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IMPROVING THE COORDINATION AND QUAL-
ITY OF SUBSTANCE USE DISORDER TREAT-
MENT

TUESDAY, MAY 8, 2018

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HEALTH,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 1:05 p.m., in room
2123, Rayburn House Office Building, Hon. Michael Burgess, M.D.
(chairman of the subcommittee) presiding.

Present: Representatives Burgess, Guthrie, Barton, Blackburn,
Latta, Lance, Griffith, Bilirakis, Long, Bucshon, Brooks, Mullin,
Hudson, Collins, Carter, Walden (ex officio), Green, Engel, Matsui,
Castor, Sarbanes, Kennedy, Eshoo, Degette, and Pallone (ex offi-
cio).

Staff Present: Mike Bloomquist, Staff Director; Daniel Butler,
Staff Assistant; Zachary Dareshori, Legislative Clerk, Health;
David DeMarco, IT Staff; Paul Edattel, Chief Counsel, Health; Ed
Kim, Policy Coordinator, Health; Caprice Knapp, Fellow, Health;
Drew McDowell, Executive Assistant; James Paluskiewicz, Profes-
sional Staff, Health; Kristen Shatynski, Professional Staff Member,
Health; Jennifer Sherman, Press Secretary; Austin Stonebraker,
Press Assistant; Hamlin Wade, Special Advisor, External Affairs;
Jeff Carroll, Minority Staff Director; Waverly Gordon, Minority
Health Counsel; Tiffany Guarascio, Minority Deputy Staff Director
and Chief Health Advisor; Samantha Satchell, Minority Senior Pol-
icy Analyst; and C.J. Young, Minority Press Secretary.

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BURGESS. The Subcommittee on Health will now come to
order. The chair recognizes himself for 5 minutes for the purpose
of an opening statement.

Over the past several months, this subcommittee has held hear-
ings to evaluate bills to address the opioid epidemic. We have also
favorably reported 57 bills to the full Energy and Commerce Com-
mittee. Today, we are here to discuss a bill that would make timely
reforms to a privacy law that affects patient access to healthcare
and creates, in some minds, barriers to treatment: the Overdose
Prevention and Patient Safety Act. This hearing is an important
opportunity for us to gain a better understanding of Federal pri-
vacy laws and how they function in the healthcare system.
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As a physician, I believe that it is vital that when we are making
clinical decisions, you need all the appropriate information to make
the correct determination in the treatment of the patient. Suffering
from a substance use disorder should receive the same level of
treatment and care as other individuals. Patients affected with
substance use disorder deserve to be treated by physicians who are
armed with all the necessary information to provide the best of
care. I certainly do understand and respect that privacy protection
is paramount and should be held to the highest regard. The Over-
dose Prevention and Patient Safety Act maintains the original in-
tent of the 1970 statute behind 42 CFR Part 2 by protecting pa-
tients and improving care coordination. In fact, Mr. Mullin’s bill in-
creases protections for those seeking treatment by more severely
penalizing those who breach that patient data standard.

The issue of the stigma associated with substance use disorder
has been a constant in all the discussions we have had, both in our
offices and in hearings. We have dedicated months of our time to
putting together legislation to help break the stigma and help indi-
viduals with this complex disease gain access to healthcare and
support services critical to getting them on the road to recovery.
The first step in addressing this problem is admitting that it exists.
If we continue to silo the substance use disorder treatment infor-
mation from a select group of patients rather than integrating it
into medical records and comprehensive care models, it is hard to
see how we can ensure that these patients are receiving quality
care. Physicians, unknowing of a patient’s substance use disorder,
may prescribe medications that have significant drug interactions,
or worse, they may prescribe controlled substances and make the
patient’s substance use disorder significantly worse. As it currently
stands, 42 CFR Part 2 is actively prohibiting physicians from en-
suring proper treatment and patient safety while perpetuating stig-
ma.

At our second opioid hearing held this March, we brought this
bill up for consideration and openly debated the privacy concerns
with experts and expert witnesses and the Health Subcommittee
members. Additionally, panelists at our recent roundtable discus-
sion with families who had been affected by the opioid epidemic
echoed the need for reforming current law.

As we all know, providing high-quality healthcare is a team ef-
fort. Physicians do lead that team, but it is necessary that physi-
cians have the necessary information to adequately coordinate care.
We must align payment operations and treatment to allow coordi-
nation of both behavioral and physical health services for individ-
uals with substance use disorder.

I recently heard from a hospital in my district that mentioned
that there is some likelihood that Part 2, as it currently stands,
could be a disincentive for healthcare systems seeking to open addi-
tional addiction treatment centers due to the problems that the law
creates, particularly the sequestration of patient information from
their hospital.

There 1s a reason why the Substance Abuse and Mental Health
Services Administration and most of the health stakeholder com-
munity is asking for this change. Clearly, there is an issue here
that must be addressed. This crisis, this opiate crisis, is dev-
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astating our country. Our action is important to the families and
communities and to our constituents who are impacted by this epi-
demic.

I want to thank all of our witnesses who are here today and look
forward to their testimony. And I will yield the balance of my time
to the gentlelady from Tennessee.

[The prepared statement of Mr. Burgess follows:]

PREPARED STATEMENT OF HON. MICHAEL C. BURGESS

In the past few months, this Subcommittee has held three hearings to evaluate
bills to address this opioid epidemic. We have also favorably reported 57 bills to the
full Energy and Commerce Committee. Today, for the second time, we are here to
discuss a bill that would make timely reforms to a privacy law that affects patient
access to health care and creates barriers to treatment—the Overdose Prevention
and Patient Safety Act. This hearing is an important opportunity for us to gain a
better understanding of federal privacy laws and how they function in the
healthcare delivery system.

As a physician, I believe that it is vital that when making clinical decisions, I
have all of the appropriate information to make the correct determination in the
treatment of a patient. Those suffering from substance use disorder should receive
the same level of treatment and care as other individuals. Patients afflicted with
substance use disorder deserve to be treated by physicians who are armed with all
of the necessary information to provide the best care. I certainly do understand and
respect that patient privacy protection is paramount and should be held to the high-
est regard. The Overdose Prevention and Patient Safety Act maintains the original
intent of the 1970s statute behind 42 CFR Part 2 by protecting patients and improv-
ing care coordination. In fact, Mr. Mullin’s bill increases protections for those seek-
ing treatment by more severely penalizing those who share patient data than under
the current statute.

The issue of the stigma associated with substance use disorder has been a con-
stant in all discussions we have had, both in our offices and in our hearings. We
have dedicated months of our time to putting together legislation to help break stig-
ma and help individuals with this complex disease gain access to health care and
support services critical to getting them on the road to recovery. The first step in
addressing a problem is admitting that it exists. If we continue to silo the substance
use disorder treatment information of a select group of patients rather than inte-
grating it into our medical records and comprehensive care models, how can we en-
sure these patients are receiving quality care? Physicians, unknowing of a patient’s
substance use disorder, may prescribe medications that have significant drug inter-
actions, or worse, may prescribe controlled substances that make their patient’s sub-
stance use disorder worse. As it currently stands, 42 CFR Part 2 is actively prohib-
iting physicians from ensuring proper treatment and patient safety while perpet-
uating stigma.

At our second opioid hearing held in March, we brought this bill up for consider-
ation and openly debated privacy concerns with expert witnesses and amongst
health subcommittee members. Additionally, panelists at our recent roundtable dis-
cussii)n with victims of the opioid epidemic echoed the need for reforming the cur-
rent law.

As we all know, providing high quality health care is a team effort. Physicians
are leading that team, but it is necessary that physicians have the necessary infor-
mation to adequately coordinate care. We must align payment, operations, and
treatment to allow coordination of both behavioral and physical health services for
individuals with substance use disorder.

In fact, I recently heard from a hospital in my district that mentioned that there
is some likelihood that Part 2, as it currently stands, could be a disincentive for
health care systems seeking to open addiction treatment centers due to the prob-
lems the law creates, particularly the sequestration of patient information from
their hospital.

There’s a reason why SAMHSA and most of the health stakeholder community
is asking for this change. Clearly, there is an issue here that must be addressed.
This opioid crisis is devastating our country. Our action is important to the families
and communities—our constituents—impacted by the opioid epidemic.

I thank all the witnesses here today and look forward to their testimony.

I would now like to yield the balance of my time to the gentlelady from Tennessee.
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Mrs. BLACKBURN. Thank you, Mr. Chairman.

And I thank you for having this hearing and for listening to us
as we have brought the concerns forward with Part 2. This is some-
thing that has become a barrier to many people that are in treat-
ment to get the full access to comprehensive care that they need
to be able to fully recover.

And I have spent a good bit of time the past few years doing
roundtables and visiting treatment centers and talking with fami-
lies that are covered—and I come at this as a mother and a grand-
mother and a friend, and having individuals close to me who have
those in their family, in their circle that have suffered from addic-
tion.

So thank you for this. Thank you for the attention to this issue.
I look forward to the hearing.

I yield back.

Mr. BURGESS. The gentlelady yields back.

The chair yields back. The chair recognizes the ranking member
of the subcommittee, Mr. Green of Texas, 5 minutes for your open-
ing statement, please.

OPENING STATEMENT OF HON. GENE GREEN, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. GREEN. Thank you, Chairman, for holding today’s hearing on
substance use disorder treatment and 42 CFR Part 2.

Ranking Member Pallone and I requested a hearing on 42 CFR
Part 2 last month, and I appreciate the majority’s willingness to
hold a hearing on this important issue.

Title 42 of the Code of Federation Regulations Part 2 are the im-
plementing regulations of the two laws Congress passed in the
early 1970s to protect individuals who seek treatment for substance
abuse.

According to the Substance Abuse and Mental Health Adminis-
tration, SAMHSA, the purpose of 42 CFR Part 2 is “to ensure that
a patient receiving treatment for a substance use disorder in the
Part 2 program is not made more vulnerable by reason of the avail-
ability of their patient record than an individual with substance
use disorder who does not seek treatment.”

I agree with SAMHSA. Americans suffering from substance
abuse should not become more vulnerable for doing the right thing
and seeking treatment.

42 CFR Part 2 provides individuals receiving substance use dis-
order treatment with the privacy they need to guard against the
negative consequences of unauthorized release of their drug or alco-
hol patient information, such as the loss of child custody, parental
rights, the loss of a job, denial of healthcare, possible exclusion
from public housing, possible criminal justice consequences, includ-
ing arrest and prosecution.

SAMHSA in recent years has revised Part 2 in order to improve
coordination among providers providing treatment to individuals
suffering from substance abuse. The provisions expand the ability
of providers to share information about a patient with a substance
use disorder as well as allow new consent options for disclosure but
continue to maintain Part 2’s core protections.



5

In 2017, treating provider relationships were allowed under cer-
tain circumstances, such as providing information to entities that
agree to provide diagnosis, treatment, evaluation, and consultation
with a patient.

As we work to balance the privacy needs of the individual seek-
ing substance abuse treatment, we also need to ensure that pro-
viders are able to access needed information in order to properly
provide them with the treatment they need.

I want to make sure that, in an effort to improve coordination
of care, we do not sacrifice the rights of individuals seeking needed
treatment for their addiction.

We have spent the past few months working on addressing the
opioid crisis and have learned from medical professionals that only
a small fraction of Americans suffering from substance abuse seek
treatment, in part out of fear that their medical records may be
disclosed.

Current law allows for the disclosure of information under Part
2 with regard to internal communications, medical emergencies,
special court orders, in the event of a crime on the premises or
against personnel on the premises, and entities covered under Part
2, qualified service organization and business associate agree-
ments.

Before our committee moves forward with the Overdose Preven-
tion and Patient Safety Act, H.R. 3545, we need to make sure that
the rights and privacy of patients seeking treatment are protected.

I am open to considering changes to Part 2, but these changes
need to meet the current standard of protection that protect Ameri-
cans seeking substance abuse treatment.

Mr. Chairman, I yield back the balance of my time.

[The prepared statement of Mr. Green follows:]

PREPARED STATEMENT OF HON. GENE GREEN

Thank you, Mr. Chairman, for holding today’s hearing on substance use disorder
treatment and 42 CFR Part 2.

