your time.

Sincerely,

Janet R. Sullivan, LADC
Grafton, NH


mailto:mailto:madwomannh@gmail.com

COMMONWEALTH of VIRGINIA

David E. Brown, D.C. Department of Health Professions www.dhp.virginia.gov
Director Perimeter Center TEL (804) 367- 4400
9960 Mayland Drive, Suite 300 FAX (804) 527- 4475
Henrico, Virginia 23233-1463
MEMORANDUM
TO: Substance Abuse and Mental Health Services Administration

FROM: Ralph A. Orr
Director
Virginia’s Prescription Monitoring Program

DATE: June 23,2014

RE: Comments to May 12, 2014 Federal Register Notice: 42 CFR Part 2, Confidentiality of
Alcohol and Drug Abuse Patient Record

SAMHSA
FR Docket No. 2014-10913

g Addressing Potential Issues With Electronic Prescribing and Prescription Drug Monitoring
Programs (PDMPs)

This paragraph describes the prohibition on the redisclosure of information received directly from a
Part 2 program, specifically when a pharmacy receives an electronic prescription directly from a Part
2

program. This would require a pharmacy to obtain patient consent to send that information to a
PDMP, and would also require the PDMP to obtain patient consent to redisclose that information to
those with access to the PDMP. It appears that SAMHSA is considering restricting access to law
enforcement for records held by the PDMP.

Comment: Prescriptions received by a pharmacy may be electronic, oral, faxed, or paper. In
each of these scenarios the patient directs where the prescription is to be filled; otherwise there is
no
difference. Placing a restriction on electronically prescribed prescriptions adds confusion and
further restricts the availability of medication history to healthcare professionals, forcing them to
make
prescribing and dispensing decisions with incomplete information, placing not only their patients at
risk but their licenses to practice as well.

Comment: Prescribers must meet the requirements of a bona fide practitioner-patient
relationship prior to prescribing. The obtaining of a prescription history report of controlled
substances from a PDMP assists the practitioner (and pharmacist) in meeting the requirements of
this


http:www.dhp.virginia.gov

relationship leading to more informed treatment (and dispensing) decisions. The review of a
prescription history report from a PDMP aids in monitoring compliance with treatment plans,
determining the validity of a prescription, screening for need for intervention, screening for need to
refer to specialized care, and informing modifications of treatment plans.

Comment: A PDMP has no mechanism to determine if a prescription in its database is an
electronic prescription, a called-in prescription, a faxed prescription, or a paper prescription. The
prescription is reported to the PMP because it has been dispensed, it is a covered substance, and no
exemption or waiver applies. Additionally, a PDMP does not know if a patient or the prescriber is
covered under 42 CFR Part 2. Attempting to comply with this new requirement would require a
PDMP to collect additional information from dispensers about the type of prescription, whether the
prescriber is covered by Part 2, and more substantial patient information to insure that patient consent
can be obtained or has been obtained, placing additional burdens on dispensers to identify, collect,
store, and send this information. This information has very limited value as far as providing healthcare
to a patient; the actual prescription information is the information needed to make informed treatment
and dispensing decisions.

Comment: The primary users of Virginia’s Prescription Monitoring Program are prescribers
and pharmacists, accounting for 99% of all requests in 2013. (See 2013 Annual Statistics at:
~ http://www.dhp.virginia.gov/dhp programs/pmp/docs/ProgramStats/2013PMP StatsFinal.pdf)
Authorized users from the Office of the Chief Medical Examiner made 0.5% of requests and the
remaining 0.5% was spread among Medicaid, federal, state and local law enforcement, regulatory, and
health practitioner monitoring program (also known as impaired provider program) users. Virginia has
seen a dramatic drop in indications of doctor shopping behavior since 2012, and while the number of
individuals receiving prescriptions continues to increase, the number of doses being received for pain
relievers, sedatives, and tranquilizers are decreasing. This has primarily occurred because of increased
use by prescribers and pharmacists; working with stakeholder groups to provide education and training
on prescribing requirements, pain management best practices, office based addiction treatment, and use
of PMP; and efforts for appropriate access and use of PDMP data to assist law enforcement and
regulatory investigations. It is important to note that while prescription drug abuse is a major public
health concern, it is also a major public safety concern. There is, and will continue to be, a place and
need for law enforcement and regulatory access to PDMP information. This access should not be
further restricted on a federal level but left to the states.

Thank you for this opportunity to comment.

Sincerely,

Ralph A. Orr

Director, Virginia’s Prescription Monitoring Program
804-367-4566

ralph.orr@dhp. virginia. gov
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OF RECOVERY

Faces and Voices of Recovery is pleased to have the opportunity to comment on proposed
changes to the confidentiality of alcohol and drug abuse patient records, found in the code
of federal regulations known as 42 CFR Part 2.

Faces & Voices of Recovery is a national nonprofit organization working to mobilize,
organize and rally the 23 million Americans in recovery from addiction to alcohol and other
drugs, their families, friends and allies in a campaign to end discrimination; broaden social
understanding; and achieve a just response to addiction as a public health crisis.

Confidentiality of SUD Treatment Records is Essential

42 CFR Part 2’s privacy protections must continue. While Faces and Voices supports the
mechanical changes needed to integrate addiction care with medical care and to modernize
medical records, we believe privacy and confidentiality need not be sacrificed in the name of
integration and expansion of electronic health records (EHR).

Based on our conversations with policymakers and software manufacturers, we believe
there is a solution that provides the necessary updates to facilitate integration and EHRs
while preserving privacy for individuals so they may enjoy the benefits most Americans take
for granted: to be able to parent their children without fear of removal, work through marital
issues without undue legal interference, access essential government programs, and protect
themselves against catastrophic financial loss through equitable access to health, life and
disability insurance.

After surveying out members, we learned that due to improper disclosure of their alcohol
and drug treatment records, many individuals in or seeking recovery lost access to these
basic benefits most Americans enjoy. For example:

o We spoke to a 29 year old mother who lost her 3 year old in a child custody case
because, after the unlawful disclosure of her addiction treatment records, she was
deemed unfit by a judge and her child was put in the custody of child protective
services.

¢ We met with a bright young lawyer who learned after two weeks at her new job that
she would be terminated because the fact she was on methadone came up in a
background check.

We received numerous cases where individuals were not able to get various types of
insurance because their treatment records had been re-disclosed. We learned lack of
access to insurance often changed the trajectory of individuals’ lives:

e A small businesswoman had to give up her dream of owning her own business
because she could not get a health insurance policy for her employees; and



¢ A husband with four children who was in a high risk fisheries job was unable to get
life insurance to protect his wife and children.

42 CFR Part 2 Privacy Protections Encourage People to Seek Treatment
Approximately 10% of those with a diagnosable substance use disorder seek treatment.
Faces and Voices of Recovery is concerned that if patient records can be accessed easily in
order to criminally investigate or prosecute a patient, deny them insurance or a job, or be
used against them in a divorce or child custody proceeding, many patients will be afraid to
enter into treatment at all.

Patients Should Decide Who Receives their Medical Records

Faces and Voices of Recovery believes that patients in alcohol or drug programs should
retain their power to decide when and to whom their records are disclosed, including to
health insurance exchanges, health homes and accountable care organizations, even for
treatment and payment purposes. Given the prevalence of stigma and discrimination in our
society against those in or seeking recovery from addiction, we think the best way for
patients to retain that power is by requiring patient consent for most disclosures, including a
strong prohibition against re-disclosure.

Conclusion

Faces and Voices of Recovery believes that we can include substance use disorder records
in electronic health records and integrate addiction into medical care while maintaining the
core primary protections guaranteed under 42 CFR Part 2. Without these protections,
individuals with substance use disorders will continue to face the loss of employment,
housing, child custody, access to health, life or disability insurance, criminal arrest,
prosecution and incarceration and a host of other negative consequences.



The Substance Abuse and Mental Health Services Administration
Public Listening Session Comment Template

Confidentiality of Alcohol and Drug Abuse Patient Records Regulations, 42 CFR Part 2

This document is meant to provide the public with a simple and organized way to submit comments on the
Confidentiality of Alcohol and Drug Abuse Patient Records Regulations, 42 CFR Part 2, and respond to
guestions presented in meeting notice which is published in the Federal Register at 79 FR 26929. While use of
this document is entirely voluntary, commenters may find it helpful to organize their comments.

This document alone is not intended to provide a full and complete opportunity to comment on all of the
provisions within the regulation. Please keep in mind that it only reflects those topics included in the meeting
notice and a section for “other” comments.

To be considered, all comments (including comments provided through this document) must be submitted
according to the instructions in the meeting

notice: https://www.federalregister.gov/articles/2014/05/12/2014-10913/confidentiality-of-alcohol-and-
drug-abuse-patient-records.

Applicability of 42 CFR Part 2

SAMHSA is considering options for defining what information is covered under 42 CFR Part 2. Covered information could
be defined based on what substance abuse treatment services are provided instead of being defined by the type of
facility providing the services.

FR Citation: 79 FR 26930

Questions:

e How would redefining the applicability of 42 CFR Part 2 impact patients, health care provider organizations, HIEs,
CCOs, HIT vendors, etc.?

e Would this change address stakeholder concerns?

e Would this change raise any new concerns?

Public Comment Field:

Page1of4
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Consent Requirements

While technical solutions for managing consent collection are possible, SAMHSA is examining the consent requirements
in § 2.31 to explore options for facilitating the flow of information within the health care context while ensuring the
patient is fully informed and the necessary protections are in place. Specifically, we are analyzing the current
requirements and considering the impact of adapting them to:

1. Allow the consent to include a more general description of the individual, organization, or health care entity to which
disclosure is to be made.

2. Require the patient be provided with a list of providers or organizations that may access their information, and be
notified regularly of changes to the list.

3. Require the consent to name the individual or health care entity permitted to make the disclosure.

4. Require that if the health care entity permitted to make the disclosure is made up of multiple independent units or
organizations that the unit, organization, or provider releasing substance abuse related information be specifically
named.

5. Require that the consent form explicitly describe the substance abuse treatment information that may be disclosed.

FR Citation: 79 FR 26931

Questions:

e Would these changes maintain the privacy protections for patients?

e Would these changes address the concerns of HIEs, health homes, ACOs, and CCOs?
e Would these changes raise any new concerns?

Public Comment Field:

SAMHSA is considering revising the redisclosure provision to clarify that the prohibition on redisclosure only applies to
information that would identify an individual as a substance abuser, and allows other health-related information shared
by the Part 2 program to be redisclosed, if legally permissible. This would allow HIT systems to more easily identify
information that is subject to the prohibition on redisclosure enabling them to utilize other technological approaches to
manage redisclosure. If data are associated with information about where the data were collected (data provenance)
which reveals that the data were collected by a practice that exclusively treats addiction, the data would still be
protected under the proposed change.

FR Citation: 79 FR 26931

Questions:

e Would this type of change facilitate technical solutions for complying with 42 CFR Part 2 in an EHR or HIE
environment?

e Would these changes maintain the privacy protections for patients?

Public Comment Field:

Page 2 of 4



SAMHSA is considering adapting the medical emergency exception to make it more in-line with the statutory language
and to give providers more discretion as to when a bona fide emergency exists. For example, amending this standard to
allow providers to use the medical emergency provision to prevent emergencies or to share information with a
detoxification center when a patient is unable to provide informed consent due to their level of intoxication.

FR Citation: 79 FR 26931

Questions:

e What factors should providers take into consideration in determining whether a medical emergency exists?
e Are there specific use cases SAMHSA should take into consideration?Show citation box

e Are there patient concerns about the impact of this change on their privacy?

Public Comment Field:

SAMHSA is analyzing the regulations to identify options for allowing Part 2 data to flow to health care entities for the
purpose of care coordination and population management while maintaining patient protections. One potential solution
includes expanding the definition of a qualified service organization (QSO; § 2.11) to explicitly include care coordination
services and to allow a QSO Agreement (QSOA) to be executed between an entity that stores Part 2 information, such as
a payer or an ACO that is not itself a Part 2 program, and a service provider.

FR Citation: 79 FR 26931

Questions:
e Are there other use cases we should be taking into consideration?
e Are there specific patient concerns about the impact of this change on their privacy?

Public Comment Field:

SAMHSA is considering expanding the authority for releasing data to qualified researchers/research organizations to
health care entities that receive and store Part 2 data, including third-party payers, health management organizations,
HIEs, and care coordination organizations.

FR Citation: 79 FR 26932

Questions:

e Are there factors that should be considered related to how current health care entities are organized, how they
function or how legal duties and responsibilities attach to entities that make up an umbrella organization?

e Would this change address concerns related to research?

e Are there specific privacy concerns associated with expanding the authority or releasing data to qualified
researchers/research organizations in this way?

e Are there additional use cases that should be considered in the research context?

Public Comment Field:

Page 3 0of4



Part 2 protections include a prohibition on the redisclosure of information received directly from a Part 2 program. A
pharmacy that receives electronic prescription information directly from a Part 2 program must obtain patient consent
to send that information to a PDMP, and patient consent is also required for the PDMP to redisclose that information to
those with access to the PDMP.

Preamble FR Citation: 79 FR 26932

Questions:

e How do pharmacy information system vendors anticipate addressing this issue? Are there specific technology
barriers SAMHSA should take into consideration?

e Are there other concerns regarding 42 CFR Part 2 and PDMPs? Please describe relevant use cases and provide
recommendations on how to address the concerns.

e Are there patient concerns about the impact of e-prescribing and PDMPs on their privacy?

Public Comment Field:

Topic:
Public Comment Field: We would like to see 42 CFR part 2 stay the same, except we would like to see the restrictions eased
between healthcare providers and reflect how they are currently defined for meaningful use.

Page 4 of 4



COMMONWEALTH OF PENNSYLVANIA
DEPARTMENT OF DRUG AND ALCOHOL PROGRAMS

June 23, 2014

The Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Rockville, MD 20857

Room 5-1011

Docket Number: 2014-10913

Re: Public comment period on consideration of changes to 42 CFR

To whom it may concem:

The Department of Drug and Alcohol Programs of the Commonwealth of Pennsylvania
would like to thank you for your serious consideration of the value and impact of 42 CFR. We
understand that there have been some concemns expressed regarding how confidentiality
protections are a barrier to shared communications, especially in light of the progressive
movement toward integration of electronic records.