Ranking Member Pallone and I requested a hearing on 42 CFR Part 2 last month
and I appreciate the Majority’s willingness to hold a hearing on this important
issue.

Title 42 of the Code of Federal Regulations Part 2 are the implementing regula-
tions of two laws Congress passed in the early 1970s to protect individuals who seek
treatment for substance abuse.

According to the Substance Abuse and Mental Health Administration (SAMHSA),
the purpose of 42 CFR Part 2 is “to ensure that a patient receiving treatment for
a substance use disorder in a Part 2 program is not made more vulnerable by rea-
son of the availability of their patient record than an individual with a substance
use disorder who does not seek treatment.”

I agree with SAMHA. Americans suffering from substance abuse should not be-
come more vulnerable for doing the right thing and seek treatment.

42 CFR Part 2 provides individuals receiving substance use disorder treatment
with the privacy they need to guard against the negative consequences of unauthor-
ized release of their drug or alcohol patient information, such as the loss of child
custody and parental rights, the loss of a job, denial of health care, possible exclu-
sion from public housing and possible criminal justice consequences, including ar-
rest and prosecution.

SAMHSA, in recent years, has revised Part 2 in order to improve coordination
among providers providing treatment to individuals suffering from substance abuse.
The revisions expand the ability of providers to share information about a patient
with a substance use disorder as well as allow new consent options for disclosure,
but continue to maintain Part 2’s core protections.
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In 2017, treating provider relationships were allowed under certain circumstances
such as providing information to entities that agree to provide diagnosis, treatment,
evaluation or consultation with the patient.

As we work to balance the privacy needs of individuals seeking substance abuse
treatment, we also need to ensure that providers are able to access needed informa-
tion in order to properly provide them with the treatment they need.

I want to make sure that in an effort to improve coordination of care, we do not
sacrifice the rights of individuals seeking needed treatment for their addiction.

We have spent the past few months working on addressing the opioid crisis and
have learned from medical professionals that only a small fraction of Americans suf-
fering from substance abuse seek treatment, in part out of fear that their medical
records may be disclosed.

Current law allows for the disclosure of information under Part 2 with regard to
internal communications, medical emergencies, special court orders, in the event of
a crime on the premises or against personnel on the premises of entities covered
under Part 2, and qualified service organization and business associate agreements.

Before our committee moves forward on the Overdose Prevention and Patient
Safety Act, H.R. 3545, we need to make sure the rights and privacy of patients seek-
ing treatment are protected.

I am open to considering changes to Part 2, but these changes need to meet the
current standard of protection that protect Americans seeking substance abuse
treatment.

I would now like to yield one minute to my colleague, Congresswoman Matsui of
California.

Mr. BURGESS. The chair thanks the gentleman.
The chair recognizes the gentleman from Oregon, the chairman
of the full committee, Mr. Walden, for 5 minutes.

OPENING STATEMENT OF HON. GREG WALDEN, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF OREGON

Mr. WALDEN. Thank you very much, Mr. Chairman. Again,
thank you for your leadership on this and so many other
healthcare issues.

Today marks our fourth Health legislative hearing on solutions
to address the opioid crisis, an epidemic that knows no geographic,
political, or socioeconomic bounds. Throughout this process, part of
this committee’s approach has been to shift attitudes towards sub-
stance use disorder and treatment. As I have stated before, sub-
stance use disorder is a medical illness, and we must treat it that
way. Removing the stigma of addiction is one of the most important
things we, as Members of Congress can do to respond to the na-
tional emergency, and it will dramatically change how we prevent
and treat this complex issue.

During our work to develop policies to stem the tide of addiction
and abuse, an extraordinary array of hospitals, physicians, patient
advocates and substance use disorder treatment providers have ap-
proached this committee to clearly state that existing Federal con-
fidentiality regulations, known as 42 CFR Part 2, or “Part 2,” are
interfering with case management and care coordination to effec-
tively treat substance use disorder.

The statute behind Part 2 was enacted more than 20 years ago,
20 years before the Health Insurance Portability Act, or HIPAA,
and 40 years prior to the use of electronic healthcare records. The
intent behind Part 2 was to protect patients seeking treatment
from negative repercussions, such as incarceration or loss of em-
ployment, laudable goals. And yet, Part 2 does not even apply to
all substance abuse disorder patients, meaning some providers
have full access to a patient’s medical records and others don’t.
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For the millions of patients suffering from substance use disorder
who are treated by a provider not subject to Part 2, their records
are protected by HIPAA. Now, this begs the following question: Is
HIPAA protective enough for those seeking substance use disorder
treatment or not? If it is not, what can we do to better protect pa-
tient privacy and better coordinate substance use disorder treat-
ment? Because, as currently written, the statute behind Part 2
handcuffs providers, and it hurts patients.

Representatives Mullin and Blumenauer have tackled this com-
plex issue and written the Overdose Prevention and Patient Safety
Act, which I believe strikes the right balance of maintaining and
strengthening patient protections while allowing for the limited
sharing of substance use disorder treatment records between
healthcare providers, plans, and clearinghouses.

The legislation also includes strong penalties and discrimination
prohibitions in statute to protect people seeking and receiving sub-
stance use disorder treatment. I have heard from providers in Or-
egon, from hospitals to healthcare centers to addiction specialists,
who believe these changes are critical to their improving treatment
of substance use disorder.

In fact, Mr. Chairman, I have a letter for the record from the Or-
egon Hospital Association commending our efforts I would like in-
serted, without objection.

Mr. BURGESS. Without objection, so ordered.

[The information appears at the conclusion of the hearing.]

Mr. WALDEN. So I understand this issue is a sensitive one. There
have been a lot of discussions. There has been a lot of confusion,
understandably so, about what this bill does or doesn’t do, which
is why we are having this extra hearing. Privacy law is complex,
which is why we are having additional testimony in addition to
what we heard in March. So we are here to learn more about this
issue, to listen to stakeholders on both sides of the argument. It is
important we have a thoughtful discussion and get to the bottom
of this.

The Ranking Member has made clear that he will evaluate bills
based on two principles: One, whether the proposal improves access
to treatment for opioid use disorders; and, two, whether the pro-
posal helps to prevent people from getting addicted to opioids in
the first place. I would argue that the Overdose Prevention and Pa-
tient Safety Act does both. Treating patients’ substance use dis-
order in isolation from their medical conditions, which predomi-
nated care in the 1970s, is not the standard of good medical prac-
tice today.

This legislation will arm physicians with all the necessary infor-
mation to provide the best care, ultimately improving access to
treatment and preventing the unnecessary prescribing of sub-
stances that may cause patient harm.

With that, Mr. Chairman, I would turn the remainder of my time
to Mr. Mullin of Oklahoma, the leader on this issue for this com-
mittee.

[The prepared statement of Mr. Walden follows:]
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PREPARED STATEMENT OF HON. GREG WALDEN

Today marks our fourth health legislative hearing on solutions to address the
opioid crisis, an epidemic that knows no geographic, political, or socio-economic
bounds. Throughout this process, part of this committee’s approach has been to shift
attitudes toward substance use disorder. As I have stated before, substance use dis-
order is a medical illness and we must treat it that way. Removing the stigma of
addiction is one of the most important things we as members of Congress can do
to respond to this national emergency and will dramatically change how we prevent
and treat this complex disease.

During our work to develop policies to stem the tide of addiction and abuse, an
extraordinary array of hospitals, physicians, patient advocates, and substance use
disorder treatment providers have approached this committee to clearly state that
existing federal confidentiality regulations, know as 42 CFR Part 2 or “Part 2”, are
interfering with case management and care coordination to effectively treat sub-
stance use disorder.

The statute behind Part 2 was enacted more than 20 years before Health Insur-
ance Portability and Accountability Act, or HIPAA, and 40 years prior to the use
of electronic health care records. The intent behind Part 2 was to protect patients
seeking treatment from negative repercussions, such as incarceration and loss of
employment. And yet, Part 2 doesn’t even apply to all substance use disorder pa-
tients, meaning that some providers have full access to a patients’ medical record
while others do not.

For the millions of patients suffering from substance use disorder who are treated
by a provider not subject to Part 2, their records are protected by HIPAA. This begs
the following questions—is HIPAA protective enough for those seeking substance
use disorder treatment or not? If it is not, what can we do to better protect patient
privacy and better coordinate substance use disorder treatment? Because as cur-
rently written, the statute behind Part 2 handcuffs providers and hurts patients.

Representative Mullin and Representative Blumenauer have tackled this complex
issue and written the Overdose Prevention and Patient Safety Act, which I believe
strikes the right balance of maintaining and strengthening patient protections,
while allowing for the limited sharing of substance use disorder treatment records
between health providers, plans and clearinghouses.

The legislation also includes strong penalties and discrimination prohibitions in
statute to protect people seeking and receiving substance use disorder treatment. I
have heard from providers in Oregon, from hospitals to health centers to addiction
specialists, who believe these changes are critical to their improving treatment of
substance use disorder.

I understand this issue is a sensitive one. There has been a lot of discussion and
confusion about what this bill does and does not do. Privacy law is complex, which
is why we are having another hearing in addition to the testimony we heard on this
issue in March. We are here to learn more about this issue and listen to stake-
holders on both sides of the argument. It is important that we have a thoughtful
discussion about ensuring that patients seeking these services receive privacy pro-
tections, parity and the same quality treatment that is provided to patients with
other chronic disorders.

The Ranking Member has made clear that he will evaluate bills based on two
principles: One, whether the proposal improves access to treatment for opioid use
disorders; or two, whether the proposal helps to prevent people from getting ad-
dicted to opioids in the first place. I would argue that the Overdose Prevention and
Patient Safety Act does both. Treating patients’ substance use disorder in isolation
from their medical conditions, which predominated care in the 1970s, is not the
standard of good medical practice today.

This legislation will arm physicians with all of the necessary information to pro-
vide the best care, ultimately improving access to treatment and preventing the un-
necessary prescribing of substances that may cause harm to a patient.

Thank you to our witnesses for joining us today. I look forward to hearing your
insights on this important bipartisan legislation, and furthering our efforts to com-
bat the opioid crisis.

Mr. MULLIN. Thank you, Mr. Chairman.

And thank you, Chairman Burgess, for allowing us to have this
hearing today and for all the witnesses. Congressman Blumenauer
and myself, we don’t typically agree on a whole lot, but when we
start talking about this, we do agree 100 percent on this issue.
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This is about allowing the physicians to be able to see the com-
plete record and be able to treat the patient as a whole, not just
part. This is about destigmatizing what addictions really mean. It
allows us to bring us back into the 21st century. When Part 2 was
first put up there, the medical field looked completely different
than it does now. So, without Part 2 alignment, we are going to
continue to stigmatize patients with substance use disorder.

I urge all my colleagues today to take a look at how we can bring
substance use disorder treatment and the rules and laws governing
them into the 21st century. It is simple. We want to take care of
the patients. The doctors want to take care of the patients. We
need to move forward. This is something that has hit all of us per-
sonally.

With that, Mr. Chairman, I yield back.

Mr. WALDEN. And I yield back.

Mr. BURGESS. The chair thanks the gentleman. The chair ob-
serves that there are a series of votes on the floor, so we are going
to recess while we attend to those votes on the floor. We will recon-
vene immediately after the last votes and hear from the ranking
member of the subcommittee, Mr. Pallone, for his opening state-
ment.

The committee stands in recess.

[Recess.]

Mr. BURGESS. I will call the Committee back to order. When the
Committee recessed for votes, we were in the process of hearing
opening statements from members, and it is now in order to yield
to the ranking member of the subcommittee, Mr. Pallone of New
Jersey, 5 minutes for an opening statement, please.

OPENING STATEMENT OF FRANK PALLONE, JR.

Mr. PALLONE. Thank you, Mr. Chairman.

Today’s hearing provides a critical opportunity for committee
members to better understand 42 CFR Part 2 and the legislative
proposal to roll back the heightened protections it provides.