It is our position that these concerns, rather than justifying a weakening of these critical
protections, demonstratc a fundamental misunderstanding of the regulation, their necessity for
effective treatment, and the process of proper disclosures. Therefore we are strongly opposed to
the proposed changes which would substantially wcaken the protections offered to this
stigmatized field. We believe that the proposed changes would increase the prejudice and
discrimination of our vulnerable population, and therefore would create further barriers of access
to treatment in the form of fear that one’s personal information will be shared. Based on
NHSDUH findings, approximately 18% of individuals who want treatment are currently
avoiding treatment due to the feared negative consequences of stigma and discrimination in the
workplace and their communities. For this reason we are particularly opposed to the proposed
changes in the area of research and Qualified Service Organizations, which would directly affect
these protections.

We understand that the concerns expressed about confidentiality are based in the medical,
criminal justice and payer communities who desire increased access to confidential information;
the solution however is not to rcpcal the protections but rather to address the clear lack of proper
education on the effective use of disclosures currently available under the law. For example,
while criminal justice professionals may want detailed information on the client history, client

1
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Substance Abuse and Mental Health Services Administration June 23, 2014
Docket Number: 2014-10913

consent for the information legitimately needed is easily obtained; there simply is no need to
include extensive and humiliating details such as that of being the victim of child abuse.
Similarly, although emergency departments may have need of medical history for emergency
treatment, there are already exceptions in the law to allow information sharing in the case of
emergency. Proper training and education on disclosure should resolve these perceived
concerns.

We are aware that concerns expressed about confidentiality are being driven by the cost
and complication of development of Information Technology systems which would need to
develop consent management systems for protected substance abuse information. However,
this concern will not be resolved by changing 42 CFR since there are a number of other protected
classes of information which would require permissions also such as mental health issues, HIV
and juvenile information. (Please see the attached analysis for addition consideration.)

The answer is not to compromise the lifesaving provisions of 42 CFR, but rather to
provide the resources necessary to develop the proper Information Technology systems that will
support the current landscape of medical, mental health and substance use disorder information.

Again, thank you for your thoughttul consideration of our views as you consider this
issue. We appreciate your heroic efforts to champion the rights our struggling citizens who
struggle in the darkness and shame of substance use disorder, afraid to get help due to fear of
discrimination should their stories be shared. We strongly urge you to retain the protections
offered by 42 CFR, by leaving it in its current form.

Thank you for your consideration.

Sincerely,

Gary Tennis
Secretary
Pennsylvania Department of Drug and Alcohol Programs



42 CFR Statement of Problem:

42 CFR has come to be seen as a barrier to integration of care. which is no longer necessary.
This has led to the proposal to repeal or modify 42 CFR.

Rationale:

1) With the movement toward integration of the roles of medical, mental health and
substance abuse professionals, it is asserted that having special confidentiality laws
creates complications for the development of information sharing in electronic records.

2) With the implementation of HIPAA, it has been claimed that additional protections of 42
CFR are no longer needed.

3) It has been claimed that 42 CFR is in conflict with HIPAA, and therefore confusing for
professionals to understand.

Discussion:

1) Integration and infermation technology
a. Detail: Under 42 CFR, in order to have integration of medical records and
substance abuse records, certain elements of the medical record may not be shared

without client consent.
i. In order to do this, there are additional I'T development costs:

1. Development of separate permissions for certain protected
information: for example, a user’s login will allow access to
certain parts of the record but will not allow access to other parts.

2. Development of electronic process for request for consent; for
example, when an individual goes to a new clinician, there is an
clectronic process for release of consent and granting permission to
the new clinician to view the protected records

b. Response:
i. While this change requires some additional resources. it is function of the
challenges of integration. not a barrier due to 42 CFR.

I. There are a wide range of spectalized data that will also require
spectalized permissions and consent, including:

a. Mental health records

b. HIV records

¢. Juvenile records

d. Content protected by more restrictive state laws

2. Repeal of 42 CFR will not resolve these parallel issues that are

present with a range of other laws and protected health information
Extra effort to resolve these issues does not outweigh the benefits
of the provided protections

LS|



c. <« Recommendation:
1. Provide appropriate funding for IT development of integrated electronic
record.
1. Provide confidentiality and stigma training to users to increase
understanding of the need for. and how to execute, these additional steps.

2) / Protections of 42 CFR in relationship to HIPAA
a. < Detail: HIPAA and 42 CFR are similar in that they both provide protections for
health information and include detailed instructions on release of confidentiality,
as well as specific exceptions where release may be possible without consent (for

example, emergency, risk of harm etc.)
b. <Response:
1. There are significant differences with better protcctions provided by 42
CFR:
1. HIPAA allows disclosure without client consent
a. < By developing a simple business partner relationship,
HIPAA allows disclosure of client information to a wide
range of individuals
2. <«Re-~disclosures
a. « HIPAA does not protect against the re-disclosure of
protected information. So once information has been
disclosed. it is no jonger protected information.
1. These protections are needed due to the continued high stigmatization and
risk of adverse effects for this population
1. < Stigma attached to Substance Use Disorder continues to create a
serious risk of discrimination in employment, insurance coverage,
legal/criminal decisions.
c. < Recommendation:
i. «Maintain the protections afforded by 42 CFR.

3) (Confusion related to differing laws
a. < Detail; Since there are differences between 42 CFR and HIPAA, it can be
confusing to some professionals to know what is required.
b. <« Response
1. There currently exist hundreds of federal, state, and local laws protecting
confidentiality, so the removal of 42 CFR does simply does not resolve
this issue; the appropriate solution is increased training.
c. <« Recommendation:
1. Increase training for professionals to understand the details of
confidentiality, its rationale and benefits.
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Richard Z. Freemann, Jr., Esq.
Chairman of the Beard

Corporate @ffices (610) 239-9600 Gaudenzia, Inc.
- ‘ Ay 7 ~ 106 Waest Main Street Fax: (610) 239-9195
(_9 A U {J [ h*} A"{ g A, % ﬂ (, s Norristown, PA 19401

Michael Harle, M.H.S.
Presideni/Chief Executive Officer

June 23, 2014

Cathy J. Friedman

SAMHSA, Public Health Analyst

Substance Abuse & Mental Health Services Administration
1 Choke Cherry Road

Rockville, MD 20857

RE: Docket No. 2014-10913 — Confidentiality of alcohol & Drug Abuse Patient Records, 42
C.F.R., Part 2, Fed. Reg./Volume 79, No. 91, pages 26929-26932

Dear Ms. Friedman,

I am writing you as the Chief Executive @fficer of Gaudenzia, Inc. and The Gaudenzia
Foundation. We are a multi-state Drug & Alcohol Treatment Intervention and Prevention
Program. We treat over 18,000 individuals and provide services to families and the children of
our clients. Our Foundation has a separate program that provides Employee Assistance
Programs for multiple police departments. We, until recently, operated a program for lawyers
and their families in multiple states. This program has recently included a program for Judges.

As you can surely recognize, confidentiality is extremely critical to the very existence of these
programs. Without strong confidentiality laws, these individuals would not use these programs.
We also provide services to over 1,200 human services workers, many of whom work in the
substance abuse field. I am very concerned that anything that would possibly weaken these
necessary laws be enacted.

Although I understand that many would like them relaxed to make things easier to transter health
records etc., [ am totally against any changes that would weaken these critical laws. I have read
the proposal and cannot see any reason why weakening re-disclosure rules would be a good thing
for peoples’ privacy. As an organization that has and does participate in many research projects,
we have done this quite successfully and would urge you to maintain the existing regulations.

Helping people help themselves since 1968

Gaudenzia is registered as a charitable organization with the Pennsylvania Department of State’s Bureau of Charitable Osganizations under the Solicitation of
Funds for Charitable Purposes Act. A copy of this officiat registration and financial information may be obtained from the Pennsylvania Department of State by
calling tolf free within Pennsylvania, 1-800-732-0999. Registration does not imply endorsement.



GAUDENZIA

As a citizen [ am very concerned with the weakening of a federal privacy protection with
technology moving so fast. We should be strengthening protections vs. weakening them.

Please recognize that the decision to go to treatment is a difficult one and that disclosure may

have negative consequences now and in the future.

Sincerely

Michael Harle
Chief Executive Officer



Richard Z. Freemann, Jr., Esq.
Chairman of the Board
GAUDENZIA INC EASTERN REGION OFFICE (215) 238-0623 Gaudenzia, Inc.
’ « 1305 Spring Garden Street, Sth Floor Fax: (215) 238-0712
Philadelphia, PA 19123 Michael Harle, M.H.S.
President/Chief Executive Officer

June 25,2014

Cathy J. Friedman

SAMHSA, Public Health Analyst

Substance Abuse & Mental Health Services Administration 1 Choke Cherry Road
Rockville, MD 20857

RE: Docket No. 2014-10913- Confidentiality of alcohol & Drug Abuse Patient Records, 42
C.F.R,, Part 2, Fed. Reg./Volume 79, No. 91, pages 26929-26932

Dear Ms. Friedman,

I am writing you as the Division Director of Together House Co-Occurring Programs at
Gaudenzia, Inc. We are a multi-state Drug & Alcohol Treatment Intervention and Prevention
Program. We treat over 18,000 individuals and provide services to families and the children of
our clients. Confidentiality is extremely critical to the very existence of these programs. Without
strong confidentiality laws, these individuals would not use substance abuse treatment programs. I
am very concerned that anything that would possibly weaken these necessary laws be enacted.

Although I understand that many would like the confidentiality laws changed to make things easier to
transfer health records etc., however I am against any changes that would weaken these critical laws.
[ have read the proposal and do not see any reason why changing re-disclosure rules would be a good
thing for program participants' privacy. As an organization that has and does participate in many
research projects, we have done this quite successfully and would urge you to maintain the existing
regulations.

As a resident of this community I am very concerned with the weakening of a federal privacy
protection. We should be strengthening safeguards as opposed to weakening them.

Please recognize that the decision to go to substance abuse services is a difficult one and that
disclosure may have negative consequences because of the trust issues of those we serve.

Thank you in advance for listening to my concerns as a provider of services,

Warre
Division Director of Together House Co-Occurring Programs

Helping people help themsel: es since 1968

Gaudenzia is re_tistered as a charitable organization w ith the Penns ' ania Department of State’s Bureau of Charitable Organizations under the Solicitation of
Funds for Charitable Purpases Act. A cop_ of this official registration and financial inform ation may be obtained from the Pennsvivania De partment or State by
calling toll free within Penns lvania, 1-800-732-0999. Registration does not irrply endorsement.



June 26, 2014

Cathy J. Friedman

SAMHSA, Public Health Analyst

Substance Abuse & Mental Health Services Administration
1 Chock Cherry Road

Rockville, MD 20857

Via email: PrivacyRegulations@SAMHSA.hhs.gov

RE: Docket No. 2014-10913 - Confidentiality of Alcohol & Drug Abuse Patient Records, 42 C.F.R., Part 2,
Fed. Reg./Volume 79, No. 91, pages 26929-26032

Dear Ms. Friedman,

| am writing the letter to have on record that | am against the proposed changes in the Confidentiality of
Alcohol & Drug Abuse Patient Records, 42 C.F.R., Part 2, Fed. Reg/Volume 79, No.91, pages 26929-
26932.

Confidentiality protection allows individuals to seek substance abuse treatment without the fear of their
anonymity being exposed. We must assure that our health care policy and systems continue to meet
the needs of our clients within a safe confidential environment. | wholeheartedly am against the
proposed changes.

As professional in the field of substance abuse for the past 35 years | am concerned that any changes
that will deteriorate the confidentiality laws will greatly impact individuals seeking treatment affect the
lives of millions of substance abusers.

Respectfully,

Christine Abdur Rhaim
Gaudenzia Eastern Region
Eastern Region Women & Children’s, Division Director


mailto:PrivacyRegulations@SAMHSA.hhs.gov

June 25, 2014

Cathy J. Friedman

SAMHSA, Public Health Analyst

Substance Abuse & Mental Health Services Administration
1 Chock Cherry Road

Rockville, MD 20857

Via email: PrivacyRegulations@SAMHSA.hhs.gov

RE: Docket No. 2014-10913 - Confidentiality of Alcohol & Drug Abuse Patient Records, 42 C.F.R., Part 2,
Fed. Reg./Volume 79, No. 91, pages 26929-26032

Dear Ms. Friedman,

| am writing the letter to have on record that | am against the proposed changes in the Confidentiality of
Alcohol & Drug Abuse Patient Records, 42 C.F.R., Part 2, Fed. Reg/Volume 79, No0.91, pages 26929-
26932.

Confidentiality protection allows individuals to seek substance abuse treatment without the fear of their
anonymity being exposed. We must assure that our health care policy and systems continue to meet
the needs of our clients within a safe confidential environment.

As professional in the field of substance abuse for the past 40 years | am concerned that any changes
that will deteriorate the confidentiality laws will greatly impact individuals seeking treatment and affect
the lives of millions of substance abusers.

Respectfully,

Dr. Julia Monaco, MSPH, MS
Gaudenzia Eastern Region
Compliance Director


mailto:PrivacyRegulations@SAMHSA.hhs.gov
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GAUDENZIA, INC.
CENTRAL REGION OFFICE
2930 Dexrvy Street

Harrishwrg; Pa 17111
717-238-4200 1

far: 717-238-9206

FAX TRANSMISSION COVER SHEET

IMPORTANT: This facsimile transmission contains confidential information, some or all of which
may be protected health information as defined by the federal Health Insurance Portability &
Accountability Act (HIPAA) Privacy Rule. This transmission is intended for the exclusive use of
the individual or entity to whom it is addressed and may contain information that is proprietary,
privileged, confidential and/or exempt from disclosure under applicable law. If you are not the
intended recipient (or an employee or agent responsible for delivering this facsimile
transmission to the intended recipient), you are hereby notified that any disclosure,
dissemination, distribution or copying of this information Is strictly prohibited and may be
subject to legal restriction or sanction. Please notify the sender by telephone (number listed
above) to arrange the return or destruction of the information and all copies. Permission to use
or disclose this information has been granted either by law or the patient. Further use or
disclosure without additional patient authorization or as otherwise permitted by law is
prohibited. Use or release of any information contained in this document can and will be
prosecuted under HIPAA (Health Insurance Portability and Accountability Act of 1996)

guidelines.



From: 06/24/2014 15:44 #579 P.002/002

CONFIDENTIALITY OF ALCOHOL AND DRUG ABUSE PATIENT RECORDS,
42 CFR PART 2

Applicability

The Confidentiality Regulations were established to protect the rights of individuals
seeking addiction treatment services. For the past 37 years of my career in the Drug and
Alcohol field, I have become convinced that these rights need to be protected. Addiction
is an illness that has an attached stigma; one that only further marginalizes the most
vulnerable of our society.

Confidentiality opens an avenue for people to seek treatment knowing that their diagnosis
and what they reveal and discover during the treatment process will be protected.
Removing any of the existing confidentiality laws will certainly drive individuals away
from services; not the opposite.

Consent Requirements

Consents must be maintained with no changes made. A patient should never have to give
a general consent; essentially signing away their rights to the computerized, mechanized
world. Once the information has been digitized, it can never be removed. This is
victimization by default.

Redisclosure
Redisclosure should never be pemmitted. One sole consent for one sole entity and never

redisclosure.

QSsO
The individual patient’s rights should never be negotiated away for the benefit of the
insurance industry, third-party payers, HMO’s or care coordinators.

Research
No. Never.

Paula Ruane
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June 23, 2014

Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

Re: Docket # 2014-10913
To Whom It May Concern:

I am writing on behalf of the American Association for the Treatment of Opioid
Dependence, which represents more than 950 Opioid Treatment Programs in the
United States through 30 state member association chapters and individual
programs in non-member states. We are specifically writing with regard to the
above-referenced docket concerning recommended changes/modifications to 42
CFR Part 2 Confidentiality Protections.

We participated in the SAMHSA “Listening Session” of June 11, 2014. Some of
the comments that follow reflect a number of topics, which were raised during
the listening session. We understand that the confidentiality protections were put
in place more than 40 years ago and could not have anticipated changes in
electronic record keeping, Health Care Reform, or the increased abuse of
prescription opioids which would lead to the use of Prescription Monitoring
Programs. We also understand the arguments that were put forward, indicating
that the confidentiality protections need to be reevaluated in light of these new
policy initiatives and the interest of integrating the medical care for patients who
receive treatment for their substance use.

Stigma

Unfortunately, we are still living in a society that actively stigmatizes people
with substance use disorders, especially those with opioid addiction. The
confidentiality regulations, while written 40 years ago, understood this reality.
We agree with the perspective of the Legal Action Center that “people with
substance use disorders still face loss of employment, housing, child custody;
insurance and health care discrimination; criminal arrest, prosecution, and
incarceration; and a host of other negative consequences.” This reality is
reflected in many reports, which we continue to receive from Opioid Treatment
Programs throughout the United States and through concerns expressed by
patient advocates.

Employment Discrimination

Studies that AATOD has been involved in since 2005 (RADARS™ System as
managed by the Denver Health and Hospital Authority) have indicated that

1
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approximately 41% of patients in OTPs are employed. Many of these patients
actively discuss with OTP counselors whether they should inform their
employers about their involvement with methadone maintenance treatment. This
continues to be a sensitive topic since many patients are of the judgment that
informing their employers of their involvement with methadone treatment will
have negative consequences and potentially result in the loss of their job.

Criminal Justice

The Criminal Justice System has not had a favorable view in understanding why
patients continue to receive maintenance treatment for opioid addiction whether
it is the use of methadone or buprenorphine. Very few correctional facilities
provide continued access to these medications although recent policy initiatives
and published reports are intent on changing this reality. Patients who are
maintained on methadone and buprenorphine are frequently told by judges in
various jurisdictions that they cannot continue to receive their maintenance
treatment if they want to recover custody of their children (Family Court) or
face jail time if they continue their treatment in various Drug Courts. Once
again, this reality depends on the particular jurisdiction but this is a widespread
practice at the present time. This condition does not exist in the treatment of any
other chronic disease in the U.S. where medications are used to treat the patient
effectively and to preserve continued health.

Pregnancy

Another important topic came to surface during the listening session and that
involves the protections that pregnant women require when they are receiving
methadone or buprenorphine maintenance treatment. Tennessee has recently
passed legislation which could endanger the continuity of such patients in
treatment depending on who is making the determination. While the intent of the
Tennessee legislation is allegedly not to end the treatment for such people in
maintenance care, it could be used that way by various parts of the Criminal
Justice system. Many pregnant methadone maintained women are extremely
fearful of having anyone know of their involvement in treatment, including other
medical professionals and other family members. They have reason for such fear
when speaking with representatives from Child Protective Services in different
states and Family Court Judges.

Medical Professionals

We also agree with the correspondence which the National Alliance for
Medication Assisted Recovery submitted on June 9, 2014. “Medical
professionals do not get their information about methadone treatment in medical
schools or from the scientific literature. Rather it comes from the media and they
believe the myths and misunderstandings about methadone treatment and opioid
addiction.” This is why many patients are apprehensive about disclosing their
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involvement in treatment to medical professionals. We have been advised by
many of the patients who are treated in OTPs about the change in attitude
demonstrated by medical professionals once they disclose that they are involved
in opioid treatment programs. This includes misunderstandings about how
patients should get access to pain management medications when there is a
legitimate need to provide analgesic relief for chronic pain.

NAMA Recovery makes an extremely important point in the aforementioned
correspondence. “Until the medical professional is educated about methadone
and addiction, methadone patients need the right to first develop a relationship
with the physician or medical professional before they tell them they are a
methadone patient in addiction treatment.” The Legal Action Center has made
this point in their public comments and we support the premise. “The Legal
Action Center continues to believe that patients in alcohol and drug programs
should retain the power to decide when and to whom their records are disclosed,
even for treatment and payment purposes, given the continued prevalence of
discrimination in our society. This includes disclosures to the general health care
system, HIEs, health homes, ACOs, and CCOs. The best way for patients to
retain that power is by requiring patient consent for most disclosures, together
with a strong prohibition on re-disclosure”.

HIPAA Protections

We listened with interest to the comments that were made by a number of
parties during the SAMHSA June 11, 2014 listening session. A number of
representatives who presented are of the judgment that the protections afforded
to patients under HIPAA are sufficient. In our judgment, such individuals have
not carefully read the confidentiality protections with regard to prohibition on
re-disclosure. If they had, they could not arrive at the conclusion that HIPAA
protections are equally strong. The patient needs to be in control of who knows
about their treatment, which is the point that has also been made by NAMA
Recovery and the Legal Action Center.

It is also important to point out that one of the speakers at the listening session
indicated that we should pay attention to the ultimate consumers of this
treatment system. NAMA Recovery is the preeminent patient advocacy group in
the United States with regard to the use of medications for opioid addiction
treatment. Their correspondence has already been referenced in this
communication and AATOD supports their point of view. Many administrators
and clinicians, who work in OTPs, understand that we are simply custodians of
the individual patient’s care. It is the patient who takes on the risk of entering
and remaining in treatment. Research has proven repeatedly that such patients
benefit from ongoing care as long as they achieve therapeutic outcomes. This
was certainly the cornerstone of the SAMHSA Treatment Improvement Protocol
#43, “Medication Assisted Treatment for Opioid Addiction in Opioid Treatment
Programs”. While patients continue to get benefit from remaining in treatment,
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they still take on the risk of discrimination if that treatment is improperly
disclosed to other parties.

Preserving Core Protections

We also agree with the Legal Action Center perspective in updating the
mechanics of the federal Alcohol and Drug Abuse Confidentiality Regulations
to facilitate better integration of care and communication in an age of electronic
health care records. We also support the Legal Action Center’s position that the
“core privacy protections must be maintained”. If not, we believe that there will
be tragic consequences with regard to admitting people to treatment programs
and for stable patients to continue their treatment. NAMA Recovery makes this
point succinctly in their submitted comments. “First and foremost is the fact that
prospective patients will be wary to seek treatment if they know that this
knowledge will be disseminated, and through that distribution possibly become
known by friends, family, employers, insurers, and other providers of medical
services to them”. The patients who participate in NAMA Recovery know all
too well about the stigma and discrimination that they routinely suffer
throughout their treatment experience. It is not a policy question for them, or a
philosophical point. It is a bedrock reality that shapes what they disclose to
medical professionals, and what they disclose to their closest family members.
While we have made strides in developing electronic records and in an interest
in ensuring that patients get the most comprehensive and coordinated care
possible, the reality of stigma persists in the society towards opioid addiction
and people entering such treatment.

Prescription Opioid Abuse

We are in an age where prescription opioid abuse has increased the need for
treatment interventions including methadone and buprenorphine maintenance in
addition to the more recently approved medication, Naltrexone/Vivitrol. All
three federally approved medications need to be used throughout the nation as
we provide increased access to care for the millions of Americans who need
such treatment interventions, both in the general health care setting and in the
Criminal Justice setting. We also know that providing access to such services
and reimbursing such services continues to be a major struggle.

Most states have now adopted the use of Prescription Monitoring Programs in
order to better track who is getting access to prescription opioids and other
psychoactive substances. AATOD has supported the expansion of PMPs and
have encouraged our members to access data from such programs in order to
provide more therapeutic care for our patients. We have also discouraged all
OTPs from disclosing confidential patient information into PMPs. This issue
was raised during the June 11, 2014 listening session. A representative indicated
that 18 PMPs provide data access to enforcement organizations. In some cases,
the PMP is under the direct aegis of a state narcotic enforcement agency. One
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such agency informed AATOD that they wanted access to confidential patient
data for individuals participating in OTPs so they could cross match such data
against outstanding warrants. This is clearly not the purpose of establishing
PMPs and indicates what can happen if patient information is disclosed.

Summary

In summary, we are urging the Substance Abuse and Mental Health Services
Administration to exercise every caution in redrafting the protections afforded to
patients in substance abuse treatment as it relates to current political and policy
initiatives. While our society has moved to a greater degree in understanding the
value of treating addiction, there is still major stigma concerning the use of
medications to treat opioid addiction. This point cannot be emphasized enough.
We are of the judgment that any loosening of the privacy standards afforded to
patients under 42 CFR Part 2 will have terrible consequences on patients’
interest in seeking care for their addiction and in their interest in remaining in
treatment.

The decision to enter and remain in treatment is a deeply personal challenge to
each and every patient. They struggle with the public perceptions of why they
decide to enter treatment and why they decide to remain in treatment. We must
do everything we can to assist them in their decision to enter and remain in care,
and in preserving the core elements of the existing confidentiality protections.
Thank you for taking these comments into account.

Sincerely yours,

Mark W. Parrino
President

062314wm



From: Hickey, Scott [mailto:Scott.Hickey@mhmraharris.org]
Sent: Wednesday, June 25, 2014 3:15 PM

To: Privacy Regulations (SAMHSA)

Subject: 42CFR Part 2

While | appreciate the special need to maintain confidentiality in order to encourage people to
voluntarily engage in substance abuse treatment, the current laws are dated and prove to be an
impediment to the proper and appropriate sharing of data for coordinating clinical care. The 42CFR
restrictions are more severe than the already conservative laws concerning mental health treatment
information. Please consider easing 42CFR to bring it in line with mental health —related privacy laws.

Thanks, Scott Hickey

“What gets measured gets done.” — Attributed to several sources
“Research is formalized curiosity. It is poking and prying with a purpose.” Zora Neale Hurston

“I wanted to be the first person on the planet to know something before anyone else,” James Allison,
celebrated Cancer Immunologist

J. Scott Hickey, Ph.D.

Director, Outcomes Management
MHMHRA of Harris County

7011 Southwest Freeway
Houston, Texas 77074

(713) 970-7131 Office

(832) 969-6663 Mobile
scott.hickey@mhmraharris.org
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Ms. Pamela Hyde June 23, 2014
Administrator

Substance Abuse and Mental Health Services Administration

1 Coke Cherry Road

Rockville, MD 20857

RE: Comments on SAMHSA Public Listening Session on Confidentiality of Alcohol and Drug Abuse Patient
Records (Document Citation:79 FR 26929Page:26929 -26932 (4 pages) CFR:42 CFR 2Document
Number:2014-10913)

Dear Ms. Hyde:

| appreciate the opportunity to comment on the privacy requirements for substance abuse health
information (42 CFR Part 2). The SAMHSA questions are in regular font and comments offered are in
italics.

a. Applicability of 42 CFR Part 2

42 CFR Part 2 currently applies 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 (§ 2.11 Definitions, Program). The U.S. health care system is changing and more substance abuse
treatment is occurring in general health care and integrated care settings which are typically not
covered under the current regulations. It has also posed difficulties for identifying which providers are
covered by Part 2; whether a provider or organization is covered by Part 2 can change depending on
whether they advertise their substance abuse treatment services (i.e. "hold themselves out'), which can
change over time.

SAMHSA is considering options for defining what information is covered under 42 CFR Part 2. Covered
information could be defined based on what substance abuse treatment services are provided instead of
being defined by the type of facility providing the services. For example, the regulations could be applied
to any federally assisted health care provider that provides a patient with specialty substance abuse
treatment services. In this scenario, providers would not be covered if they provided only substance
abuse screening, brief intervention, or other similar pre-treatment substance abuse services

How would redefining the applicability of 42 CFR Part 2 impact patients, health care provider
organizations, HIEs, CCOs, HIT vendors, etc.?

First 42 CFR Part 2 should be repealed in its entirety or alternatively defined in a way that it is
operationally identical to the requirements of HIPAA. Any health information privacy requirements




related to substance abuse treatment that differ from the privacy requirements related to general
medical care will always be a barrier to increasing access to substance abuse services, and integrating
substance abuse services with the rest of healthcare, and from providing high-quality substance abuse in
general medical care treatment services. Having separate health information privacy requirements for
substance abuse treatment makes it much less likely that persons with substance abuse disorders will
receive the additional attention and time to support continuing remission and identify early recurrence
that is routinely provided persons with other chronic medical conditions. When healthcare providers
know a person’s had a chronic healthcare condition they inquire about it and look more closely for signs
that the person remains healthy in that aspect. Keeping the condition secret deprives the person with a
substance abuse disorder of the additional care and treatment that they would deserve and receive had
they any other chronic condition. The risk of ADE increases if access to medication history is restricted.
The healthcare system spends an amount equal to the cost the medications themselves due to the
associated ADEs. If access to a group of meds is restricted then those are unknown risks in drug regimen
review. We also know that the increase of ADE increases linearly with the increase in the number of
unique medications in the patient’s drug regimen.