As I noted at the subcommittee markup, we all agree that action
must be taken to combat the opioid epidemic ravaging our country,
but taking the wrong action because we are not spending the ap-
propriate amount of time to understand the consequences of a pro-
posal could have serious consequences of making things worse. And
that is why I requested a separate hearing that just focused on
Part 2 and any legislative proposal that would make changes to it.
And, as you know, not only is this issue controversial, but it is com-
plicated.

So I thank the chairman for having this hearing, because I think
it will help members hear firsthand why the substance use disorder
patient advocacy community is united in their opposition to rolling
back the protections of Part 2. This is the community that will bear
the ultimate burden of this action, and, therefore, we should listen
to their thoughts before making any changes that could potentially
cause harm. And we will also hear more about why the substance
use disorder provider community is split on this issue.

Mr. Chairman, you know we are in the midst of the worst opioid
epidemic in our country’s history. While I appreciate the bill’s spon-
sors’ intention to help build a better healthcare system for the pa-
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tient community, I do have concerns with the proposal before us.
Confronting the opioid crisis requires identifying strategies that
promote more people entering and remaining in treatment for
opioid use disorder. This is critically important because major chal-
lenges exist to getting people with substance use disorders to enter
treatment. In fact, SAMHSA’s National Survey on Drug Use and
Health found that only about 4 million people out of approximately
21 million Americans in need of substance use disorder treatment
received it in 2016, and that is only 19 percent.

And I believe that any action that will potentially prevent people
from seeking treatment for any substance use disorder, and par-
ticularly opioid use disorder, must be avoided. Unfortunately, the
proposal before us I think risks doing just that—reducing the num-
ber of people willing to come forward and remain in treatment.

Part 2 generally requires patient consent to share their sub-
stance abuse disorder medical records. That is because individuals
might not seek or remain in treatment if they are worried about
the real negative consequences that seeking treatment can have on
their lives. It can mean the loss of a job, a home, or a child. It also
could mean discrimination by doctors and insurers or, worse, ar-
rest, prosecution, and incarceration.

Disclosure of substance abuse disorder information has tangible
consequences that are not the same as other medical conditions.
You can’t legally be fired for having cancer, you are not denied visi-
tation to your child due to severe acne, and you are not incarcer-
ated for having a heart attack.

But ensuring strong privacy protections is critical to maintaining
people’s trust in the healthcare system and willingness to obtain
needed health services, and these protections are especially impor-
tant where very sensitive information is concerned.

So I think we are at a critical moment. At this moment, I believe
we should heed the advice of the congressional conferees that nego-
tiated the confidentiality statute that created Part 2, and I am
quoting. It said: “The conferees wish to stress their conviction that
the strictest adherence to confidentiality of substance use disorder
patient records is absolutely essential to the success of all drug
abuse prevention programs. Every patient and former patient must
be assured that his or her right to privacy will be protected. With-
out that assurance, fear of public disclosure of drug abuse or of
records that will attach for life will discourage thousands from
seeking the treatment they must have if this tragic national prob-
lem is to be overcome.”

Once again, we face a tragic national drug abuse problem, the
scale of which our country has never seen. And I believe maintain-
ing the heightened protections of Part 2 remain vital to ensuring
all individuals with substance abuse disorder can seek treatment
for their substance abuse disorder with confidence that their right
to privacy will be protected, and to do otherwise at this time I just
think is too great a risk.

I yield the rest of my time to the gentlewoman from California,
Ms. Matsui.

[The prepared statement of Mr. Pallone follows:]
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PREPARED STATEMENT OF HON. FRANK PALLONE, JR.

Thank you Mr. Chairman. Today’s hearing provides a critical opportunity for
Committee Members to better understand 42 CFR Part 2 and the legislative pro-
posal to roll back the heightened protections it provides.

As I noted at the Subcommittee markup, we all agree that action must be taken
to combat the opioid epidemic ravaging our country; but taking the wrong action,
because we are not spending the appropriate amount of time to understand the con-
sequences of a proposal could have very serious consequences of making things
worse. That’s why I requested a separate hearing that just focused on Part 2 and
any legislative proposal that would make changes to it. As you know, not only is
this issue controversial, it is complicated.

Ensuring adequate privacy protections is not easy. It requires balancing the needs
of patients with regard to the privacy of their medical information with the needs
of a coordinated health care system to best serve patients.

I believe today’s hearing will provide Members the opportunity to better under-
stand this issue, and hopefully truly grasp the potential unintended consequences
at risk to people’s privacy. This includes the treatment of medical records under
HIPAA’s treatment, payment, and health care operations exceptions compared to
Part 2, as well as the implications of such differences.

This hearing will also help Members hear firsthand why the substance use dis-
order patient advocacy community is unified in their opposition to rolling back the
protections of Part 2. This is the community that will bear the ultimate burden of
this action, and therefore we should listen to their thoughts before making any
changes that could potentially cause harm. We will also hear more about why the
substance use disorder provider community is split on this issue.

Mr. Chairman, we are in the midst of the worst opioid epidemic in our country’s
history. While I appreciate the bill sponsor’s intentions to help build a better health
care system for the patient community, I have serious concerns with the proposal
before us. Confronting the opioid crisis requires identifying strategies that promote
more people entering and remaining in treatment for opioid use disorder. This is
critically important because major challenges exist to getting people with substance
use disorders to enter treatment. In fact, SAMHSA’s National Survey on Drug Use
and Health found that only about 4 million people out of approximately 21 million
Americans in need of substance use disorder treatment received treatment in 2016.
That’s only 19 percent.

I believe any action that will potentially prevent people from seeking treatment
for any substance use disorder, and in particular opioid use disorder, must be avoid-
ed. Unfortunately, the proposal before us risks doing just that—reducing the num-
ber of people willing to come forward and remain in treatment.

Part 2 generally requires patient consent to share their substance use disorder
medical records. That is because individuals might not seek or remain in treatment
if they are worried about the real negative consequences that seeking treatment can
have on their lives. It can mean loss of a job, a home, or a child. But it also could
mean discrimination by doctors and insurers or worse arrest, prosecution, and incar-
ceration.

Disclosure of substance use disorder information has tangible consequences that
are not the same as other medical conditions. You cannot legally be fired for having
cancer, you are not denied visitation to your child due to severe acne and you are
not incarcerated for having a heart attack.

Ensuring strong privacy protections is critical to maintaining peoples’ trust in the
health care system and willingness to obtain needed health services. These protec-
tions are especially important where very sensitive information is concerned.

We are at a critical moment in history. And at this moment, I believe that we
should heed the advice of the Congressional Conferees that negotiated the confiden-
tiality statute that created Part 2:

“The conferees wish to stress their conviction that the strictest adherence to . .
. [confidentiality of substance use disorder patient records] is absolutely essential to
the success of all drug abuse prevention programs. Every patient and former patient
must be assured that his [or her] right to privacy will be protected. Without that
assurance, fear of public disclosure of drug abuse or of records that will attach for
life will discourage thousands from seeking the treatment they must have if this
tragic national problem is to be overcome.”

We once again face a tragic national drug abuse problem—the scale of which our
country has never seen—and I believe maintaining the heightened protections of
Part 2 remains vital to ensuring all individuals with substance use disorder can
seek treatment for their substance use disorder with confidence that their right to
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privacy will be protected. To do otherwise at this time is just too great a risk. Thank
you, I yield back.

Ms. MAtsul. Thank you, Ranking Member Pallone, and thank
you, Mr. Chairman, for holding this hearing today. This is a very
important complex issue relating to the opioid epidemic. I feel
strongly that we should take action in this space. Patients that are
currently receiving treatment may not be getting the best care if
their provider does not have all the information necessary.

However, many challenges remain, only some of which might be
solved by this bill. Providers still don’t always have electronic
health records, and even when they do, information is not always
shared across providers. We cannot fully coordinate care if sub-
stance abuse is not a part of your medical history.

However, we are walking a fine line. As much as we need to re-
duce stigma and move toward integrated care, we still face techno-
logical, medical, and social barriers. Most of all, we do not want to
unintentionally harm patients who may still be discriminated
against for their addiction.

I look forward to the discussion today, and I thank the witnesses
for their testimony.

Thank you, and I yield back.

Mr. BURGESS. And the gentleman yields back. The chair thanks
the gentleman.

This concludes the member opening statements. The chair would
like to remind members, pursuant to committee rules, all members’
opening statements will be made part of the record.

Testifying for our first panel is Congressman Earl Blumenauer.

Thank you, Mr. Blumenauer, for being with us today and taking
your time to testify before the subcommittee. We look forward to
what you have to share with us.

Just as a housekeeping detail, as is the general custom with a
Member testifying, we will not do questions, but we will go directly
to our second panel of witnesses.

Congressman Blumenauer, you are now recognized, 5 minutes, to
summarize your opening statement.

STATEMENT OF THE HON. EARL BLUMENAUER, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF OREGON

Mr. BLUMENAUER. Thank you, Mr. Chairman, for your courtesy,
and I appreciate the opportunity to share some observations with
you to be able to discuss how better to provide high-quality coordi-
nated care for patients with substance use disorders.

And I heard my two colleagues here, and I agree, but we are
looking here—I will put it slightly different. We have an antiquated
law that prevents lifesaving medical care for patients in recovery
for substance use disorders. Originally designed to protect the pri-
vacy of individuals in addiction treatment, this decades-old barrier
now creates an impediment to the implementation of integrated
care.

The Drug Abuse Prevention, Treatment, and Rehabilitation Act
of 1972 currently governs how doctors and healthcare professionals
share alcohol or substance use disorder records. Under this law,
which predates HIPAA of 1996, patient medical records from addic-
tion treatment facilities are segregated from the patient’s medical
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records. And this can create a life-threatening firewall that pre-
vents medical doctors from knowing their patients’ full medical his-
tory, which could include treatment for substance use disorders.

The rules that govern this firewall, known as 42 CFR Part 2, or
simply Part 2, are more restrictive than HIPAA. It supersedes
HIPAA and can only be breached in an emergency or with express
written consent of the patient. This consent can often be impossible
or difficult to maintain, and in those instances, the care itself can-
not be fully integrated. Failure to modernize Part 2 has weakened
our nation’s ability to respond to the ongoing opioid crisis that is
contributing to a record number of drug overdose deaths in 2017
and are continuing.

Our nation’s healthcare delivery system has changed and inno-
vated over the last 45 years. As providers shift towards new coordi-
nated models of care, they must rely on shared medical information
to improve patient health.

Regulations in Part 2 restrict the providers’ ability to access crit-
ical substance treatment information, which can result in poor and
in some cases tragic outcomes. And I believe the subcommittee has
heard some really jarring testimony to this effect. Doctors can’t
treat a whole patient with half a medical record. And patients have
a right to the best medical care available. Along with Representa-
tive Mullin, we have been pleased to author this bipartisan Over-
dose Prevention Act to prevent tragedies such as the committee has
heard.

The legislation would treat medical records generated at a sub-
stance use treatment facility that relate to treatment, payment, or
healthcare operations in exactly the same manner as all other med-
ical records, removing the stigma that has for so long segregated
those records from the rest of the healthcare system.

At the current time, persons with substance use disorders are
the only subset of the healthcare patients whose records are treat-
ed differently and, as a result, may not receive the coordinated care
they need.

Now, there is stigma associated with mental health and HIV/
AIDS, but both mental health and HIV/AIDS fall under the protec-
tions of the HIPAA privacy law. Care is improving for both of those
populations, thanks to increased access to public health data and
open lines of communication that reduce unnecessary discrimina-
tion.

For Americans who are in recovery, our legislation maintains
and strengthens Part 2 protections, to prevent disclosure of infor-
mation. For example, it is currently illegal to share individuals’
substance treatment record for an employer, law enforcement, or
landlord. That wouldn’t change under this legislation. Indeed, we
would strengthen the penalties for unauthorized disclosure to make
it more secure. As the healthcare system moves forward, more ro-
bust, integrated care models, every member of a patient’s treat-
ment team needs to understand the patient’s full medical history,
including substance abuse disorder. Current Part 2 regulations
stand as a hindrance to the whole person care, and I think they
must be changed to ensure all patients, regardless of diagnosis,
have access to safe, effective, high-quality treatment and care.
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I deeply appreciate the opportunity to share some observations
with you and look forward to your discussions in this area to be
able to give people the big picture. Thank you very much.