One of the largest drivers of hospital readmission is due to inappropriate or reconciled drug regimens. If
additional restrictions were placed on medication history the ability to support coordinated care will
further diminish.

In addition, specialty substance abuse individual treatment providers and organizations are arguably the
most underfunded and undercapitalized providers in the healthcare system. The special requirements of
42 CFR Part 2 imposes significant additional administrative burdens and costs on the providers least able
to bear them. Further, having separate health information privacy requirements for substance abuse
treatment is discriminatory and perpetuates stigma, keeping persons with substance abuse disorders
and the providers who treat them marginalized and disadvantaged compared to other patients and
providers in the healthcare system. Separate is never equal.

If SAMHSA determines that it cannot recommend treating substance abuse treatment information in a
manner identical to other healthcare information, the following changes would be helpful.

1) The regulation should be limited to substance abuse specialty treatment and not include
screening, diagnosis, or referral. Including screening, diagnosis, and referrals creates
negative incentives for healthcare providers who are not specialty substance abuse
treatment providers from inquiring about substance abuse. Including screening, diagnosis,
and referrals dis-incentivizes organizations from implementing substance abuse screening.
Excluding healthcare information derived from screening, diagnosis, and referrals adds
significant analytic complications and costs for integrating with health information
exchanges.

2) The regulation should be limited to substance abuse specialty treatment programs and
providers who are specifically licensed, credentialed, or accredited by generally recognized




state and national bodies. It should not apply to programs and individual treatment
providers who have no specialty license, credential, or accreditation specific to specialty
substance abuse treatment. This would more clearly define what providers can be
considered covered entities. It would assure the protected status is only attached to
programs and providers that meet the specific quality standards required for specialty
license, credential, or accreditation. It is not appropriate to consider a service to be specialty
substance abuse treatment unless it is being performed by a provider organization with a
specialty credentials.

3) It would make it easier to attach providers designated as SA treatment specialists to the
covered health information they generate if it can be tracked with their provider billing and
NPI numbers.

4) The regulation should not apply to individual certified or licensed specialty substance abuse
treatment providers who are practicing within a larger organization unless the larger
organization is also accredited, certified, or licensed as a specialty treatment provider.
Requiring any healthcare organizations that hires an individual employee with specialty
substance abuse treatment credentials to be considered a covered entity is a substantial
disincentive for general healthcare organizations to integrate substance abuse treatment
services into their predominant treatment operations and significantly restricts integration
of substance abuse treatment with general healthcare.

5) The regulation should continue to limit covered entity status only to organizations and
individuals that hold themselves out to the public as being substance abuse specialty
treatment providers. This provision gives providers and organizations some control over
whether they are considered a covered entity. It allows organizations and individual
providers to offer specialty substance abuse treatment internally to their patients without
having to bear the decrease quality of clinical care and increased administrative costs and
burdens of 42 CFR Part 2.

If this provision is deleted, the requirement that substance abuse treatment information
requires additional protection even when not advertised should not be applied retroactively.
This will allow organizations the opportunity to eliminate their specialty substance abuse
treatment services in order to avoid having to reengineer their consent procedures and
connections to health information exchanges.

6) The regulation should be amended so that the special protections of the regulations only
apply to treatment that occur either after the date the entity begins holding itself out to the
public as a specialty substance abuse treatment facility and should not apply if it has been
more than one year since the organization or provider holds out to the public that it is
providing substance abuse treatment. This would allow a simpler date certain method of
segmenting when the special requirements need to be applied to information being shared
for coordination of care.

Would this change address stakeholder concerns?




With regard to repeal of 42 CFR Part Two persons with a history of specialized substance abuse
treatment who fear discrimination and value their reputations more than they value reducing the health
risks and increased costs to themselves and others may object.

Would this change raise any new concerns?

The SAMHSA proposed changes would reduce the quality of care, the ability to coordinate care, and the
ability to reduce cost

b. Consent Requirements

SAMHSA has heard a number of concerns from individuals and stakeholders regarding the current
consent requirements of 42 CFR Part 2. 42 CFR 2.31 requires the written consent to include the name or
title of the individual or the name of the organization to which the disclosure is to be made. This is
commonly referred to as the “To Whom” consent requirement. Some stakeholders have reported that
this requirement makes it difficult to include programs covered by 42 CFR Part 2 in HIEs, health homes,
ACOs and CCOs. These organizations have a large and growing number of member providers and they
generally do not have sophisticated consent management capabilities. Currently, a Part 2 compliant
consent cannot include future un-named providers which requires the collection of updated consent
forms whenever new providers join these organizations. As a result, many of these organizations are
currently not including substance abuse treatment information in their systems.

While technical solutions for managing consent collection are possible, SAMHSA is examining the
consent requirements in § 2.31 to explore options for facilitating the flow of information within the
health care context while ensuring the patient is fully informed and the necessary protections are in
place. Specifically, we are analyzing the current requirements and considering the impact of adapting
them to:

1. Allow the consent to include a more general description of the individual, organization, or health care
entity to which disclosure is to be made.

This would be an extremely helpful change to the regulation, particularly if it were permitted for the
patient to consent to a template statement that he or she is consenting to the healthcare information
covered by the regulation being handled in a manner consistent with the privacy protections of the
Health Insurance Portability and Accountability Act (HIPAA). The requirement of separate Spec:fic
consent would remain a substantial obstacle as described above. . It would be helpful if identifying the
statewide HIE (MHC) as the organization to which disclosure is made would be acceptable rather than
the individual HIE participants. Payers such as Medicaid or State Mental Health authorities involved in
care management would want treatment, payment, and operations as defined by HIPAA to be allowable
data uses covered by the consent. If it is not possible to get we cannot get treatment, payment, and
operations as defined by HIPAA to be allowable data uses then at least allow treatment, case
management, and coordination or care.




2. Require the patient be provided with a list of providers or organizations that may access their
information, and be notified regularly of changes to the list.

This would be entirely unworkable and assure that information about substance abuse treatment
covered by the regulation was almost never shared on HIEs, in urban areas with many providers, or for
persons with multiple medical conditions who see multiple providers. Lists of specified providers would
likely go on for many pages and change frequently, so that the lists would have to be constantly revised
and notification of changes continually provided. The only way this is workable is if patients can be
referred to web sites that are regularly updated with the list of HIE participants and providers. Some
oversight organization would have to be sanctioned and resourced to maintain updated lists.

3. Require the consent to name the individual or health care entity permitted to make the disclosure.

This would not be workable for a Health Information Exchange (HIE), because the consent would be
captured by the entity currently providing treatment, but that entity would be requesting the other HIE
participants that have treated the patient in the past disclose their substance abuse and treatment data.
Those other entities could only do so if they had previously captured consent from the patient with their
entity named to make the disclosure. For use outside a HIE this would ensure that information about
substance abuse treatment covered by the regulation was shared significantly less often than it is now. If
the requirement is that an individual provider be named, the medical records department would
constantly have to crosscheck whether that provider is still employed by the organization. If the consent
names the organization, any merger or acquisition would void all prior consent. Adding an additional
requirement that health information related to specialized substance abuse treatment be handled in a
different manner than under the privacy provisions of HIPAA would create greater obstacles for providers
and patients.

4. Require that if the health care entity permitted to make the disclosure is made up of multiple
independent units or organizations that the unit, organization, or provider releasing substance abuse
related information be specifically named.

This would ensure that information about specialized substance abuse treatment is never shared in
organizations with multiple independent units. Such organizations often use the same EMR and most, if
not all, EMRs lack the functionality to segregate information that can and cannot be shared within the
EMR. Where organizations with multiple units have separate EMRs, they still extensively exchange and
aggregate data for purposes of treatment, payment, and operations; this requirement would create a
substantial disincentive for those organizations to offer specialized substance abuse treatment. Any
change to the regulation that creates additional standards that differ from HIPPA would create more
obstacles that disadvantage specialized substance abuse treatment patients and providers. This would
create additional complexities in the HIE systems if the consent forms used by various healthcare entities
do not include the same substance abuse treatment data. This would also create confusion for users of
data obtained through the HIE if the included information varies by healthcare entity.

5. Require that the consent form explicitly describe the substance abuse treatment information that
may be disclosed.




This would ensure the information about specialized substance use treatment is shared much less often
than it already is. Since many patients continue to receive treatment over time the consent would have
to be continuously updated to reflect the treatment received. There would be confusion about how
detailed, and specific the descriptions of treatment would have to be. Any change to the regulation that
creates further requirements that differ from the privacy provisions of HIPAA creates more obstacles that
disadvantage specialized substance abuse treatment patients and providers.

SAMHSA welcomes comments on patient privacy concerns as well as the anticipated impact of the
consent requirements on integration of substance abuse treatment data into HIEs, health homes, ACOs,
and CCOs.

Any health information privacy requirements related to substance abuse treatment that differ from the
privacy requirements related to general medical care will always be a barrier to increasing access to
substance abuse services and the integration of substance abuse services with the rest of healthcare, as
well as a barrier to providing high-quality substance abuse in general medical care treatment services.
Having separate health information privacy requirements for substance abuse treatment makes it much
less likely that persons with substance abuse disorders will receive the additional attention and time
required to support continuing remission and identifying early recurrence that is routinely provided for
persons with other chronic medical conditions. Healthcare providers that know a person has had a
chronic healthcare condition will inquire about it and look more closely for signs that the person remains
healthy. Keeping the condition secret deprives the person with a substance abuse disorder of the
additional care and treatment they would deserve and receive had they any other chronic condition.

In addition, specialty substance abuse individual treatment providers and organizations are arguably the
most underfunded and undercapitalized providers in the healthcare system. The special requirements of
42 CFR Part 2 impose significant additional administrative burdens and costs on the providers least able
to bear them. Further, having separate health information privacy requirements for substance abuse
treatment is discriminatory and perpetuates stigma ,keeping persons with substance abuse disorders
and the providers who treat them marginalized and disadvantaged compared to other patients and
providers in the healthcare system. Separate is never equal.

42 CFR Part 2 should either be repealed in its entirety or at the very least defined in a way that it is
operationally identical to the privacy requirements under HIPAA.

Would these changes maintain the privacy protections for patients?

HIPAA provides adequate privacy protections for patients receiving specialized substance abuse
treatment.

Would these changes address the concerns of HIEs, health homes, ACOs, and CCOs?

Yes, it would allow them to provide specialized substance abuse treatment patients and providers with
the same information technology and data analytic treatment supports and benefits as other healthcare
providers are able to provide to other patients.




Would these changes raise any new concerns?

Revising the current regulation so that it is operationally identical to the privacy provisions of HIPAA
would require extensive provider education and repeated clarifications. Outright repeal of the regulation
would be clearer and simpler.

c. Redisclosure

SAMHSA has also heard numerous concerns regarding the prohibition on redisclosure (§ 2.32). Currently
most EHRs don't support data segmentation. Without this functionality, EHR systems must either keep
alcohol and drug abuse patient records separate from the rest of the patient's medical record or apply
the 42 CFR Part 2 protections to the patient's entire medical record if such record contains information
that is subject to 42 CFR Part 2.

SAMHSA is considering revising the redisclosure provision to clarify that the prohibition on redisclosure
only applies to information that would identify an individual as a substance abuser, and allows other
health-related information shared by the Part 2 program to be redisclosed, if legally permissible. This
would allow HIT systems to more easily identify information that is subject to the prohibition on
redisclosure enabling them to utilize other technological approaches to manage redisclosure. If data are
associated with information about where the data were collected (data provenance) which reveals that
the data were collected by a practice that exclusively treats addiction, the data would still be protected
under the proposed change.

Would this type of change facilitate technical solutions for complying with 42 CFR Part 2 in an EHR or HIE
environment?

This change would be of verylimited benefit due to the significant resource demands involved in the
technology required to manage redisclosure of selected portions of each patient’s private health
information. EMRs will only be able to filter out the substance abuse treatment data that is are defined
data elements and do not include free text. Providers having free text fields in their EHRs such as
progress notes still run the risk of a progress note containing information that would identify a patient as
a substance abuser.

Would these changes maintain the privacy protections for patients?
Yes
d. Medical Emergency

SAMHSA has heard concerns regarding the medical emergency exception of 42 CFR Part 2 (§ 2.51). The
current regulations state that information may be disclosed without consent “for the purpose of treating
a condition which poses an immediate threat to the health of any individual and which requires
immediate medical intervention.” The statute, however, states that records may be disclosed to medical
personnel to the extent necessary to meet a bona fide medical emergency. SAMHSA is considering
adapting the medical emergency exception to make it more in-line with the statutory language and to




give providers more discretion as to when a bona fide emergency exists. For example, amending this
standard to allow providers to use the medical emergency provision to prevent emergencies or to share
information with a detoxification center when a patient is unable to provide informed consent due to
their level of intoxication.

What factors should providers take into consideration in determining whether a medical emergency
exists?

The current regulation should be amended to allow the release of specialized substance abuse treatment
information in an emergency using the same methods and standards that would be applied under the
privacy provisions of HIPAA. The exigencies of a medical emergency permit no time or opportunity to
apply specialize complicated requirements for handling information. In addition, “medical emergency”
should be defined as any treatment provided in the emergency department of an acute care facility.
There is no time in a medical emergency to consider nuanced descriptions of what does and does not
constitute an emergency. Creating different versions of the “break the glass” functionality would also
create additional complexity within the HIE systems with additional cost to create and maintain this
functionality. It would also create additional steps within the workflow for the EDs to determine which
version of “break the glass” is warranted and to make the proper request of the system.

Are there specific use cases SAMHSA should take into consideration?
Are there patient concerns about the impact of this change on their privacy?

Patients with chronic pain conditions and a history of specialized substance abuse treatment would be
concerned about emergency medical personnel being reluctant to provide them with pain medication.
However persons with chronic pain should not have their medication managed by emergency
department providers, but should instead be working with their ongoing provider.

e. Qualified Service Organization (QSO)

SAMHSA has also heard concerns from payers and health management organizations related to
disclosing information that is subject to 42 CFR Part 2 to health care entities (ACOs/CCOs) for the
purpose of care coordination and population health management; helping them to identify patients with
chronic conditions in need of more intensive outreach. Under the current regulations, substance abuse
information may not be shared for these purposes without consent.

SAMHSA is analyzing the regulations to identify options for allowing Part 2 data to flow to health care
entities for the purpose of care coordination and population management while maintaining patient
protections. One potential solution includes expanding the definition of a qualified service organization
(QSO; & 2.11) to explicitly include care coordination services and to allow a QSO Agreement (QSOA) to
be executed between an entity that stores Part 2 information, such as a payer or an ACO that is not itself
a Part 2 program, and a service provider.




If 42 CFR part two cannot be repealed its entirety this would be a helpful change.
Are there other use cases we should be taking into consideration?

This change should also include subcontractors that health care entities employ, contract with, or
otherwise engage to perform the same services. Case management should also be added as an allowable
use.

Are there specific patient concerns about the impact of this change on their privacy?

f. Research

Under the current regulations, the Part 2 “program director” has to authorize the release of information
for scientific research purposes. This issue has been brought to SAMHSA's attention from organizations
that store patient health data, including data that are subject to Part 2, which may be used for research
(e.g. health management organizations). Under the current regulatory framework, absent consent,
these organizations do not have the authority to disclose Part 2 data for scientific research purposes to
qualified researchers or research organizations. This issue can be addressed by expanding the authority
for releasing data to qualified researchers/research organizations to other health care entities that
receive and store Part 2 data, including third-party payers, HIEs, and care coordination organizations for
the purposes of research, audit, or evaluation.

SAMHSA is considering expanding the authority for releasing data to qualified researchers/research
organizations to health care entities that receive and store Part 2 data, including third-party payers,
health management organizations, HIEs, and care coordination organizations.

If 42 CFR part two cannot be repealed its entirety this would be a helpful change.

Are there factors that should be considered related to how current health care entities are organized,
{or] function, or how legal duties and responsibilities attach to entities that make up an umbrella
organization?

Unknown
Would this change address concerns related to research?
Unknown

Are there specific privacy concerns associated with expanding the authority or releasing data to
qualified researchers/research organizations in this way?

No

Are there additional use cases that should be considered in the research context?




Unknown

g. Addressing Potential Issues With Electronic Prescribing and Prescription Drug Monitoring Programs
(PDMPs)

Part 2 protections include a prohibition on the redisclosure of information received directly from a Part
2 program. A pharmacy that receives electronic prescription information directly from a Part 2 program
must obtain patient consent to send that information to a PDMP, and patient consent is also required
for the PDMP to redisclose that information to those with access to the PDMP. Pharmacy data systems
do not currently have mechanisms for managing patient consent or segregating data that are subject to
Part 2 and preventing the data from reaching the PDMP. Pharmacy systems also lack the ability to
identify which providers are subject to Part 2, making it difficult to prevent the Part 2 data from reaching
the PDMP,

If a patient does not consent to sharing their data via e-prescribing, their only option for filling their
prescription is to bring a paper prescription to the pharmacy. In this instance, since the information is
given by the patient, it is not protected by 42 CFR Part 2. They, therefore, cannot prevent the
information from reaching the PDMP which in some states is accessible by law enforcement and has the
potential to lead to investigation/arrest and other forms of discrimination.

How do pharmacy information system vendors anticipate addressing this issue? Are there specific
technology barriers SAMHSA should take into consideration?

First, we do not believe there is a technically, financially, or administratively feasible way to bring
PDMPs into compliance with the current regulation. Older PDMPs aggregate the data from weekly or
monthly disk dumps from the pharmacy systems. Maintaining the drug list and the patient list would be
daunting. What if the patient first wanted to withhold access to reduce detection of illicit behavior and
then when in treatment decided to allow access, how would the pharmacy maintain the opt in versus the
opt outs in context of date of service and in context of new versus refills. In newer PDMPs, the transfer of
pharmacy data to the PDMP occurs via less than a half dozen large national companies usually referred
to as “the switch” whose entire business is switching data between the various entities involved in
pharmacy payments. Some would pull data at the Surescripts site where centralized databases are
maintained. None of the three types of entities receiving the pharmacy data—pharmacies themselves,
switch companies, or PDMPs—have any way to identify which prescriptions have been sent by covered
entities under 42 CFR Part 2. In order to selectively screen out prescriptions received from covered
entities under 42 CFR Part 2 either the individual pharmacies or the switch companies would need to
have a digital list uniquely identifying all covered entities, cross-walked to their NPl numbers; it is unlikely
they would be able or willing to compile such a list. It is also unlikely they would be willing to accept such
a list from an outside entity unless the entity were willing to accept liability for any errors on the list. Any
entity compiling and maintaining such a list would have continuously update it, on almost a daily basis as
providers came and went. It is unclear who would bear the extensive costs involved in such frequent
updates.




The other alternative would be to mandate the switch companies to screen out all medications
deemed to be indicative of specialty substance abuse treatment from data they transmit to PDMPs,
although this too would create additional administrative costs. The list of drugs they would screen out as
indicative of specialty substance abuse treatment would need to be nationally standardized, government
endorsed, and continuously updated as new manufacturers enter and leave the market and as new
formulations are marketed or dropped. This would require a substantial ongoing regulatory assessment
and updating of the drugs to be screened out.

Second, at least two medications used in specialized substance abuse treatment are commonly
abused controlled substances-methadone and buprenorphine. Methadone is reported by the Centers for
Disease Control and Prevention to be involved in 30 percent of prescription overdose deaths. CDC also
reports that the death rate from methadone overdoses was 6 times higher in 2009 than in 1999. While
buprenorphine abuse and overdose deaths are much rarer, they are rapidly increasing in number.
Prescription drug abuse in general has become a national epidemic. While indiivduals who have received
specialized substance abuse treatment are less likely to abuse prescription medications than substance
abusers who have not received treatment, they remain more likely to abuse prescription medications.
Some persons who have received specialty substance abuse treatment relapse to prescription drug abuse
and subsequently die of prescription drug overdoses. For these persons, not applying 42 CFR Part 2 to
PDMPs would be literally life-saving.

Third, another medication used in specialty substance abuse treatment, naltrexone renders all
opiate pain medication completely ineffective. Naltrexone is very long-acting, with its effects lasting from
3 to 40 days. When a person on naltrexone undergoes surgery or another medical procedure requiring
anesthesia or analgesia, the anesthesiologist must know to use medications other than the usual
opiates. If the anesthesiologist is not informed of the presence of naltrexone in the patient’s system, the
patient will experience extreme pain. Not applying 42 CFR Part 2 to PDMPs would help to prevent such
tragedies.

Are there other concerns regarding 42 CFR Part 2 and PDMPs? Please describe relevant use cases and
provide recommendations on how to address the concerns.

First 42 CFR Part 2 should be repealed in its entirety. If that is not possible, 42 CFR Part 2 should not
apply to the transmission of pharmacy data to PDMPs, or at the very least, should not apply to
transmitting pharmacy data about the prescription opiates methadone and buprenorphine to PDMPs.
The National Association of Boards of Pharmacy is developing a state-by-state network to share data
from one PDMP to another. Applying 42 CFR Part 2 to PDMPs would further complicate the transfer, use
and interpretation of the data. If 42 CFR Part 2 is applied to PDMPs it should only be applied to
medications that are used solely for specialized substance abuse treatment.

Are there patient concerns about the impact of e-prescribing and PDMPs on their privacy?

Patients seeking prescription medications in order to abuse or divert medications will object.




Thank you for the opportunity to comment on 42 CFR Part 2. In closing | urge that so long as the current
underlying statute remains in place that the a new regulation be drafted that:

1) As much as possible is consistent with and references HIPAA
2) Only exceeds HIPAA where absolutely unavoidable due to underlying federal statute
3) Limits the definition of a covered entity as much as possible

a. Providers licensed, accredited, or certified as a SA specialty provider
b. Providers holding themselves out to the public as a SA specialty provider

C. If part of an organization that provides other health care such as primary care or mental health
the special protection only applies if more than 50% of patients treated are treated by the specialty
substance abuse treatment programs and providers in the organization

4) For medications limit the addition protection to medications used solely for treatment of =
substance abuse that are prescribed by a covered entity

Sincerely,

Joseph Parks, MD

Distinguished Professor of Science
Missouri Institute of Mental Health St Louis
4633 World Parkway Circle, Berkeley, MO

63134




Comments on 42 CFR

Netcare Corporation is a freestanding 24 hour crisis and emergency psychiatric service agency
in Columbus, OH. Because most of the people we serve have co-occurring mental health and
substance use disorders, we are subject to the mandates of BOTH 42 CFR and HIPAA, as well as
our own state rules protecting privacy and confidentiality.

In general, we feel that 42 CFR promotes, rather than eliminates, stigma and barriers to care,
and we support the repeal or revision of this law. In an era where behavioral health is viewed
as an essential element of overall health, limiting access to alcohol or drug treatment by
complicating and hampering communication increases the stigma of the alcohol/drug issues
and presents barriers to treatment by isolating treatment of alcohol/drug issues into its own
silo instead of integrating care. Truly integrated care does not have separate rules for
alcohol/drug issues, other mental health issues, and physical health care.

As a psychiatric emergency facility, we need access to information from other providers so that
we can appropriately treat a person and achieve the best possible outcome for that person.
Additionally, because we work closely with many community partners, including law
enforcement, courts, children’s services agencies and other social services agencies, as well as
with parents, guardians and schools, we need the ability to provide information to these groups
in order to coordinate the patient’s care with them. And, while we respect patient’s rights to
control their own information, patients often refuse to sign authorizations as required by 42
CFR due to their mental illness, which precludes sharing of information and hinders the ability
to care properly for the patient.

One particular challenge in our crisis setting is whether the law recognizes psychiatric
emergencies as “bona fide medical emergencies” as stated in the law. We believe that they are,
and rely on this to share information with hospitals when someone is in need of psychiatric
hospitalization and refuses to sign authorization or is incapacitated to sign. We also rely on this
when hospitals have patients in their Emergency Departments who refuse to sign
authorizations or are incapacitated to sign.

All clients presenting to our crisis sites are initially triaged by a nurse to determine whether
they are medically stable to receive services in our outpatient setting. Often times, clients are
found to have symptoms that require urgent or immediate medical intervention, so we send
them to hospitals for medical clearance before we can treat them. If we are unable to obtain
the patient’s authorization, our staff are required to redact any alcohol/drug information from
the records we share with the hospital, which imposes yet additional administrative burden on
the clinical staff, and delays our ability to release the patient to the hospital for treatment. It



also precludes hospital staff from receiving alcohol/drug information which is relevant to their
ability to properly care for the patient.

Another challenge presented by 42 CFR in a crisis setting is that, unlike HIPAA, the law offers no
provisions for duty to warn or protect individuals from threats by clients. As a result, we must
weigh the balance between public health and safety with compliance with the law.

Although 42 CFR does contain provisions for reporting child abuse, there are no provisions for
reporting elder abuse, or abuse of persons who are developmentally disabled which our state
requires us to do. It is very difficult to communicate important information via exceptions
contained in 42 CFR Part 2. For example, the court order provisions do not exactly fit most of
the situations we face regularly.

We also provide behavioral health assessments for clients on a walk-in basis with the goal of
referring persons for ongoing treatment services. Before the client leaves, staff typically obtain
releases for the agency or agencies at which the client wishes to seek ongoing treatment. If the
client subsequently wishes us to send the information to a different provider in order to be
linked for ongoing services, we cannot do so without obtaining his/her authorization if the
person is being referred for alcohol/drug abuse treatment. This is just another frustration for
clients in their efforts to obtain the ongoing services that they need.

One of the biggest challenges 42 CFR presents for us is with respect to assessment and/or
treatment of youth. The law requires youth to sign authorizations for disclosure of information,
even though parents/guardians consented for the child to receive services and despite the fact
that persons under 18 are typically unable to legally sign consent for services, as their signature
is not usually legally binding. While we recognize one goal of 42 CFR was to encourage people
to seek treatment, typically this will not happen among youth without parental awareness,
involvement, and intervention, and this often sets up situations in which parents who are
unaware of their child’s AOD problem may not be able to access their child’s record if the youth
does not sign the authorization. This places staff at odds with parents who legitimately feel
responsible for their minor children’s health care and expect to be informed of issues to be
addressed when they bring them here.

Based on the comments above, we urge SAMHSA to consider HIPAA as the standard for ALL
health care information, which would facilitate information sharing and promote continuity of
care, as well as provide the necessary protections for confidential health care information.

Thank you for the opportunity to provide input into this process.



From: Judith Chaskes [mailto:JChaskes@HPTC.ORG]
Sent: Tuesday, June 24, 2014 11:05 AM

To: Privacy Regulations (SAMHSA)

Subject: hippa

concerning hippa......if nothing else, this is the absolute mascot for “making a federal case” out of
something.
in past years, all of the privacy regulations were merited.

Now, however, aids is medically treatable as a chronic disease! | work in the healthcare field as a
clinician, primarily with drug and alcohol issues. the millions if not billions of dollars spent on hippa
compliance would and should probably be much better spent in education and prevention efforts.

medical records ought to be confidential, period. we now have an established hippa bureaucracy that
is deeply entrenched and unwilling to give up any budget money or power and control. |really feel it is
time to look again at the original need for federal regulations and see if there are not some ways to
make confidentiality a much less onerous process.