[The prepared statement of Mr. Blumenauer follows:]

U.S. Energy and Commerce Committee
Subcommittee on Health
“Improving the Coordination and Quality of Substance Use Disorder Treatment”
May 8, 2018
Chairmen Walden and Burgess, Ranking Member Pallone and Green, and Members of the
Subcommittee, thank you for inviting me to discuss the importance of providing high-quality,

coordinated care to patients with substance use disorders.

Simply put, an antiquated Jaw prevents lifesaving medical care for patients in recovery for
substance use disorders. Originally designed to protect the privacy of individuals in addiction
treatment, this decades-old barrier now creates an impediment to delivery of integrated medical

care.

The Drug Abuse Prevention, Treatment and Rehabilitation Act of 1972 currently governs how
doctors and health care professionals share alcohol or substance use disorder treatment records.
Under this law, which pre-dates the Health Insurance Portability and Accountahility (HIPAA) Act of
1996, patient medical records from addiction treatment facilities are segregated from the patient’s
medical record. This creates a life-threatening firewall that prevents medical doctors from knowing
their patient’s full medical history, which could include treatment of substance use disorders. The
rules that govern this firewall are known as 42 CFR Part 2, or simply “Part 2", This outdated policy,
is more restrictive than HIPAA, supersedes HIPAA, and can only be breached in an emergency or
with the express written consent of the patient. That consent can often be impossible or difficult to
maintain, and in those instances, the care cannot be integrated. Failure to modernize Part 2 has
weakened our nation’s ability to respond to the ongoing opioid crisis and is contrihuting to the

record number of drug overdose deaths in 2017.
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Our nation’s health care delivery system has changed and innovated over the last 45 years. As
providers shift towards new coordinated models of care, they must rely on shared medical
information to improve patient health. Part 2 regulations restrict providers’ ability to access critical
substance abuse treatment information, which results in poor and, in some cases, tragic outcomes
for patients. The story of Jessica “Jessie” Grubh, who passed away from an overdose in March 2016,
demonstrates the consequences of providers not having access to a patient’s full heaith history.
Jessie, who was in substance use recovery, went in for routine surgery. Providers were informed by
her parents that she should not be given opioids except under strict supervision. However, upon
discharge Jessie was prescribed 50 oxycodone pills, and the hospital pharmacy filled the
prescription because her substance use disorder treatment history was not in her medical record.
That night, she died as the result of an overdose. Jessie's father, David, said at the time “she went

home with, in essence, a loaded gun.”

Doctors can't treat a whole patient with half a medical record and patients have a right to the best
medical care available. |, along with Representative Mullin, have authored the bipartisan Overdose
Prevention and Patient Safety Act, H.R. 3545, to prevent tragedies like Jessie’s and will align Part 2

regulations with the existing patient confidentiality protections under HIPAA.

Our bipartisan legislation would treat medical records generated at a substance use treatment
facility that relate to “treatment, payment, or health care operations” in the exact same manner as
all other medical records, removing the stigma that has for so long segregated those records from
the rest of the health care system. Stigma around substance use disorders unfortunately still exists,
and it should not be the major reason preventing care coordination for patients with a chronic
illness. At the current time, persons with substance use disorders are the only subset of health care

patients whose records are treated differently, and as a result, may not receive coordinated care.
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Stigma is also associated with mental health and HIV/AIDs; but both mental health and HIV/AIDs
patients fall under the protections of the HIPAA privacy law. Care is improving for both of those
populations, thanks to the increased access to public health data and open lines of communications

that reduce unnecessary public discrimination.

For Americans who are in recovery, our legislation maintains and strengthens existing Part 2
protections that prevent the disclosure of substance abuse treatment records in a manner that
might lead to prosecution, discrimination, or loss of employment, housing, or child custody. For
example, currently it is illegal to share an individual’s substance use treatment record with an
employer, law enforcement, or a landlord. That wouldn't change under H.R. 3545. Furthermore,
H.R. 3545 will require automatic dismissal of criminal proceedings based upon a substance use
treatment record that was improperly obtained using the process currently set forth under Part 2.
Finally, current penalties for improperly disclosing or sharing confidential patient information
under Part 2 range from $500 to $5,000. Our legislation would increase the penalty range to $100

to $1.5 million, providing the stronger enforcement standards currently in place under HIPAA.

As our health care delivery system moves towards more robust, integrated care models, every
member of a patient’s treatment team needs to understand a patient’s full medical history,
including substance use disorder history. Current Part 2 regulations stand as a hindrance to whole-
person care and must be changed to ensure all patients, regardless of diagnosis, have access to safe,

effective, high-quality treatment and care.

Thank you for the opportunity to share the importance of the Overdose Prevention and Patient
Safety Act, H.R. 354, with you, I look forward to continuing to engage with Members of the

Subcommittee as you consider these important issues.
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Mr. BURGESS. Mr. Blumenauer, thank you for providing your tes-
timony to the subcommittee today. It is a very valuable part of our
insight into solving this problem.

Mr. WALDEN. Mr. Chairman, before my colleague from Oregon
departs the table——

Mr. BURGESS. The gentleman is recognized.

Mr. WALDEN [continuing]. I would point out that, in 1972, he was
winning his first election to the statehouse at the age of either 23
or 24, depending upon when this was written into law. So not that
it has been a long time since 1972, but he has had a very distin-
guished career ever since. On the city council, my father and he
served together in the State legislature. Yes, he does go back that
far. And then here in the Congress. So we appreciate him being
here and sharing this.

Mr. BLUMENAUER. And his father was the real legislator.

Mr. WALDEN. Mr. Chairman, is this where I move to table the
bill?

Mr. GREEN. Does the chairman yield? Mr. Chairman, I was also
elected in 1972. Are you telling me we are old?

Mr. WALDEN. I would never—no. I am saying the law that was
started in 1972 is old.

Mr. BURGESS. The chair thanks the historical perspective that all
have provided today.

Mr. Blumenauer, again, thank you for sharing with us.

And we will transition into our second panel. And as we do that,
I want to thank all of our witnesses for being here today, and join
us at the witness table. Each witness is going to have the oppor-
tunity to give an opening statement, followed by questions from
members.

Do we have our name placards at the ready?

So, as Zach is placing the names, today we are going to hear
from Mr. Dustin McKee, director of policy, the National Alliance on
Mental Illness, from Ohio; Ms. Patty McCarthy Metcalf, executive
director, Faces and Voices of Recovery; Mr. Jeremiah Gardner,
manager of public affairs and advocacy, Hazelden Betty Ford Foun-
dation; Dr. Westley Clark, the dean’s executive professor, Public
Health Program, Santa Clara University; and Mr. Gerald DeLoss,
officer, Greensfelder, Hemker and Gale, Public Corporation.

We appreciate each of you being here today. And, Mr. McKee,
you are now recognized for 5 minutes for an opening statement,
please.
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STATEMENTS OF DUSTIN MCKEE, DIRECTOR OF POLICY, THE
NATIONAL ALLIANCE ON MENTAL ILLNESS OF OHIO; PATTY
MCCARTHY METCALF, EXECUTIVE DIRECTOR, FACES AND
VOICES OF RECOVERY; JEREMIAH GARDNER, MANAGER OF
PUBLIC AFFAIRS AND ADVOCACY, HAZELDEN BETTY FORD
FOUNDATION; H. WESTLEY CLARK, M.D., J.D., M.P.H.,, THE
DEAN’S EXECUTIVE PROFESSOR, PUBLIC HEALTH PRO-
GRAM, SANTA CLARA UNIVERSITY; AND GERALD (JUD) E.
DELOSS, OFFICER, GREENSFELDER, HEMKER AND GALE,
P.C.

STATEMENT OF DUSTIN MCKEE

Mr. McKEE. Thank you, Mr. Chairman.

Chairman Burgess, Vice Chair Guthrie, Ranking Member Green,
and members of the Energy and Commerce Subcommittee on
Health, thanks for this opportunity to testify before you today on
H.R. 3545, the Overdose Prevention and Safety Act. As you all well
know, our nation is in the midst of a public health crisis.

Between 2014 and 2016, in my home State of Ohio, 10,383 people
died from an opiate-related overdose. One of those people that died
during that time was my big brother, Brandon J. McKee. He was
36. He left behind three sons, 4, 11, and 16. Mr. Chairman, Bran-
don’s death was preventable. However, the antiquated provisions of
42 CFR Part 2 prevented his medical professionals that were pre-
scribing him high doses of opiate-based pain medications with mul-
tiple refills from knowing that they were treating a high-risk pa-
{:ient with an ongoing history of substance abuse treatment and re-
apse.

But before I start describing the events leading to his death, I
want to tell you a little bit about Brandon. Brandon struggled for
most of his life with addiction disorder, but in spite of it, he found
success early. My big brother was the best salesman you will ever
meet. This guy could sell a double bacon cheeseburger to a vegan.
He was a talented salesman that made six figures by the time he
was 20 years old selling cars in Mansfield, Ohio, as a sales man-
ager.

But despite two courses of residential treatment and periodic
outpatient treatment for substance use disorder, his substance use
led to several job losses, multiple DUIs, lots of family strife, and
an eventual divorce. After that divorce, he moved into my mom’s
baﬁement. She was kind enough to let him be there to try and get
sober.

One night, he decided to go out and he got into a terrible car
crash that crushed a few vertebrae in his spine. He was transferred
up to Cleveland Metro Hospital. The orthopedist had no way of
knowing he was an addict. So, after the surgery, he was prescribed
high doses of opiate-based pain medication with multiple refills.
Four months later, interestingly enough, he broke his back again
while riding his bike and getting into a wreck. Again, he went to
that same surgeon, and, again, he was prescribed high doses of opi-
ate-based painkillers with multiple refills. He didn’t sign a 42 CFR
waiver. He was an addict. He was about ready to get the holy grail.
Those drugs made him feel perfect.
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We didn’t even know that he was on narcotics until—well, I was
the last one to speak with him 3 days before his death. He had
burned all his bridges because of the secrets and lies associated
with his addiction disorder. He called me that day and admitted
that it was more than just the alcohol and that he was taking pills.
And I said I was proud of him for telling me about it. Ironically,
his phone battery was drained that day, and his phone cut out be-
fore the conversation was over. His last words to me were, “I am
going to go to that NA meeting tonight, I promise, brother.” Three
days later, he died of a heroin overdose. He was found alone in his
apartment curled up on the floor in the fetal position. It was May
10, 2014.

Mr. Chairman, Brandon’s story demonstrates that 42 CFR Part
2 is a significant barrier to integrating care for behavioral health,
medical/surgical care, and aftercare. It is also a major patient safe-
ty issue. We at the National Alliance on Mental Illness know that
siloed treatment for mental illness and addiction is ineffective,
leads to negative outcomes. This is common sense.

I would further emphasize that H.R. 3545 takes a very narrow
targeted approach that simply aligns 42 CFR Part 2 with HIPAA
for the purposes of sharing information only for treatment, pay-
ment, and healthcare operations. There is no risk that the records
will be shared with outside parties, like landlords, employers, law
enforcement, or exposing folks to civil litigation.

These are commonsense policy changes. You can make these
changes. The lives of your constituents may just depend on it.

Thank you for this opportunity to testify before you today. I
would be happy to answer any questions.

[The prepared statement of Mr. McKee follows:]
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Dustin James McKee
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The Overdose Prevention and Safety Act
May 8%, 2018

Chairman Burgess, Vice Chair Guthrie, Ranking Member Greene and members of the Energy and
Commerce Subcommittee on Health, thank you for this opportunity to testify before you today
regarding HR 3545, the Overdose Prevention and Safety Act.

As you know, our nation is in the midst of a public health crisis. Opiates are killing more and more
people each year. in 2016, my home state of Ohio had the second highest opiate overdose death rate in
the nation. According to the Centers for Disease Control and Prevention, 10,383 people have died from
opiate overdoes since 2014.