J

CONFIDENTIALITY: This email and any attachments are considered confidential, if you are
not the intended recipient(s), any distribution or use of this email or the information contained
therein is strictly prohibited. If you are not the intended recipient(s), please notify the sender
immediately and do not disclose the contents, use it for any purpose, or store or reproduce the
information in any medium, Thank you.
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June 23, 2014

Substance Abuse and Mental Health Services Administration (SAMHSA)
1 Choke Cherry Road, Room 5-1011
Rockville, MD 20857

RE: Federal Register Docket No. 2014-10913, Confidentiality of Alcohol and Drug Abuse Patient Records Regulations,
42 CFR Part 2

To Whom It May Concern:

Boulder County (Colorado) Public Health is submitting the following comments relative to proposed changes on the
confidentiality of alcohol and drug abuse patient records. To ensure clarity, our comments below are arranged by
section to correspond with the Supplemental Information of the document that SAMHSA has organized for public
listening and comment.

I.  BACKGROUND.

Section a. Applicability of 42 CFR Part 2

e  How would redefining the applicability of 42 CFR Part 2 impact patients, health care provider organizations,
HIEs, CCOs, HIT vendors, etc.?
We at Boulder County Public Health (BCPH) believe this would be a good change, provided that the change
to defining the service versus the facility does not inadvertently place additional restrictions on
organizations that wouldn’t currently fall under these provisions, as they would then become subject to
more restrictions further limiting their ability to share information between providers. For example, with
the strong focus of integrating behavioral health with primary care, it is critically important that hospitals
seeing patients in their emergency rooms multiple times are able to link the clients with a stable source of
medical care (i.e. medical home) to provide comprehensive and prevention focused care, as well as assure
that the clients get the substance abuse and mental health treatments they need.

Section b. Consent Requirements

e  Would these changes maintain the privacy protections for patients?
Yes, patients would be aware of who can view and disclose their information. With the expectation and
sanctions for organizations that are not moving to health information exchange, it makes sense that the
regulations support the exchange of health information between the providers that are serving the clients.
The regulations should make it clear that multi-party releases are acceptable.

e  Would these changes address the concerns of HIEs, health homes, ACOs, and CCOs?
We believe that it would help our agency to get closer to more reliable and efficient exchange of
information. When we look at costs within our own health system, it is clear that clients with significant
substance abuse issues are driving top-of-the-pyramid costs, yet our regulations are structured in such a
way that makes it difficult for us, as providers, to assure comprehensive supportive care in a way that could
truly help clients achieve a healthier life.

Section c. Redisclosure
e  Would this type of change facilitate technical solutions for complying with 42 CFR Part 2 in an EHR or HIE
environment?
We believe this will would help providers who have the ability to use technological
advances to assure this, but there are still a lot of care coordination agencies that will
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struggle, as this is still restrictive and does not solve the information sharing problem. Ideally, this and the
following section would be better aligned with HIPAA regarding the use of information to affect more
effective, comprehensive treatment that allows providers to share information and care plans that would
help clients reach stabilization more quickly and reduce costs in the system.

Section d. Medical Emergency
e What factors should providers take into consideration in determining whether a medical emergency exists?
e Are there specific use cases SAMHSA should take into consideration?

As mentioned above, it would be best to develop a rule that allowed easier information sharing than even
this proposed change would allow.

Section e. Qualified Service Organization (QSO)
“SAMHSA is analyzing the regulations to identify options for allowing Part 2 data to flow to health care entities
for the purpose of care coordination and population management while maintaining patient protections. One
potential solution includes expanding the definition of a qualified service organization (QSO; § 2.11) to explicitly
include care coordination services and to allow a QSO Agreement (QSOA) to be executed between an entity that
stores Part 2 information, such as a payer or an ACO that is not itself a Part 2 program, and a service provider.”
e This would be a big help, as more communities are recognizing that increased coordination among care
providers often results in cost saving and better care for clients. This is being demonstrated by accountable
care organizations (ACO) across the country who not only have reduced emergency room visits and costs,
but are helping to link people to regular sources of care. Expanding this QSO definition would help to assure
that we have the ability to share information with organizations that are part of clients’ safety nets.

We feel this should be expanded to include formal nonprofits that provide wraparound care management
services, such as emergency housing, shelter, and other key needs to help stabilize a person. The
importance of this was illustrated in a Robert Wood Johnson Foundation report that talked about the desire
of providers to “prescribe wraparound services” to clients in need of stabilization services that can’t be met
in doctors’ offices.

Section f. Research

SAMHSA is considering expanding the authority for releasing data to qualified researchers/research

organizations to health care entities that receive and store Part 2 data, including third-party payers, health

management organizations, HIEs, and care coordination organizations.

e An expansion, as proposed in this area, would help us to provide data to research organizations that could
help support demonstrating the costs of services, as well as return on investment for improved care
coordination, and it could lead to our ability to better demonstrate cost benefit in services that already
receive scrutiny from some members of our society. We believe this would be a positive change.

We would like to thank SAMHSA for soliciting and listening to feedback from the public to help communities
determine how best to use information more effectively and reasonably while maintaining patient confidentiality.
We at Boulder County Public Health look forward to the changes. Should you have any questions or comments
about our feedback, please contact BCPH Public Health Director Jeff Zayach at jzayach@bouldercounty.org or 303-
441-1456. Thank you.

Sincerely,
Jeffrey J. Zayach, MS Paula McKey
Public Health Director President

Boulder County Public Health Boulder County Board of Health
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At Centerstone we have worked on a number of projects over the past four years integrating behavioral and
physical health services. As our projects expand, we continually run into the problem of sharing patient
information. HIPAA allows health care providers to share protected health information absent patient consent for
the purpose of treatment which includes care coordination. Yet because of 42 CFR Part 2 we are not allowed to
do this except in an emergency. Virtually all health care providers outside of the behavioral health realm share
information for the purposes of treatment and care coordination. The legal guidance that we request is how far
can we stretch limits to communicate without incurring serious legal risk. The following are sample issues that we
want to work on:

1. A universal release: Can we develop a release of information that allows for communication across all
necessary entities and supports our ability to effectively and efficiently coordinate care? Can we add language to
acknowledge our ability to communicate with potential unnamed as well as current health care providers,
hospital systems, HIEs, etc. Often, neither we nor the patient know who the patient will be treated by next.

Can a patient with an addiction acknowledge that he is aware of 42CFR part 2 and is still willing to sign such a
release?

2. Sharing with hospital employees: Centerstone has one of two pilot CMHC health information exchange grants
in the state. We have about 800 patients in Bloomington who have signed releases. The release allows the HIE
and Bloomington Hospital to send Centerstone an alert when one of our consenting patients is admitted to the ER
or to any hospital bed. At present, we ask our staff to confirm if there is a release in order for them to contact the
hospital staff to share information. If we are receiving alerts for medically important issues, do we need to check
to see if there is a release before talking with a hospital employee? Also, because of this relationship hospital
employees may call us whether or not a formal alert has been sent to us. Do we still need to check and see if
there is a release before we can share information?

3. Bloomington appears to be ahead of our other 16 counties in developing unified community-driven care plans.
Unified community-driven care plans are a path for seeing that patients receive the proper care in the proper
location and reduce unnecessary high-cost services such as emergency room use and hospitalization. We want to
participate in such planning which occurs with relative ease with other health care providers. We tend to be held
back because it is not clear if we can communicate and it is difficult to keep track of all releases. A comprehensive
release as noted above would be helpful.

4, A basic feature in electronic medical record software allows access to Sure Scripts. The prescriber to see all
prescriptions filled by his or her patient at other pharmacies (excluding Walmart and VA). Outside of psychiatry,
there is no release requested. However, in psychiatry, the software asks if the patient has signed a release.
Oftentimes, patients are poor historians on medications and dosage. It would seem that not knowing the other
medications that a patient is on a high risk if not emergency issue. Again, it is cumbersome for prescriber to
always check to see if a release has been signed. What risk do we take if we open up Sure Scripts to all of our
psychiatric providers?

5. Medication reconciliation is a major issue in improving the quality of health care. In South Carolina,
Pharmacehome is leading a health home movement based on extensive reconciliation efforts especially at
hospital discharge. In Bloomington IU Health and the HIE collaborate with Pharmacehome. We want to
participate but this raises the question of releases. We also have on-site Genoa pharmacies in Bloomington and
Columbus and want them to do reconciliations when scripts are filled. Can we participate in medication
reconciliation efforts without certainty that a release is signed?

6. Related to sharing medical information, how far can we stretch the term “emergency”? A Pharmacehome
attorney told us that she works with psychiatrists who tend to be liberal in their interpretation.



From: Michele Hughes [mailto:mhughes@pyramidhc.com]
Sent: Tuesday, June 24, 2014 2:34 PM

To: Privacy Regulations (SAMHSA)

Subject:

To whom it may concern;

| am writing in response to public comment on 42CFR Part 2 confidentiality regulations. | am
greatly opposed to any such movement that would weaken the protection of our clients
confidentiality rights. Even with the current protections; clients are compromised regularly when
attempting to access treatment and maintain their compliance with the department of corrections.
Less protection will impeded clients access to treatment and increase already present
discrimination.

Clients are already fearful with the current protections, | can not imagine the impact of less
protection for an already vulnerable and stigmatized population..

The best method of protection is the current protection offered by PA 42CFR

Michele Hughes, LSW, CADC, RN

Program Director

Pyramid Allentown Outpatient Office

1605 N. Cedar Crest Blvd

Suite 105

Allentown, PA 18104

0. (610) 434-1126 ext 3501 f. (610) 434-1179

Click here to watch our 3-minute video!

This email and any files transmitted with it are confidential and are intended solely for the use of the
individual or entity to which they are addressed. This communication may contain material protected
by HIPAA legislation (45 CFR, Parts 160 & 164). If you are not the intended recipient or the person
responsible for delivering this email to the intended recipient, be advised that you have received this
email in error and that any use, dissemination, forwarding, printing or copying of this email is strictly
prohibited. If you have received this email in error, please notify the sender by replying to this email
and then delete the email from your computer.

This email and any files transmitted with it are confidential and are intended solely for the use of
the individual or entity to which they are addressed. This communication may contain material
protected by HIPAA legislation (45 CFR, Parts 160 and 164). If you are not the intended
recipient or the person responsible fr delivering this e-mail to theintended recipient, be advised
you have received this email in error and that any use, dissemination, forwarding, printing or
copying of this email is strictly prohibited. If you have received this email in error, please notify
the sender by replying to this email and then delete the email from your computer.
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Kenneth Minkoff, MD
Board Certified Addiction Psychiatrist
Clinical Assistant Professor of Psychiatry, Harvard
Senior System Consultant
ZiaPartners, Inc
369B Third Street #223
San Rafael, CA 94901

42CFR RECOMMENDATIONS

RE: federalregister.gov/articles/2014/05/12/2014-10913/confidentiality-of-alcohol-and-drug-abuse-patient-
records

Background

As a system integration consultant who has worked with state and county systems in over 40 states, | have an
excellent “on the ground” experience of the current role of 42 CFR confidentiality regulations regarding alcohol
and drug abuse treatment records in affecting the outcomes of people receiving services in complex health,
mental health, and alcohol and drug abuse service systems.

For this reason, | am providing these written comments to SAMHSA to contribute to decision making concerning
these regulations at this important point in time in the transformation of our overall health care system.

I have also attached a separate bio for more information on my work, and am happy to answer questions or
provide more information if that would be helpful.

Recommendations

SAMHSA has requested comment on proposed changes to 42 CFR regarding special confidentiality requirements
for substance abuse treatment. My position is as follows:

My recommendation is that 42 CFR 290dd-2 should be repealed in its entirety. My rationale for this position is
stated below.

In the Federal Register, SAMHSA identifies a wide range of changes that have occurred in the health and
behavioral health delivery systems since the last revision of 42 CFR in 1987. SAMHSA indicates that these changes
prompt a need for reconsideration of 42 CFR in light of numerous barriers presented by that regulation. | agree.

SAMHSA also states “There continues to be need for confidentiality regulations that encourage patients to seek
treatment without fear of compromising their privacy”. | agree with this as well.

What SAMHSA has not demonstrated is that there continues to be a need for special confidentiality regulations
for substance abuse treatment that are different from the regulations applied to every other type of condition.
My position is that while this was once the case, it is no longer so, and the risks and harms of such special
regulations substantially outweigh the continued benefits.

The following is a bulleted list that supports this position:



o The stigma and discrimination associated with substance use disorders and treatment has been
substantially reduced over the past 25 years, as witness the open discussion of these issues in public
media and acceptance of substance abuse recovery for people in the public eye.

e Other disorders that may be far more stigmatizing (e.g., schizophrenia) are not subject to similar
protections. Confidentiality of information is adequately protected by current federal and state
regulations without need for special restrictions in 42 CFR.

e The association of substance use disorders with criminal behavior is neither universal, nor unique to
these conditions. Individuals who seek other types of medical treatment that may be associated with
illegal activities (eg, receiving medical treatment for subacute bacterial endocarditis due to illicit IV drug
use) are not afforded special protections, and yet individiuals are able to access care.

e Itis now well understood that evidence based best practice interventions for substance use disorders
should be integrated into both general health treatment and mental health treatment. Creating a
special category of information protection for substance use disorders is confusing for providers and in
conflict with best practice care.

e Special regulations interfere with information exchange in health systems in ways that are more likely
to be detrimental (rather than protective) to the health and well being of individuals with co-occurring
health, mental health, and substance use issues.

e Special regulations interfere with provision of care in medical emergencies by creating an additional
layer of confusion about what types of information can be shared.

e Special regulations interfere with the performance and effectiveness of potentially life saving
prescription monitoring programs.

e Special regulations interfere with the implementation of life saving evidence based best practice
medication assisted treatment for opioid dependence and other types of substance dependence.

e Special regulations create barriers to implementation of best practice “therapeutic justice” approaches
to substance treatment (e.g., treatment courts) for individuals with substance use disorders who are
involved with the criminal justice system, as well as to screening and diversion efforts.

e Special regulations interfere with the operation of performance improvement, quality service
organizations and other mechanisms for better management of population health and outcomes, all of
which may be detrimental to individuals with substance use issues who have complex needs.

e Elimination of special regulations by SAMHSA can still permit capacity for state systems and providers
to determine the level of information protection that is appropriate for the populations they serve.
Individual states may (as at least one state — Pennsylvania - does currently) enact more restrictive
regulations if they choose. Individual substance abuse treatment providers may choose to offer more
restricted access to protected health information for their clients, and advertise accordingly.

e Providers may still have discretion to offer individual clients an opt out to maintain a higher level of
protection for their health information (of any kind). Systems that have done this proactively (and
clearly explained the benefits — as well as risks — of information sharing) have discovered that only a
very small minority of individuals choose the opt out provision. This is preferable to have a
burdensome provision that affects everyone, and may be contrary to what the majority of clients would
choose, if they had a choice.