One of the people who died of an opiate overdose in 2014 was my big brother, Brandon johnathan
McKee. He was 36. He was the father of three sons, ages 4, 11 and 16 at the time of his death.

Brandon’s death was preventable. However, in part because of the antiquated provisions contained
within 42 CFR Part 2, the medical professionals that prescribed him opiate based pain medications were
not able to identify him as a high risk individual with a history of substance use disorders, substance use
treatment, and countliess relapses.

Brandon struggled with addiction for most of his adult life. When he was 17, he fell while attempting a
trick on his skateboard and dislocated his shoulder. His ex-wife recails him frequently saying that the
opiate based pain medication he was given intravenously in the emergency department gave him the
best sensation that he had ever experienced in his life. it seems as though that incident was the
beginning of a long and ultimately unsuccessful battle with substance use and addiction.

Brandon was a talented salesman. By age 21, he was making a six figure salary as a sales manager at a
car dealership in Mansfield, Ohio. However, despite his career success, his addictions constantly
plagued him. Even after receiving two courses of residential substance use treatment, and ongoing
outpatient treatment, his substance use led to several eventual job losses, multiple DUY's, family strife,
and an eventual divorce.

After his divorce, Brandon moved into my mother’s basement in Wooster, Ohio. He was 35 at the time.
Although he was trying to get sober and going to meetings, he relapsed one night. He took his truck to
the bar after taking some mixture of tranquilizers and alcohol. He drank until the tavern closed, and
then tried to drive his truck home. That night, he passed out behind the whee! and crashed into a large
post, shattering several vertebrae in his back.

After the accident he was taken to Wooster Community Hospital and was eventually transported to
Cleveland Metro Hospital where he would have back surgery to repair his spine. Because of 42 CFR Part
2, his orthopedic surgeon had no way of knowing that Brandon had a serious opiate related substance
use disorder. Brandon did not sign a waiver, nor would he ever sign such a waiver if he had a chance to
get a long-term prescription for opiate pain killers. These medications made him feel perfect, and he
couldn’t resist such an opportunity.
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After the surgery, his surgeon gave him a prescription for a high dose opiate-based pain medication,
with multiple refills. Four months later, he fell down and broke the titanium screws in his back. This
second accident required a second surgery. Due to 42 CFR Part 2, the surgeon was once again unable to
see that Brandon was an addict with a long history of substance use disorder treatment. Unsurprisingly,
this lack of care coordination led to yet another prescription for a high dose opiate-based pain
medication with multiple refiils.

After Brandon’s pain medication prescriptions were used up, he turned to street heroin. However, until
his fatal overdose, none of us knew that he was an intravenous drug user. He was going to work every
day, selling car,s and living in his own apartment.

Three days before he died, he called me. He finally admitted to me, and only me, that he was struggling
with narcotics, He never told me he was addicted to heroin, he was too ashamed to say so. However,
he said he’d been taking opiate based pain pills, and had been off of them for a week and a half.

He was crying. He told me he had made it through the “dope sickness” of withdraw, and would be
attending an N.A. meeting that evening. lronically, during our conversation, the battery in his phone
was drained and his phone cut off before the conversation was finished. The last words he said to me
was “I'm going to go to that meeting brother, | promise”, and then the phone shut off.

Three days later, he died of a heroin overdose, alone in his apartment. He was found curled up in the
fetal position. It was May 10", 2014,

Mr. Chairman, as Brandon’s tragic story demonstrates, 42 CFR Part 2 is a significant barrier to integrating
physical and behavioral health. it is also a major patient safety issue. We at the National Alliance on
Mental lliness (NAMI) feel strongly that this barrier to integration and source bad outcomes {for both
physical and behavioral health) needs to be updated and brought into the 21% Century.

Individuals diagnosed with a mental health conditions are at much greater risk of abusing substances
and falling into the grip of addiction. Additionally, we know that siloed treatment for mental iliness and
addiction is ineffective and leads to negative outcomes in both an individual’s mental health and
substance use condition. In many instances, it also creates an even greater risk that individuals will
experience poorly managed co-morbid, chronic medical conditions. This is a major contributing factor
to the high rates of early mortality for individuals living with mental illness. Numerous studies have
found that life expectancy for adults with mental iliness may be as much as 25 years less than the
general population.

Integrating care across not only mentai health and substance use care, but also with primary and
specialty medical care, is effective at improving clinical outcomes. !t also lowers overall costs across
public programs, such as Medicare and Medicaid, and private programs like employer-provided health
insurance. However, integration cannot be achieved without the sharing of treatment records among
providers. 42 CFR Part 2 remains a significant barrier to the sharing of clinical data and the proper
coordination of care. These burdensome consent requirements that are not aligned with HIPAA further
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stigmatize mental illness and substance abuse as separate from the rest of the health care system.
Parity is necessary across the heaith care system to ensure that behavioral health records are managed
the same as ail patient data. 2018 marks the 10% anniversary of this Committee passing the Paul
Wellstone and Pete Domenici Mental Health Parity and Addition Equity Act (MHPAEA). This was a huge
victory for Americans living with mental iliness and substance use disorders. At the same time, we will
never achieve fuil parity until we live by the same rules and standards as the rest of health care. Thisis
especially the case with the sharing of critical health information and the integration of care for the
whole patient.

i would further emphasize that HR 3545 takes a very narrow targeted approach that simply aligns 42 CFR
Part 2 with HIPAA for the purposes of sharing information for “treatment, payment and health care
operations” or TPO. This legislation in no way places treatment records at risk of being shared outside
of the context of health care TPO, that is to landlords, employers, law enforcement or civil litigation. In
fact, the current draft strengthens existing penaities for inappropriate or illegal disclosure of behavioral
health treatment records.

With bipartisan support, this Committee has embraced alternative payment models {APMs) and is
moving our nation’s health care system toward paying for “value over volume.” As long as behavioral
heatlth records remain subject to separate rules that prevent the sharing of data for treatment, payment
and health care operations, mental heaith and substance use will again be left behind the rest of the
health care system. As you advance addiction treatment legislation this spring, | urge you to include the
provisions that are in HR 3545 in any bill that is produced by the Committee. This is an important
opportunity to improve coordination of care and produce better outcomes for people with mental
health and substance use conditions.

Separate is never equal, it is time to align 42 CFR Part 2 with HIPAA and move us toward the goal of true
health care integration.

The members of this subcommittee, along with their colleagues in the One Hundred Fifteenth United
States Congress have an opportunity to prevent deaths like these. By passing HR 3545 and removing the
antiquated barriers to care integration that exist today because of 42 CFR Part 2, physicians with high
risk patients like Brandon can be fully informed so they can medically manage the hazards associated
with prescribing opiate-based pain medications to people with a history of addiction treatment.

turge you to make the common sense policy changes in HR 3545 by passing this legislation. The lives of
your constituents may actually depend on it.

Thank you again for this opportunity to testify. | would be happy to answer any questions that the
committee has at this time.
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Mr. BURGESS. Mr. McKee, thank you for your testimony.
Ms. Metcalf, you are recognized for 5 minutes, please.

STATEMENT OF PATTY MCCARTHY METCALF

Ms. METCALF. Good afternoon. And, first, I would like to thank
the committee for hosting this important hearing and for inviting
me to testify. My written and oral testimony are the result of my
experience as a person in substance use disorder recovery, as well
as my professional experience as the executive director of Faces
and Voices of Recovery.

I am a woman in long-term recovery from alcohol and drug ad-
diction. For me, that means I haven’t used alcohol or drugs in over
28 years. And that recovery has allowed me to give back to my
community, earn college degrees, own a home, raise a family, pay
taxes, establish a career, and become a leading advocate for the re-
covery community.

As an organized voice protecting the rights of individuals with
substance use disorders, Faces and Voices of Recovery is adamantly
opposed to dismantling of our critically important 42 CFR Part 2
confidentiality protections. We do not want our highly sensitive
personal information shared for the purposes of treatment, pay-
ment, healthcare operations, or for any other purpose beyond the
current rule without our express written consent.

We agree with the Congress who enacted Part 2 in the 1970s
that weakening privacy regulations will discourage individuals who
need treatment from seeking it. The dismantling of Part 2 is the
antithesis of the principle of patient-centered, integrated care and
is largely being pursued by coalitions and entities who hold their
own business interests ahead of the rights of the interests of our
community. These protections are as critical now as they were 40
years ago and must be maintained to ensure that individuals and
families will seek help.

We believe that the interaction between a treatment provider
and the client, when discussing specific consents and disclosures,
strengthens the therapeutic relationship and builds trust. Patients
feel secure enough to know where their personal health informa-
tion is going and for what purpose. Most often, the treatment pro-
vider encourages their clients to provide a written consent, to share
information with their primary care physician, but if the client is
reluctant to do so for whatever reason, they have an opportunity
to weigh the benefits and discuss the options.

We wouldn’t be here today discussing Part 2 if it weren’t for the
fact that we are in the midst of an opioid epidemic. But I want to
remind you that the Federal confidentiality regulations are in-
tended to protect the privacy for all individuals with all substance
use conditions, not just those with opioid use disorders.

There are an estimated 16 million people like me in the United
States that have an alcohol use disorder. And research has repeat-
edly shown that people with alcohol use disorders experience stig-
matization by the public as well as from health professionals more
severely than people with mental disorders. This perceived stigma
is shown to reduce the probability of using healthcare services and
thereby contributes to a decreased likelihood of seeking treatment.



24

Research also indicates that worries about privacy keep people
from seeking treatment. Making these changes to minimize our pri-
vacy protections will have long-lasting effects for a wide range of
individuals and family members. The potential for negative con-
sequences of stigma and discrimination with regard to employment
and education is real for millions of Americans, even after years of
sustained recovery from alcohol and drug addiction. And unlike
most other medical illnesses, substance use disorders often have
criminal and civil, legal consequences, and patients are vulnerable
to arrest, prosecution, and incarceration.

Patients may be hesitant to reveal they have been discriminated
against, because they would have to disclose the use of illegal
drugs as well as the activities that are associated with the use of
illegal drugs. The vast majority of persons who will have this hap-
pen to them will lack the resources to determine who used their in-
formation in an improper way. Even if they did know this, in most
cases, they would not take action for the very fact that trying to
assert their rights would acknowledge drug use and addiction in a
way that would open them up to prosecution and discrimination.
Part 2 provides safeguards for patients against potentially disas-
trous results of unauthorized disclosure.

In conclusion, beyond the significant harm that eliminating Part
2 would do to our communities, it is entirely unnecessary. There
is far too much at stake here for those of us depending on these
protections in order that we may heal and realize our full potential
as productive citizens of this great nation. Many of us have made
it clear that we would not have gone to substance use disorder
treatment or accepted services if we thought our information would
be shared with other entities without our permission or knowledge.
We would not have put our careers, reputations, our families at
risk of stigma and discrimination if we were not assured that our
information about our substance use disorder was safe and would
only be shared with our consent. As a person in long-term recovery,
a parent, and on behalf of the recovery community, I look forward
to working with members of the committee to protect patient pri-
vacy.

And thank you for the opportunity to testify and address such an
important issue to our community.

[The prepared statement of Ms. Metcalf follows:]
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House Energy and Commerce Committee, Health Subcommittee hearing -
“Improving the Coordination and Quality of Substance Use Disorder Treatment”
May 8, 2018

Statement by
Patty McCarthy Metcalf

Executive Director of Faces & Voices of Recovery

First, T would like to thank the Committee for hosting this important hearing and for inviting me
to testifv on “Improving the Coordination and quality of Substance Use Disorder Treatment.”

My written and oral testimony are the results of my personal experience as a person in substance
use disorder recovery and well as my professional experience as the Executive Director of Faces

& Voices of Recovery.

ABOUT ME:

My name is Patty McCarthy Metcalf. 1am a woman in long term recovery from alcohol and
drug addiction. For me, that means that I haven’t used alcohol or other drugs in over 28 years.
Recovery has allowed me to give back to my community, earn college degrees, own a home,
raise a family, pay taxes, establish a career and become a leading advocate for the recovery

community.

I have personal lived experience with substance use disorder (“SUD”) treatment. As a teen and
young adult, [ went to residential treatment three times. The third time, I had just turned 18
years old and was admitted to inpatient treatment for alcohol use disorder and cocaine use. If
today I was trying to start college, starting my career, or even buying life insurance, it’s likely [
wouldn’t be telling you this for fear of stigma and discrimination.

840 First Street NE 3" Floor » Washington, DC 20002
202.737.0690 « Fax: 202.737.0695

www facesandvoicesofrecovery.org
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In fact, if | had a drug-related felony and wanted to apply for federal financial aid to go to

college or if I wanted to get a license to cut hair, I could be ineligible based on my past history
even though I am in long term recovery. The point is that stigma and discrimination are still

barriers for millions of people in or seeking recovery from substance use disorders.

ABOUT FACES & VOICES OF RECOVERY:

Faces & Voices of Recovery is a national recovery advocacy organization based in Washington,
D.C. Since 2001, we have been dedicated to unifying around key priorities — to gain needed
resources for recovery and to end stigma and discrimination against people in recovery. We are
working to eliminate barriers to recovery for every American and every family, and to help
today’s children and future generations, who often are the biggest winners in the process of

recovery.

The Association of Recovery Community Organizations (“ARCO™) at Faces & Voices of
Recovery is comprised of over 100 organizations across the nation with hundreds of thousands of
individuals engaged in their programs and participating in recovery support services. By
organizing and speaking out together, we support and give hope to individuals who are still

struggling with addiction and to those who have found the power of long-term recovery.

As an organized voice protecting the rights of individuals with substance use disorders, we are
adamantly opposed to the dismantling of our critically important 42 CFR Part 2 (*Part 2”)
confidentiality protections. We do not want our highly sensitive, personal information shared for
purposes of treatment, payment, health care operations or for any other purpose beyond current

the rule without our express written consent or Part 2°s other safeguards.

PATIENT PRIVACY:

The advocacy efforts to eliminate 42 CFR Part 2 have largely been driven by coalitions of

hospital associations, insurers, treatment agencies, software vendors and pharmaceutical

840 First Street NE 3" Floor » Washington, DC 20002
202.737.0690 » Fax: 202.737.0695

www facesandvoicesofrecovery.org
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companies, without representation of patient adVoéacy groups or people in recovery from alcohol

and other drug addiction. Faces & Voices of Recovery agrees with the Congress who enacted
Part 2 in the 1970s that weakening privacy regulations will discourage individuals who need
SUD treatment from seeking it. In fact, we believe that the interaction between a SUD treatment
provider and the client when discussing specific consents and disclosures strengthens the
therapeutic relationship and builds trust. Patients feel secure enough to know where their
personal health information is going and for what purpose. We also regularly encounter medical
providers who do not understand the 42 CFR Part 2 protections and mistakenly believe it to be a
barrier to care because they do not understand how 42 CFR Part 2 works or the recent changes
made to them so they work in our 21 century healthcare environment. We believe that resources
targeted towards educating the medical field on the current Part 2 protections and to increase
understanding of substance use conditions would go far to improve care without eliminating our

rights.

An essential element of treatment and recovery includes strength-based approaches that are
paticnt-centered and empower the person to choose who to share their information with and
when. Most often the treatment provider encourages their clients to provide a written consent to
share information with their primary care physician. If the client is reluctant to do this, they have
an opportunity to weigh the benefits and discuss options. In addition, through the updated 2017
Part 2 regulations, patients can now choose to disclose their SUD treatment records in a
simplificd consent form to their other treating providers in electronic health networks, integrated
carc systems, as well as treating provider entities (e.g., hospitals, and mental health and other

outpaticnt health centers).

Shared decision-making and whole person care require the participation of the patient. A system
that denies paticnt autonomy and dignity will discourage people from seeking help for a
substance use condition. An integrated, recovery-oriented system of care would not seek to keep
persons with substance use conditions from being a partner in their own care. The dismantling
of 42 CFR Part 2 is the antithesis of the principle of patient-centered, integrated care, and is

840 First Street NE 3" Floor » Washington, DC 20002
202.737.0690 + Fax: 202.737.0695

www.facesandvoicesofrecovery.org



28

FACES
VOICES

largely being pursued by groups who hold their own business interests ahead of the rights and

interests of our community.

UNINTENDED CONSEQUENCES:

Federal confidentiality regulations are intended to protect the right to privacy for individuals
with all substance use disorders, not just those with opioid use disorders. An estimated 16
million people in the United Statcs have an alcohol use disorder (“AUD”), according to the
National Institute on Alcohol Abuse and Alcoholism. Research has repeatedly shown that people
with AUDs experience stigmatization (by the public as well as from health professionals) more
severely than people with other mental disorders. A high perceived stigma in persons diagnosed
with an AUD has been shown to reduce the probability of using health care services and thereby
contributes to a decreased likelihood of treatment seeking. Research also indicates that worries
about privacy keep people from secking treatment. (Source: NIAAA, Alcohol Alert, Number 81:
Exploring Treatment Options for Alcohol Use Disorders.)

Making changes to minimize 42 CFR Part 2’s protections will have long lasting effects for a
wide range of individuals and family members. For example, my daughter participated in
counseling (at a Part 2 program) as a requirement of a diversion program for a possession of mait
beverage charge (underage drinking). Without privacy protections, this information would be
automatically prominently displayed on her medical record and could negatively impact her for
the rest of her life. Had the counseling been related to illicit drug use, the harm could be
devastating to her future. As a proud parent, 1 am happy to report that my daughter graduated
college with a 4.0 GPA last week. As another example, a truck driver with a commercial
driver’s license may participate in counseling and driving under the influence (“DUI”) classcs at
the advice of his or her attorney after a first DUT offense. If a medical screening is a requirement
for employment, as it is for many professions, the physician could potentially disclose his or her
substance use disorder treatment history. The potential for negative consequences of stigma and
discrimination with regard to employment and education is real for millions of Americans even

after years of sustained recovery from alcohol and drug addiction.

840 First Street NE 3" Floor » Washington, DC 20002
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Unlike most other medical illnesses, substance use disorders often have criminal and civil legal
consequences. Part 2 provides safeguards for patients against potentially disastrous resuits of
unauthorized disclosure. Unlike individuals with other illnesses or disabilities, SUD patients are
vulnerable to arrest, prosecution, and incarceration. Additionally, many people with SUD (who
are currently using illegal drugs) are not protected by federal or state civil rights laws that protect
people with disabilities from employment, housing and other types of discrimination. Loosened
confidentiality protections for SUD patient records can not only discourage patients from seeking
treatment, but also subjects them to the risk of experiencing severe negative consequences and

discrimination.

SUD patients may be hesitant to reveal they have been discriminated against. Someone using
illegal drugs would have to reveal this fact, as well as the activities associated with the use of the
illegal drugs. The vast majority of persons who will have this happen to them will lack the
resources to determine who used their information in an improper way. Even if they did, in most
cases individuals would not do so as by the very act of trying to assert their rights would
acknowledge drug use and addiction in a way that would open them up to prosecution and

discrimination.

The assertion that 42 CFR Part 2 is a barrier to health care is patently false. Part 2 simply
requires that a patient decide if they want to share their personal information with another party.
That's all it does. It is not a barrier, because it includes the patient in determining what risk the
patient is willing to assume when their personal information is being shared with others. Part 2 as
it stands today is a key element of integrated carc in the most fundamental way. It upholds the
autonomy and dignity of the patient by allowing the person with the substance use condition to
decide who gets to get their information. We cannot integrate care by excluding the patient from
the ability to make choices about what happens to their information. This is paternalistic and

misguided.

840 First Street NE 3 Floor « Washington, DC 20002
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There are protections that people would lose if HIPAA becomes the standard for substance use
information. Law enforcement authorities could seize patient records with subpoenas and general
court orders and use them to prosecute people in addiction treatment programs. The Health
Insurance Portability and Accountability Act (“HIPAA™) does not provide significant protections
against information in substance use disorder (“SUD™) records being routinely seized to
investigate and prosecute patients in substance use treatment. Under the federal substance use
disorder confidentiality regulation, Part 2treatment programs are prevented from releasing
patients’ SUD information to law enforcement authorities, and judicial or administrative bodies,

without a special court order.

CONCLUSION:

Beyond the significant harm that this proposed legislation (H.R. 3545) would do in our
communities, it is entirely unnecessary. It is deeply disturbing to us that organizations who
ostensibly support recovery and patient autonomy are supporting the elimination of these rights
for our community. Others appear to be signing on for financial gain, convenience, other

unknown purposes.

There is far too much at stake here to those of us depending on these protections in order that we
may heal and realize our potential as productive citizens of this great nation, Congress was wise
in its adoption of these important protections in the early 1970°s when they passed the law. They
recognized at that time that these protections were necessary as they were facing a heroin
epidemic and they understood that they were important in order to allow people to seek help for
their substance use conditions without fear of their information going out father than necessary.
As recently as last year, the regulations have been updated to reflect our changing health care
system while ensuring our ability to consent to share it. We believe that many medical providers
are unaware of these changes. The current Part 2 protections should be given an opportunity to

work instead of pursuing these efforts to eliminate our rights.

840 First Street NE 37 Floor » Washington, DC 20002
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While it is true that there are many parallels between substance use conditions and other medical
conditions, by its very nature, substance use conditions may involve use of illicit substances
which is an illegal activity. The recognition of this fact led to the very protections that this bill
seeks to dismantle, These protections are as critical as they were 40 years ago and must be

maintained to ensure that individuals and families will scek help.

Many of us have made it clear that we would not have gonc to substance use disorder treatment
or accepted these services if we thought that our information would have been shared with other
entities without our permission or knowledge. We would not have put our careers, reputations,

or families at risk of stigma and discrimination if we were not assured that information about ou

substance use disorder was safe and would only be shared with our consent.

At a time when the opioid overdose crisis claims 144 lives every day, barriers to achieving a life
free from the effects of harmful drug use must not be erected. Barriers to recovery hurt not only

the individual, but that individual’s family, community and the larger society as well.

As a person in long-term recovery, as a parent, and on behalf of the recovery community. I look
forward to working with you and the Members on this Committee to advance meaningful
legislation while protecting patient privacy. Thank you for the opportunity to testify today and
for your commitment to addressing such an important issue that impacts millions of American

families every day.

CONTACT INFORMATION:

Patty McCarthy Metcalf, M.S.

Executive Director

Faces & Voices of Recovery
pmccarthy@facesandvoicesofrecovery.org
1.202.737.0692
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Mr. BURGESS. Thank you, Ms. Metcalf.
Mr. Gardner, you are recognized for 5 minutes, please.

STATEMENT OF JEREMIAH GARDNER

Mr. GARDNER. Mr. Chairman, thank you for inviting me. I am
grateful to you and the subcommittee members for your leadership
in addressing opioids and addiction and for this opportunity to tes-
tify in support of H.R. 3545.

My name is Jeremiah Gardner, and I am a person in long-term
recovery from substance use disorder. I am also a recovery advo-
cate with a master’s degree in addiction studies and a counseling
license. In addition, I work as a communications professional for
the Hazelden Betty Ford Foundation, a nonprofit that has been ad-
vocating for patients and helping them overcome addiction for dec-
ades.

I believe all of us here today can agree about the need for more
coordinated and integrated care, less discrimination against those
with substance use disorder, and appropriate patient privacy. We
all want to help patients, not harm them. H.R. 3545 is not a ques-
tion of privacy versus no privacy or coordination versus no coordi-
nation or discrimination versus no discrimination, providers versus
patients. The very specific question, as the chairman noted, is, does
HIPAA provide sufficient enough privacy protection to warrant re-
moving the Part 2 barriers that sometimes get in the way of more
efficient, coordinated care.

And as you weigh that choice, I would like to tell you about my
mom, who is another illustration of why this topic is so important.
At age 59, my mother misused fentanyl patches, Vicodin, and anx-
iety medications, and died just a couple of rooms away from her
husband and 13-year-old grandson.

She had started taking prescribed opioids 20-some years earlier
for pain. Eventually, she was on 400 milligrams of morphine a day,
which over time led to other ailments, deteriorating mental health,
and additional medications, not to mention more doctors. She had
lots of them, and lots of medications.