In conclusion, my position is that the harms of maintaining a special confidentiality regulation for substance
abuse treatment substantially outweigh the benefits. The special regulations are discriminatory and
stigmatizing, and create burden for clients, families, providers, payors, and health/behavioral health systems.
Further, the current array of proposed changes by SAMHSA does little to alleviate this issue, and in some
instances may make the situation worse. It is my view that incremental improvements (while perhaps better



than no improvements) are impossibly challenging given the degree to which attention to substance use
disorders needs to be integrated into all aspects of health care.

In short, | recommend the total elimination of the special confidentiality protections for substance abuse
treatment under 42 CFR, and provision of protection for substance abuse treatment through the same
regulatory mechanisms that provide privacy and confidentiality protection for all other health and behavioral
health conditions.



From: sallykeck71@comcast.net [mailto:sallykeck71@comcast.net]
Sent: Monday, June 23, 2014 8:30 PM

To: Privacy Regulations (SAMHSA)

Subject: 42cfr part 2

| have worked for many years in the substance use treatment field. This privacy
protection has been a priority with my clients due to the stigmatization in our society of
substance use disorders. Please do not eliminate this important layer of privacy
protection. Sally A. Keck, MLADC, CCS, TTS-C, CIDIPI
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From: Kate Horle [mailto:khorle@corhio.onmicrosoft.com]

Sent: Monday, June 23, 2014 6:50 PM

To: Privacy Regulations (SAMHSA)

Subject: written comments on the Confidentiality of Alcohol and Drug Abuse Patient Records
Regulations

Response to: Confidentiality of Alcohol and Drug Abuse Patient Regulations
June 25, 2014

Substance Abuse and Mental Health Services Administration
1 Choke Cherry Road

Room 5-1011

Rockville, MD 20857

Healthcare providers and patients alike agree that treating the body and mind together is critical
to successful healthy outcomes. Many primary care practices routinely assess for depression,
smoking, alcohol addictions, and drug or other substance use. And as long as they do not hold
themselves out as specifically providing treatment to patients for substance abuse, providers

can share this information with others within the patient’s care team without specific patient
consent. Integrated care is the right way to treat patients, and most providers agree that knowing
about patients’ relationships to substances will enable them to treat patients with more depth and
attunement.

When a patient, however, receives a specific substance abuse evaluation or treatment, and the
facility is subject to the provisions of 42 CFR Part 2, they must segregate that information

and, as a result, it’s not available to providers during an emergency or other critical situation
when it could be used to better care for the patient. In addition, the lack of this information
means a provider isn’t treating their patients in a holistic way. Further, substance abuse treatment
providers need to be able to see if other doctors are providing medications to patients that are in
treatment programs. The flow of information should be bidirectional in all aspects.

Treating the entire patient is a critical factor in healthy outcomes. However, what is equally
important is protecting the privacy and confidentiality of every patient. Privacy takes on
significant importance for patients receiving substance abuse treatment because of the complex
legal and social issues surrounding the effective treatment of this type of disorder. Inappropriate
disclosure of substance abuse treatment data could lead to potentially damaging

information becoming accessible to law enforcement, the legal system, professional licensing
boards, insurance organizations and other entities. However, there is a path forward that
continues to protect the right to privacy and also the right to being cared for as a whole human
being.

Changing some of the provisions of 42 CFR Part 2 could enable significantly better care for
patients. The Mid-States Consortium of Health Information Organizations, an organization
composed of 21 health information organizations across 15 states, is concerned that in today’s
digital health environment, 42 CFR Part 2 limits access to complete, integrated care for patients.
To that end, we have a proposal for several of the sections that SAMSHA is considering.
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Substance Abuse Treatment Disclosure

The requirement against disclosure of patients who are receiving substance abuse treatment

is a critical challenge to health information exchange of patient data. Our proposal is to modify
42 CFR Part 2 to allow for disclosure of sensitive data that may be available from the health
information exchanges (HIEs) for that patient to appropriate providers who are part of the
patient’s care team. The patient could then, at the point of care, authorize their consent for the
providers with a direct treatment relationship with the patient to access that information.
Currently, because of the issue of disclosure, HIEs would be prohibited from even
acknowledging that someone was receiving, or had received, substance abuse treatment.

Another challenge to health information organizations is the prohibition against redisclosure of
substance abuse treatment information. Currently within 42 CFR Part 2 there is a provision for
disclosure of substance abuse treatment data to organizations that have specific business
relationships with, or provide services to, substance abuse treatment organizations. In these
cases, specific patient consent to disclose data is not needed as long as the patient is made aware
of these arrangements. We recommend that the definition of what constitutes a Qualified Service
Organization Agreement (QSOA) be expanded in such a way that a group of organizations,
including health information exchanges, can redisclose substance abuse treatment information as
long as it remains within the cohort group of organizations defined by the QSOA.

We recognize that patient’s exposure as a recipient of substance abuse treatment should be on an
individual care team member level. Only after the provider has authenticated themselves to the
HIE as a member of a specific care team should they be allowed to see an individual’s data. This
is, of course, beyond the care provided on an emergency case. In that way, the HIE can become
the facilitator for substance abuse treatment data and freely exchange that information with any
provider residing at any of the QSOASs within that group.

Substance Abuse Data for Research

Finally, we support the idea of expanding access to substance abuse data for the purposes of
research. Health information organizations are gaining the capacity to de-identify data. De-
identified data means that the data contains no individual patient information and cannot be
connected to a particular patient. Population health and metrics are increasingly important to
local governments and being able to analyze both small and big data is dependent on access to a
full range of information.

To that point, health information organizations across the country are interested in, or already
connecting to, prescription drug monitoring programs (PDMPs). Because these programs contain
schedule 2-5 narcotics and other regulated prescriptions, this information is important to access
for the longitudinal health record of patients. Undoubtedly, there are medications prescribed
contained in this list that could connect a patient to substance abuse treatment, and certainly the
purpose for a PDMP is to ensure that patients are not doctor shopping to gain access to multiple
prescriptions of narcotics — an indication of substance abuse.

Unfettered access to this list is critical to providers and ultimately patient health.



None of the information above proposes radical change to 42 CFR Part 2. That said, these
changes would make 42 CFR Part 2 much more effective in both protecting patient privacy and
ensuring that they get the integrated care they need and deserve.

Sincerely,

Jeffrey Messer
Director, Outreach and Development
Colorado Regional Health Information Organization

Kate E. Horle
Director, State and Federal Initiatives
Colorado Regional Health Information Organization ( CORHIO)

C))) CORHIO

COLOAADD REGIOMAL HEALTH
INFORMATION DRGANIZATION

(p) 720-285-3269
(c) 720-201-2522

CONFIDENTIALITY NOTICE: CORHIO encourages you to seek advice, including legal counsel, specific to your
organization’s situation and needs. The contents of this electronic mail message and any attachments are
confidential, possibly privileged and intended for the addressee(s) only. Only the addressee(s) may read,
disseminate, retain or otherwise use this message. If received in error, please immediately inform the sender and
then delete this message without disclosing its contents to anyone.



I think that my privacy as a person on methadone maintenance would be greatly affected by
having my name in some type of database.

There is so much stigma with methadone. | know from experience. Whenever | have had to go
to the emergency room and as soon as | told them | was a methadone patient, | was treated like
scum of the earth. They didn't even acknowledge my health problem, they just thought I was a
doper and sent me home.

I would rather tell my doctor on my own time. | have had so many problems due to just telling
them myself. | sure don't want it where they find out even before talking to me.
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June 25, 2014

Submitted electronically via privacyregulations@SAMHSA.hhs.gov

The Substance Abuse and Mental
Health Services Administration

1 Choke Cherry Road

Rockville, MD 20857, Room 5-1011

Subject: Docket #2014-10913 —Request for Public Comments on Confidentiality of
Alcohol and Drug Abuse Patient Records Regulations, 42 C.F.R. Part 2.

Ladies and Gentlemen:

This letter is submitted on behalf of Western New York Clinical Information Exchange,
Inc. d/b/a HEALTHeLINK (“HEALTHeLINK”) with respect to the proposed new regulations
the Substance Abuse and Mental Health Services Administration (“SAMHSA”) has put forward
as a means to address concerns raised by the current restrictions imposed by the Confidentiality
of Alcohol and Drug Abuse Patient Records regulations, 42 C.F.R. Part 2 (“Part 2”).

HEALTHeLINK is a regional health information organization (“RHIQO”) headquartered
in Buffalo, New York, that provides services to healthcare constituents, including payors,
hospitals and other healthcare data users, throughout the eight counties comprising the Western
New York region. HEALTHeLINK is also part of the Statewide Health Information Network of
New York (“SHIN-NY™), a technology framework spanning all of New York State that allows
health care providers efficient access to their patients' data utilizing data from health information
exchanges (“HIEs”) certified as “Qualified Entities” by the New York State Department of
Health.

HEALTHeLINK was recognized by the Office of National Coordinator for Health
Information Technology of the Office of the Secretary for the United States Department of
Health and Human Services (“ONC”) as a “Beacon Community” and was one of 17 Beacon
Communities nationwide tasked with building and strengthening local health information
technology infrastructure and testing innovative approaches to make measurable improvements
in health, care, and cost. Western New York, with HEALTHeLINK as the lead grantee, received
a $16.1 million award, one of the largest Beacon Community awards in the country, from ONC.
The comments expressed in this letter represent the views of HEALTHeLINK.

HEALTHeLINK thanks SAMHSA for the opportunity to comment on the challenges the
Part 2 regulations pose to HEALTHeLINK, specifically, and to other health care constituents,
including other RHIOs, HIEs and electronic health record systems (“EHRs”), generally. Our
comments are intended to highlight matters we believe SAMHSA should consider in formulating
revised proposed Part 2 regulations or providing guidance pursuant thereto.
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Background:

The Comprehensive Alcohol Abuse and Alcoholism Prevention, Treatment, and
Rehabilitation Act of 1970 (the “CAAAPTRA™),! the Drug Abuse Office and Treatment Act ot
1974 (the “DAOTA”, and together with the CAAAPTRA, the “Governing Legislation™)? and
the complementary Part 2 regulations govern the disclosure of information acquired in
connection with alcohol and drug treatment. The Part 2 restrictions,® which are among the most
stringent of all health care privacy laws, were enacted in the 1970s.*

Meanwhile, health care delivery and information sharing, as well as health information
privacy and security regulations, have evolved significantly, to the point where Part 2 has
become unwieldy. For example, Part 2 drastically limits the circumstances under which certain
drug and alcohol treatment information may be shared — even with other providers or entities
involved in a health care delivery system. Health care delivery, on the other hand, has been
evolving into new and increasingly complex models of integrated care, such as account care
organizations (“ACOs”), coordinated care organizations (“CCOs”), RHIOs and HIEs, supported
by electronic data exchanges, EHRs and performance measurement. Because of this
discrepancy, the existing Part 2 regulations on information sharing risk excluding substance
abuse treatment providers and their patients from these innovative care models and their
resulting benefits.

While, there continues to be a need for patients to be assured of privacy when they seek
treatment for drug or alcohol abuse, we believe that the Health Insurance Portability and
Accountability Act of 1996 (“HIPAA™) and the rules, regulations and guidance thereunder,” as
well as the protections afforded to such protected health information (“PHI”) under existing
State laws, sufficiently address these concerns. In addition, unlike the current Part 2 restrictions,
the HIPAA framework is currently incorporated into, and is an integral part of, the business
models and day-to-day operations of the existing integrated care organizations and other
healthcare provider constituents within the United States healthcare system.

Discussion:

The suggestions set forth below are intended to assist SAMHSA in promulgating revised
Part 2 regulations. We have organized our comments below based on (a) the specific topic areas
that SAMHSA requested public comment on,® and (b) the issues we believe SAMHSA should
address in its proposed rulemaking or in any accompanying release.

142 U.S.C. § 290dd-3 (2014).

242 U.S.C. § 290ee-3 (2014).

42 C.F.R. Part 2 (2014).

* See Footnotes 2 and 3, supra.

> See 42 U.S.C. § 130d et. seq. for Federal laws and 45 C.F.R. Parts 160 and 164 for Federal
regulations).

® See The Substance Abuse and Mental Health Services Administration Public Listening Session
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1. Applicability of 42 C.F.R. Part 2

SAMHSA is considering options for defining what information is covered under Part 2.
Covered information could be defined based on what substance abuse treatment services are
provided instead of being defined by the type of facility providing the services

79 FR 26930.

Questions Posed:

How would redefining the applicability of Part 2 impact patients, health care provider organizations, HIES,
CCOs, HIT vendors, etc.?

Would this change address stakeholder concerns?

Would this change raise any new concerns?

Comments:

Part 2 currently applies 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.” However, the United States health care system is changing and
more substance abuse treatment is occurring in general health care and integrated care settings
which are typically not covered under the current Part 2 regulations. Part 2 has also made it
difficult to identify which providers are covered by Part 2 because whether a provider or
organization is covered by Part 2 can change depending on whether they advertise their
substance abuse treatment services (i.e. “hold themselves out”), which can change over time.

We believe that the Governing Statutes and Part 2 regulations should be repealed in their
entirety in order to allow substance abuse information to be treated in the same manner as all
other PHI under HIPAA. HIPAA already imposes suitable protection to patients, in terms of
both use and disclosure, of their PHI, including PHI related to substance abuse treatment.
Furthermore, while RHIOs and other HIEs have the ability to properly identify and control the
flow of PHI, because of the fluid nature of the current and proposed parameters of what PHI is
also subject to the restrictions of Part 2, the regulations will result in an ever changing and
amorphous body of information that is covered by the regulations. This “moving target” will
neither properly protect patients” information with a reasonable degree of certainty nor facilitate
the innovations that have occurred, and continue to occur, in connection with the United States
movement toward a more efficient integrated healthcare model. In addition, if the revised Part 2
regulations do not narrowly define what substance abuse PHI is subject to its restrictions, it could
have the impact of expanding the application of Part 2 instead of narrowing its scope.