But before her long journey with opioids began, she was treated
for alcohol problems at a Part 2 facility. It was a significant fact
in her health history that, as far as I can tell, escaped the attention
of h(elr later doctors and failed to inform her healthcare moving for-
ward.

Two decades later, at the end, my mom suffered from a complex
combination of opioid use disorder, chronic pain, acute pain due to
knee surgery, depression, anxiety, arthritis, type 2 diabetes, and
other physical conditions. She also had an assortment of social
stresses and, because she relied so much on pills for so long, a def-
icit of healthy coping mechanisms. Her pain was, indeed, profound,
manifesting itself like addiction does: physically, mentally, emo-
tionally, socially, and spiritually.

What my mom needed but never got was a good year or more of
integrated, coordinated care, and checkups surrounded by support.
She needed her multiple care providers to have the full picture of
her health and to work together. Instead, they kept prescribing
deadly amounts and combinations of drugs to somebody with a sub-
stance use disorder. My mom got subpar care.
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Could she have done more to actively coordinate care herself?
Yes. But as a professional in the field and someone with lived expe-
rience, I can tell you that that is a tall order for someone with a
severe substance use disorder. Maybe she was too embarrassed or
ashamed to acknowledge her condition because of the public stig-
ma. Maybe she didn’t understand she was at greater risk, or maybe
she did and was not inclined to volunteer information that might
prevent her from getting pills for her pain or her anxiety.

She eventually came to know opioids as a relentless monkey on
her back, but she also saw them as a solution. And that drive to
continue using despite problems reflects the very nature of addic-
tion. My mom needed help recognizing that her constellation of
issues tied together, and that substance use disorder was in many
ways at the center of it.

My point in sharing is simply that the health of people like my
mom can be very complex. Coordinated care is critical and too often
absent, and timely relevant information sharing is important.

This bill isn’t just about IT or workflows or convenience or effi-
ciency or stigma or cost. It is about knocking down any barriers we
can to help ensure optimal care. It is about taking the next step
toward parity and bringing the full weight of healthcare to bear
against this public health problem. Most of all, it is about people,
real people with families like my mom.

There is some fear this bill will discourage help seeking. I cer-
tainly don’t speak for all patients or family members, but I can tell
you privacy laws were not a factor in my own help seeking or my
mom’s contemplations. And the topic, frankly, is rarely broached by
the thousands who call the Hazelden Betty Ford Foundation for
help each year. Most want to know, can you help, and how can I
pay for this?

I really believe this bill addresses those priorities that patients
and their families care about most. I also believe HIPAA is a suffi-
cient and enforceable privacy standard, that discrimination can and
must be prosecuted vigorously, and that this is an essential piece
of the Federal opioid response and the paradigm shift that began
with the 2008 parity law.

Thank you for the opportunity to share. I look forward to answer-
ing your questions.

[The prepared statement of Mr. Gardner follows:]
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Summary: Mr. Chairman, thank you very much for inviting me to participarte in this important hearing. 1
am grateful to you and the Members of the Subcommittee for your leadership in addressing the opioid

addiction crisis, and for the opportunity to testify in support of H.R. 3545.

My name is Jeremiah Gardner, and T am a person in long-term recovery. For me, that means [ haven’t
used alcohol or other drugs in almost 12 years and have been able to build a life, family and career defined
hy service, community, purpose and gratitude. I'm also the son of a wonderful woman whose life ended
three years ago due to her opioid use disorder — one of the hundreds of thousands of Americans lost to
overdose in recent years. I am a recovery advocate in my community and nationally. T also have a master’s
degree in addiction studies and am licensed as a counselor in Minnesota. In addition, I work as a
communications professional for the Flazelden Betty Ford Foundation, a nonprofit that has been fighting

for patients and their rights for decades.

FLR. 3545 would be a key step in giving those with apioid usc disorder greater access to the lifesaving
health care they need. The bill would reform the outdated and onerous 42 CFR Part 2 ("Part 27) privacy
regulatons, which have become a barrier to access and patient safety and deprive patients of the full
benefits of modern health care services. Part 2 regulations, enacted in the 1970s, are applicd neither fairly
nor uniformly, applying only to a small subset of addiction treatment providers. They have never been
enforced and actually perpetuate the very stigma that causes discrimination, rather than providing any real
extra protection against it. By aligning Part 2 with the Health Insurance Portability and Accountability Act
(“TITPAA”) for “treatment,” “payment,” and “operations” purposes — thus allowing the usc and disclosure
of patient information when needed to facilitate optimal care and protect patient safety — FLR. 3545 will
continue Congress’s cffort to bring much-needed parity between care for addiction and care for physical
health conditions, "The bill will enable addiction care to become more fully integrated within the broader
health care system so patients have multiple access points and can get support for this chronic condition
beyond the acute care stage. At the same time, it will strengthen Part 2°s protections against discrimination
and other potential abuses of information in criminal and civil courts. For all of those reasons, FLR. 3545

is an esseatial picce of the federal opioid response.

While this testimony is professionally informed, I will focus primarily on my personal experiences as a

patient, a person and advocate in recovery, and a son who lost his mom to addiction.
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Testimony (Cont.): For whatever reason, Sept. 25, 2006, was my turning point, When I woke up in a
hotel at 10 a.m. that Monday — late for work, sick, tired, and crying ~ I made the fateful decision to stop
fighting the reality of my substance use disorder and ask for help. T called a friend and within several hours
was admitted to a treatment center. We didn’t once tatk about privacy that day; it wasn’t the slightest factor
in my help-secking decision. I did, however, make some calls before Twas driven to the treatment center. 1
called my boss first. I figured it would be hard to skip work — or in my case, multiple weeks of work —
without explaining. Tt didn’t even cross my mind to keep it a secret. T do’t even know how that would
have been possible. T also called some fellow volunteers to let them know T wouldn’t be at an upcoming
community event. And 1 called my girifricnd to let her know, too. And thea I got the help I needed at a

small, nonprofit facility subject to Part 2.

What sort of message do you think I internalized when T was asked to sign multiple consents at multiple
times during my care? It wasn’t that my provider or the system cared deeply about me or was trying to
protect me. Instead, T was getting the subtle, stigmatizing message that my illness may demand
extraordinary secrecy. Before, T hadn’t been under the impression that [ needed to or could keep my
treatment a secret. In fact, getting help had scemed like a good thing. T'o be sure, nobody wants to go to
the hospital, clinic or an addiction treatment center. And there’s some confusion and frustration around
not being able to get healthy on one’s own, horn of ignorance about the discase. But I hadn’t planned to
feel shame for getting help. I can tell you I had also intuitively expected that anyone working with the
facility would know about me, and that anyone with my insurance company who needed to know would,
too. Why would T expect anything differentdy? And yet, the unusual culture of scerecy scemed
disconnected to the other idea I was learning — which is that I had a health condition, rather than a

problem of will or morals.
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1t’s true, of course, that many of us fecl guilt and shame over the behaviors that were the symptoms of our
health condition. But the idea that getting help and getting well might be a sccret we want to keep is an
idea that was planted in me. Ultimately, T chose to be as open as [ would about any other illness — to be

authentic and not establish dual identities — because it felt intuitively like the healthy choice.

Now, had T lost a job after I got back to work because of my treatment, that would have been terrible. Tt
also would have been clearly discriminatory, actionable and wrongheaded. Yes, diserimination happens,
and we must prosecute it to the full extent of the law, But if we want to take that next step as a culrure,
and create an environment that produces less discrimination and addresses addiction more openly, we
have to change the laws and institutions that unintentionally validate stigma. We cannot fight
discrimination with stigma. And we cannot treat addiction as a health condition unless we do just that —
actually treat it like a health condition. It’s time for our law to reflect the cultural change we want and nced

to see. Lives depend on it.

Even if I had tried to keep my iliness a sccret, Part 2 would not have protected any more than HIPAA
against my employer finding out about my treatment. If that information got to my employer without my
consent, it would have constituted a ITIPAA violation. Indeed, if you examine the privacy breach scenarios

most often cited by those concerned about this bill, they are violations already addressed by HIPAA.

It may be true that the more health care and insurance company employees who touch my record, the
greater chance there is someone may violate FITPAA, T will stipulate that, conceptually. But is that a
widespread problem in the real world? For-profit addiction treatment centers are not subject to Part 2. Ts
HIPPA failing theit patients? I don’t think so. Are we seeing more privacy vielations at the Department of

Veterans Affairs, where patient record regulations are already aligned with HIPAA? Not that I'm aware of.
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Congress decided that Part 2 provides no extra protection for our veterans, service men and women, and
their families when you exempted the VA from the burdens of Part 2 last year. That legislation was passed
without controversy, and the harms warned of by those concerned about IT.R. 3545 have not manifested.
Tf FHIIPAA is sufficient to protect the privacy of our veterans and service members secking treatment for

substance use disorders, why would it not be for civilians?

HIPAA provides sufficient protection, and its violations are rigorously enforced, unlike Part 2 violations,
which have never been enforced by a single court — mostly because Part 2 violations are almost always a
THTPAA violation, too. It’s no surprise the health care system, as an ecosystem, is attuned and geared
toward HIPAA compliance. And yet, think of the coordinated cate and patient safety we sacrifice for Part

2’s illusion of extra protection.

Just three short years ago, my stepfather found my mother dead on her bed at home, leading to the worst
phone call of my life. I am the oldest of five kids; she also had seven grandkids and, like a lot of moms,
was a towering presence for our entige family. But, in an instant, she was gone. Just 59 years old.
Prescription opioids — which she once described as the “monkey on her back” — had finally become

something much worse.

My mom had started taking prescribed opioids about 20 years carlier for pain, at the onset of what would
come to be known as our national opioid crisis. Like so many, my mom never got off the pills. Eventually,
she was taking 400 mg of morphinc a day, as prescribed. We kids were mostly unaware. But 1 did learn in
the early-90s, prior to HIPAA, that my mom went to addiction treatment for what T understood to be
alcohol problems. T didn’t really know or comprehend what having a problem meant at the time, and

honestly, it was something that sort of came and went for our family.
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But, all the while, my mother’s opioid joutney continued unabated. T won’t pretend to know all the details,
but T can’t imagine a scenario where her doctors knew about her prior addiction treatment, even though it
was a significant fact in her health history. My mom’s pain never got better, by the way — only worse. And
longtime opioid use eventually contributed to other aillments, deteriorating mental health and additional
medications. [t was a vicious cycle of problems, more medication, and more problems to justify more
medication. Not to mention, more doctors. And, until she opened up to me ahout this painful history

during those final months of her life, my mother’s battle was fought mostl

internally, quietly and secretly.

In the end, she had 2 complex combination of opicid use disorder, chronic pain, acute pain, depression,
anxiety, arthritis and other physical conditions, an assortment of social stresses, and — because she relied so
much on pills for so long ~ a deficit of healthy coping mechanisms. Her pain, as it is with so tnany chronic
pain paticnts, was profound — manifesting itsclf, like addiction does, physically, mentally, emotionally,

socially and spiritually.

What my mom needed was a good year or morc of integrated, coordinated care and checkups ~
surrounded by support. She needed her multiple care providers to have the full picture of her health and to
work together. Instead, they kept prescribing deadly amounts and combinations of drugs to someone with
the disease of substance use disorder. At the very end, while her primary doctor was on vacation, a fill-in
prescribed her fentanyl patches to help with the pain that followed two knce surgeries and was
complicated by the chronic pain and poor health she had developed over her 20 years of opioid use. My
mom misused the fentanyl patches along with Vicodin and anxiety medications, and it killed her just a

couple of rooms away from her husband and 13-year-old grandson.

Now, I can’t tell you exactly where Part 2 and ITIPAA fit into my mom’s story. But I can say uncquivocally

that my mom had a severe substance use disorder and did not get anything close to the coordinated care
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she needed. Instead she got subpar care, Could she have been more forthcoming and actively coordinated
her care herself? Yes. Burt as a professional in this field, and someone with lived experience, T can tell you
that’s an impossible expectation of someone who is in active addiction —~ somcone whose brain is not
functioning properly. In reality, there’s no way my mom would have volunteered information that would
have prevented her from getting pills for her pain — even though she knew the pills were a problem. That
irrationality, indeed, is the very nature of addiction —and is all the more understandable in a health care

system that may have been prone to just take away her pills, rather than get her the critical care she needed.