" See 42 C.F.R. § 2.11 Definitions, Program.
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Alternatively, if the Governing Legislation and Part 2 are not repealed, we respectfully
submit that Part 2 should be revised in a manner that limits its applicability solely to dedicated
substance abuse facilities where substance abuse is the primary diagnosis and the facility is
primarily federally funded. This is the approach taken by many of the States and would (a) allow
RHIOs and other existing integrated care organizations to accurately identify and segregate
information covered by Part 2, and (b) provide patients with adequate protection from the misuse
or improper dissemination of their identifiable substance abuse related PHI.

2. Consent Requirements:

SAMHSA is examining the consent requirements in Part 2 to explore options for
facilitating the flow of information within the health care context while ensuring the patient is
fully informed and the necessary protections are in place. Specifically, SAMHSA is analyzing
the current requirements and considering the impact of adapting them to:

1. Allow the consent to include a more general description of the individual,
organization, or health care entity to which disclosure is to be made.

2. Require the patient be provided with a list of providers or organizations that may
access their information, and be notified regularly of changes to the list.

3. Require the consent to name the individual or health care entity permitted to make the
disclosure.

4. Require that if the health care entity permitted to make the disclosure is made up of
multiple independent units or organizations that the unit, organization, or provider
releasing substance abuse related information be specifically named.

5. Require that the consent form explicitly describe the substance abuse treatment
information that may be disclosed.

79 FR 26931

Questions Posed:

Would these changes maintain the privacy protections for patients?

Would these changes address the concerns of HIEs, health homes, ACOs, and CCOs?
Would these changes raise any new concerns?

Comments:

Currently, Part 2 requires the written consent to include the name or title of the individual
or the name of the organization to which the disclosure is to be made.® This is often referred to
as the “To Whom” consent requirement. This “To whom” requirement makes it difficult to

842 CF.R. §2.31.
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include programs covered by Part 2 in RHIOs, HIES, EHRs, health homes, ACOs and CCOs
because these organizations have a large and growing number of member providers and they
generally do not have sophisticated consent management capabilities. Currently, a Part 2
compliant consent cannot include future un-named providers which requires the collection of
updated consent forms whenever new providers join these organizations. As a result, many of
these organizations are currently not including substance abuse treatment information in their
systems. This exclusion serves neither current or potential patients who have substance abuse
problems nor the United States healthcare system as awhole. While the recommendations put
forward by SAMHSA would be a significant improvement on the current “To Whom” approach,
we believe they would not provide the changes necessary to allow RHIOs, HIEs and EHRs to
include and properly manage substance abuse related PHI.

We propose that SAMHSA should put forward proposed rules that allow a patient to sign
(a) with respect to use in connection with treatment, payment and operational purposes (“TPO”),
a general consent to the use of substance abuse PHI without listing specific recipients, and (b)
with respect to release of such information for any other purpose, a general consent that includes
a description of the recipient or a list of potential recipients.

3. Redisclosure

SAMHSA is considering revising the redisclosure provision to clarify that the prohibition on
redisclosure only applies to information that would identify an individual as a substance abuser, and
allows other health-related information shared by the Part 2 program to be redisclosed, if legally
permissible. This would allow HIT systems to more easily identify information that is subject to the
prohibition on redisclosure enabling them to utilize other technological approaches to manage
redisclosure. If data are associated with information about where the data were collected (data
provenance) which reveals that the data were collected by a practice that exclusively treats addiction, the
data would still be protected under the proposed change. 79 FR 26931.

Questions Posed:

Would this type of change facilitate technical solutions for complying with Part 2 in an EHR or HIE
environment?

Would these changes maintain the privacy protections for patients?

Comments:

Currently most RHIOs, HIEs and EHRs don't support data segmentation. Without this
functionality, HIEs and EHRs must either keep alcohol and drug abuse patient records separate
from the rest of the patient's medical record or apply the Part 2 protections to the patient's entire
medical record if such record contains information that is subject to Part 2.

Additionally, the proposed changes put forward by SAMHSA would be equally as
impractical as the current Part 2 regulation for purposes of implementation by RHIOs, HIEs and
EHRs. The proposed alternative would present the same implementation issue as the current
regulations. As mentioned above, the majority of EHR systems don’t currently have the ability
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to readily and accurately identify PHI subject to Part 2 (i.e. PHI related to substance abuse
treatment), based on location or otherwise. Therefore, a clarification that Part 2 does not apply
to PHI in a record that is not related to substance abuse treatment where other Part 2 PHI is
present, does virtually nothing to address the concerns that Part 2 restrictions are incompatible
with the current information segregation capabilities of most EHR systems.

While the proposed changes are helpful and worthy of support, we submit that
SAMHSA, rather than rearticulating a standard unattainable for most repositories for substance
abuse PHI, should remove the restrictions on redisclosure by HIEs and their participants to any
recipient who acknowledges that it is covered by, and adheres to, the restrictions under HIPAA.
We believe, as discussed above, that HIPAA provides sufficient protections against the misuse or
improper disclosure of substance abuse PHI. However, any entity who is not a covered entity
under HIPAA or fails to acknowledge compliance therewith, should remain subject to the
redisclosure consent requirements under Part 2 as currently drafted.

4. Medical Emergency

SAMHSA is considering adapting the medical emergency exception to make it more in-line
with the statutory language and to give providers more discretion as to when a bona fide emergency
exists. 79 FR 26931.

Questions Posed:

What factors should providers take into consideration in determining whether a medical emergency exists?
Avre there specific use cases SAMHSA should take into consideration?

Are there patient concerns about the impact of this change on their privacy?

Comments:

The current regulations state that information may be disclosed without consent “for the
purpose of treating a condition which poses an immediate threat to the health of any individual
and which requires immediate medical intervention.”® In addition, for each emergency
disclosure, the Part 2 provider must document in the medical record the name & affiliation of the
recipient of the information, name of the individual making the disclosure, date and time of the
disclosure and the nature of the emergency. The Governing Legislation, however, states that
records may be disclosed to medical personnel to the extent necessary to meet a bona fide
medical emergency.

We fully support alignment of the Part 2 regulations with the language in the Governing
Statutes.

5. Qualified Service Organization (QSO)

%42 C.F.R. §251.
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SAMHSA is considering options for defining what information is covered under Part 2.
Covered information could be defined based on what substance abuse treatment services are provided
instead of being defined by the type of facility providing the services. 79 FR 26931.

Questions Posed:
Are there other use cases we should be taking into consideration?
Are there specific patient concerns about the impact of this change on their privacy?

Comments:

We understand that payors and health management organizations have concerns related
to disclosing PHI that is subject to Part 2 to health care entities (ACOs/CCOs) for the purpose of
care coordination and population health management in order to help them identify patients with
chronic conditions in need of more intensive outreach. Under the current regulations, substance
abuse information may not be shared for these purposes without consent.

We agree with SAMHSA that PHI subject to Part 2 should be available to and shared by
health care entities for purposes of care coordination and population health management. We
strongly encourage SAMHSA to put forward revised regulations that align the requirements for a
QSO agreement with the requirements for a Business Associate Agreement under HIPAA
because an organization often plays both roles for the same entity.

6. Research

SAMHSA is considering expanding the authority for releasing data to qualified
researchers/research organizations to health care entities that receive and store Part 2 data, including
third-party payers, health management organizations, HIEs, and care coordination organizations. 79 FR
26932.

Questions Posed:

Are there factors that should be considered related to how current health care entities are organized, how they
function or how legal duties and responsibilities attach to entities that make up an umbrella organization?
Would this change address concerns related to research?

Avre there specific privacy concerns associated with expanding the authority or releasing data to qualified
researchers/research organizations in this way?

Are there additional use cases that should be considered in the research context?

Comments:

Under the current regulations, the Part 2 “program director” has to authorize the release
of information for scientific research purposes, unless waived by the Institutional Review Board
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(“IRB”).' This consent requirement has caused an issue for organizations that store patient
health data, including data that are subject to Part 2, which may be used for research (e.g. health
management organizations). Under the current regulatory framework, absent the consent from
the “program director” or waiver by the IRB, these organizations do not have the authority to
disclose Part 2 data for scientific research purposes to qualified researchers or research
organizations.

We request clarification regarding the reference to “health care entities.” That said, we
support SAMHSA'’s proposed expansion of the authority for releasing data to include qualified
researchers and research organizations to other health care entities that receive and store Part 2
data, including third-party payors, RHIOs, HIEs and CCOs, for the purposes of research, audit,
or evaluation.

7. Addressing Potential Issues with Electronic Prescribing and Prescription Drug
Monitoring Programs (PDMPs)

Part 2 protections include a prohibition on the redisclosure of information received directly from
a Part 2 program.** A pharmacy that receives electronic prescription information directly from a Part 2
program must obtain patient consent to send that information to a PDMP, and patient consent is also
required for the PDMP to redisclosed that information to those with access to the PDMP. 79 FR
26932 (preamble).

Questions Posed:

How do pharmacy information system vendors anticipate addressing this issue? Are there specific
technology barriers SAMHSA should take into consideration?

Are there other concerns regarding 42 C.F.R. Part 2 and PDMPs? Please describe relevant use cases and
provide recommendations on how to address the concerns.

Are there patient concerns about the impact of e-prescribing and PDMPs on their privacy?

Comments:

We believe that pharmacy data systems do not currently have mechanisms for managing
patient consent or segregating data that are subject to Part 2 or preventing that data from reaching
the PDMP. Pharmacy systems also lack the ability to identify which providers are subject to Part
2, making it difficult to prevent the Part 2 data from reaching the PDMP. In addition, if a patient
does not consent to sharing their data via e-prescribing, their only option for filling their
prescription is to bring a paper prescription to the pharmacy. In this instance, since the
information is given by the patient, it is not protected by Part 2. The patient, therefore, cannot
prevent the information from reaching the PDMP which, in some states, is accessible by law
enforcement and has the potential to lead to investigation/arrest and other forms of
discrimination.

1942 C.F.R. §2.52.
142 C.F.R. §2.13.
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We propose the redisclosure requirements under Part 2 should be revised in a manner that
excludes HIEs, pharmacies and PDMPs from the redisclosure consent requirements when
disclosure is to a recipient who is covered by, and has acknowledged compliance with, HIPAA.

HEALTHeLINK appreciates the opportunity to submit these comments. We look
forward to working with SAMHSA to ensure maximum coordination of the final proposed rules
with the current limitations, business practices and operational realities of HEALTHeLINK and
the present state of United States health care. Should you have any questions regarding the
comments in this letter, please contact the undersigned, Daniel E. Porreca, Executive Director, at
2658 Walden Avenue, Suite 107, Buffalo, NY 14225, telephone number 1-716-206-0993
extension 302.

Very truly yours,
/s/ Daniel E. Porreca

Daniel E. Porreca
Executive Director
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Pamela S. Hyde, JD

Administrator
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Rockville, MD 20857

Dear Administrator Hyde,

The American Psychiatric Association, the national medical specialty representing over
35,000 psychiatric physicians and their patients, is pleased to have the opportunity to
comment on the recently convened Substance Abuse and Mental Health Services
Administration (SAMHSA) listening session on proposed changes to Title 42 of the Code
of Federal Regulations (CFR) Part 2 regarding the confidentiality of certain substance use
disorder records. We appreciate that SAMHSA has given stakeholders an opportunity to
comment and engage in this dialogue before expected proposed rulemaking,.

APA is fully aware of the difficulties in updating Part 2 regulations to comport with the
Department of Health and Human Services™ efforts to move to electronic health records, as
well as with existing privacy standards. As mentioned in the listening session notice, Part 2
standards have not been updated since 1987 and there have been enormous changes to the
healthcare landscape in that time. Most notably, the enactment of the Health Insurance
Portability and Accountability Act of 1996 (HIPAA) and the subsequent HITECH
legislation have provided baseline national privacy standards for patients and providers.
Further, the shift towards integrated models of care delivery systems and the widespread
use of electronic health records have made guidance on Part 2 details and consideration of
wider Part 2 reform critical.

APA appreciates that SAMHSA is studying Part 2 closely and taking these challenges
seriously, but cautions that any reforms under consideration should be made to promote
integrated care and not be a barrier to care for specific patient populations in the future. 42
CFR Part 2 currently covers “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.” One of the changes that SAMHSA
has proposed includes extending Part 2 to cover the information, as opposed to the entities
or individuals providing the treatment. APA understands the concerns SAMHSA has
regarding the difficulties in identifying who is a covered provider and how that may
change over time, however, we believe that this change would be a significant expansion of
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the regulation and would result in a chilling effect on the provision of SUD treatment by clinicians
who provide these services as a minority of their practice and are currently not covered by Part 2.
SAMHSA released two rounds of subregulatory guidance on 42 CFR Part 2 several years ago. The
first created an open question regarding Part 2 applicability to general psychiatrists that are federally
supported but provide SUD treatment as a minority of their practice. This was very concerning to
general psychiatrists in addition to the SBIRT and OBOT advocacy community. At that time, APA
commented on the similar effects this expansion could have on the number of providers who might
cease to offer SUD treatment services due to the administrative burden and financial costs of
managing multiple privacy regimes that may not even be supported by the latest technology.
SAMHSA clarified in the second FAQ that Part 2 covered entities consist of those whose principal
practice consists of providing alcohol or drug abuse diagnosis, treatment or referral for treatment.
Given the potential unintended consequences of expanding Part 2 applicability, APA urges SAMHSA
to reconsider its proposed broadening of Part 2 applicability to general psychiatrists and other
potentially affected physicians and allied professionals that provide “specialty substance abuse
treatment services”.

In the ongoing movement to merge necessary privacy protections with the expansion of electronic
health records, APA recommends that all relevant HHS agencies including SAMHSA redouble their
efforts to promote granular privacy control capabilities within electronic medical records and health
information exchanges for all potentially sensitive health condition data. APA strongly believes that
this type of built-in functionality has the potential to alleviate concern over mass electronic records
sharing in the 21* century health delivery model while allowing for appropriate consensual record
sharing b<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>