Addiction is a disease that has been neglected and matginalized for generations. It’s time to bring the {ull
weight of our healthcare system to bear against America’s longstanding addiction crisis, which the opioid
epidemic has tragically revealed to the masses. Mainstream health care is finally at the table, no longer
avoiding this illness and the people who have it, but seeking to treat it on par with other conditions and
physical ailments. 1t’s time for primary health care and specialized care providers like Hazelden Betty Ford
to work together to address this public health crisis. Pact 2 gets in the way with cumbersome reguiations
and leaves baked into our law the idea that addiction warrants extraordinary secrecy, which perpetuates the

very stigma we continue to work so hard to smash.

T have the utmost respect for the folks who have cxpressed concern for this bill. But please don’t think
they represent the entirety of the patient community or that patients are unificd against this change. T talk
to real people every day who are in recovery or still struggling. My organization works on the ground day-
in-and-day-out, helping thousands of people a year. We're in the trenches on this, and I'm telling you,
when patients are in the help-secking mode, they generally just want to know: Can yor belp? And how can 1

pay for this? This bill addresses the questions patients and their families care about most.
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More and more people are recovering out loud, and saying “no” to secrecy and shame. There is even now
a certain kind of stigma against those who stigmatize people with addiction. In other words, we've made

good progress, and aligning Part 2 with HIPAA will continue that progeess in an important way.

This bipartisan bill is about priorities and the future of addiction treatment in the United States. If you
believe patient safety is the most important priotity, I urge you to vote for ILR. 3545, And if the future
you envision is one with less stigma; open, routine conversations about addiction and addiction care; and
mare people getting the best possible help on par with other health conditions, T also urge you to pass this

important legislation.

Because I wotk for the Hazelden Betty Ford Foundation, the largest nonprofit provider of substance use
treatment, education and prevention services in the world, I also have submitted, as supplemental material,
a letter from our CEO and Chief Medical Officer, further highlighting our organizational insights on this

bill.

We have arrived at a pivotal point in the history of addiction treatment and recovery. Part 2, once valuable
in the absence of HIPAA, is now impeding progress toward the kind of coordinated cate that will better
protect and ensure paticat safety. Maintaining unnccessary barriers to care during the nation’s worst

addiction crisis ever would be a missed opportunity and potentially grave mistake.

Thanks again for the opportunity to share my views. I look forward to answering your questions.



41

Mr. BURGESS. Thank you, Mr. Gardner.
Dr. Clark, you are recognized for 5 minutes, please.

STATEMENT OF H. WESTLEY CLARK, M.D., J.D., M.P.H.

Dr. CLARK. Thank you, Mr. Chairman, Mr. Green, and members
who are assembled. Thank you for the opportunity to present to
you here today.

I am here as a physician, addiction medicine specialist, and as
a college professor. I am here to advocate for maintaining the in-
tegrity of 42 U.S.C. 290dd-2 and for keeping those Federal regula-
tions that protect individuals with substance use disorders. Do not
discourage them from seeking treatment by stripping away their
current right to consent to the release of their personal substance
use disorder histories.

There are two contemporary phenomenon that are relevant here:
one, the Facebook Cambridge Analytica issue; and, two, the NIH
All of Us longitudinal research project. In the case of the Facebook
Cambridge Analytica issue, it was clear that the general discourse
about the misuse of information, that privacy and confidentiality
were important to people and the disclosure of their private infor-
mation without their consent was a violation. That the information
was subsequently used for predictive analytics for the purpose of
influencing those whose information had been compromised shows
the potential for abuse. This was not a case of data security, but
a case of breach of confidentiality and apparent invasion of privacy.

Alternatively, the NIH study will include all data available in
the participants’ electronic health records, including demographics,
visits, diagnosis, procedures, medications and laboratory visits.
Pertinent information can include data about mental health, sub-
stance use, or HIV status.

What is interesting about the NIH All of Us study and relevant
to this hearing is that participants will be asked to consent to re-
lease information from their electronic health records. The All of
Us study invokes the idea of the comprehensive health record her-
alded by some EHR vendors, who seek a new generation of elec-
tronic information about people, information that includes all sorts
of medical and nonmedical information. Thus, the medical record
becomes a comprehensive dossier on the individual.

The actual benefit to a patient of integrating all that is known
about an individual using the health record as the portal has yet
to be determined. Privacy, confidentiality, and consent are impor-
tant to Americans. If the two vignettes that I have used to intro-
duce my testimony can be understood in the context of the current
discussion, then you, as Members of Congress, will understand the
importance of maintaining the projections of 42 U.S.C. 290dd-2 and
42 CFR Part 2 to a population that is more vulnerable than those
on Facebook or those who agree to participate in the All of Us
study.

While the issue of opioid misuse is of major importance, we
should keep in mind that 42 CFR Part 2 does not just apply to
opioids. The National Survey on Drug Use and Health reveals that
65 million Americans admit to binge drinking in the past month
and 24 million Americans admit to being past month users of mari-
juana.
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The critical question today is, how do we get the 28.6 million
Americans who are current illegal drug users and the 65 million
Americans who are binge drinkers to discuss their substance use
with the medical community? We won’t do it by compromising their
privacy.

It is also argued that substance use is like the flu, diabetes, hy-
pertension, or HIV, and, therefore, should be treated like those con-
ditions with regard to disclosure. The reality is that most sub-
stances of misuse are illegal and that disclosure of such informa-
tion can give rise to harm to the individual affected. These harms
include loss of employment, loss of housing, loss of child custody,
the loss of benefits, stigma and discrimination, the loss of privacy,
shame, and the loss of economy.

The case is often made that healthcare delivery systems need to
know about the substance use history of a patient. You don’t hear
why providers can’t simply ask patients themselves about their
substance use histories. You hear it is too confusing clinicians
know about 42 CFR Part 2 and how to apply the rule. Yet these
same clinicians and healthcare systems spend quite a bit of time
learning about and executing reimbursement rules, administrative
rules, quality standard rules, and all the rules that are necessary
to get paid for services delivered to the very people whose agency
and dignity are now deemed too inconvenient to respect.

You may also hear that people lie about their substance use, im-
plying that they cannot be trusted. However, since behavioral care
is the dominant form of substance use treatment, trust is the cor-
nerstone with behavioral treatment. We should be promoting a pa-
tient-provider cooperative relationship instead of encouraging an
adversarial one.

The healthcare operations exception found in HIPAA is a loop-
hole in confidentiality that is so large you can drive a Mack Truck
through. Neither provider not regulators will be able to protect
those with substance use disorders. The only choice left to those
who are vulnerable is not to seek treatment. Remember, 90 percent
of those who currently need treatment do not seek treatment. We
should be focused on reducing the ratio of those who need treat-
ment versus those who seek treatment from nine to one, to one to
nine.

Therefore, I ask you, please do not weaken 42 U.S.C. 290dd-2,
and as a result, I ask you to look closely at H.R. 3545. It is not
the panacea that it is being marketed as being. Thank you.

[The prepared statement of Dr. Clark follows:]
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My name is Dr, H. Westley Clark. 1am a psychiatrist, addiction medicine specialist and a
professor. 1 reticed from Federal service after proving clinical care to our nation’s veterans for
{4years and after directing the Center for Substance Abuse Treatment in the Substance Abuse
and Mental Health Services Administration for 16 years.

I am currently teaching undergraduates about substances of misuse to undergraduates at Santa
Clara University, recognizing that the young men and women of this Nation are both at risk for
substance misuse and have the potential to changing the cultural dynamic which puts their age
cohort at greatest risk for misuse and overdose.

I am here to advocate for maintaining the integrity of 42 USC 290dd-2 and to keeping those
federal regulations that protect individuals with substance use disorders who would be
discouraged from seeking substance use disorder treatment, because they would be subject to
discrimination and legal consequences in the event that their information is improperly used or
disclosed.

There are two contemporary phenomenon that [ would cite as a prelude to the substance of my
testimony: (1) the Facebook/Cambridge Analytica issue, and (2) the NIH All of Us longitudinal
research project.

Without venturing into the web of politics associated with the Facebook/Cambridge Analytica
issue, it was clear from the general discourse and dialogue about the misuse of information that
surfaced from that chain of events, that privacy and confidentiality were important to people, that
their sensitive information disclosed without their consent represented a violation of autonomy
and sense of self. It was also clear that those violated were not happy about the situation.

That the information was subsequently used for predictive analytics, according to media
accounts, for the purpose of influencing those whose information had been compromised
showed the potential for abuse. Keep in mind that this was not a case of data security, but a case
of breach of confidentiality and apparent invasion of privacy.
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I turn next to the NIH All of Us protocol. The NIH is seeking | million people to volunteer for an
ambitious study that will last 10 or more years. The objective of this study is to build a research
resource composed of participant-provided information (PPI), including environmental,
physiologic, and health data and biospecimens from 1 million or more research participants.

The NIH Study will include all data available in the participants Electronic Health Records,
including demographics, visits, diagnoses, procedures, medications, laboratory visits, vital signs,
and physician notes. In addition, the NIH notes that the pertinent information may include data
about mental health, substance use, or HIV status.

However, what is interesting about the All of Us Study protocol and relevant to this hearing is
that participants will be given the option of providing consent to release information from their
electronic health records. In other words, patients will be asked to consent to the use of data from
their EHRs. While this is a research protocol and falls under the aegis of research consent and
disclosure, the fact remains that consent is a requirement and that the right to refuse consent is
respected. The fact that the the All of Us study anticipates using additional data from Social
Security Death Master Files, pharmacy system data, and health registry data makes consent ail
the more important, as aspects of study participants health lives will be examined. This research
will also provide information about the willingness of participants to consent to have their
electronic health information used. Furthermore, formal consent is required because academic
scientists, commercial organizations, and interested citizen scientists will be able to request
access to the participants’ data; thus, the array of inquiring entities will not be given automatic
access to this data.

The All of Us protocol invokes the idea of the comprehensive health record heralded by some
EHR vendors who seek a new generation of electronic information about people, information
that includes social determinants, about what people eat, how much they sleep, if they are obese
or live in a food desert, or whether they are lonely.! Thus, the medical record becomes a
comprehensive dossier on the individual ripe for use or misuse. The hope, of course, is that in
coming decades adequate resources will be available to address the convergence of social
determinants and health. In the meantime, it has yet to be determined that the necessary linkages
and interoperabilities can be fostered to actually bencefit the patient rather than simply integrating
ali that is known about an individual using the health record as the portal.

Privacy, confidentiality, and the consent are important.to Americans, and something that should
be respected. If the two vignettes I've used to introduce my testimony can be understood in the
context of the current discussion, then you, as members of Congtess, will understand the
importance of maintaining the protections of 42 USC 290dd-2 and 42 CFR part 2 to a
population that that is more vulnerable than those on Facebook or those who agree to participate
in the All of Us Study.

As you well know, we are in the midst of the worse opioid epidemic that this nation has ever
seen. And, at the same time, less than 10% of people who need treatment seek treatment.
Instead of recognizing that we need to reassure those in need of treatment that they can trust the
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treatment community to use the information they disclose, many are calling for severely
weakening 42 USC 290dd-2 and 42 CFR Part 2..

It is argued that the opioid epidemic justifics modifying 42 CFR Part 2 to address the opioid
overdose deaths and the misuse of opioids. While the issue of opioid misuse is of major
importance, we should keep in mind that 42 CFR Part 2 does not just apply to opioids.

Data from the Nationat Survey on Drug Use and Health reveals that 65 million Americans 12
and Older admit to binge drinking in the past month. Of these, 16 million admit to being heavy
drinkers. We should also be aware that 24 million people admit to being past month users of
marijuana, 1

These numbers alone suggest the magnitude of the issues we are confronting today, as they
exceed the 3.4 million people who admit to past month use of pain relievers and the 475,000 who
admit to past month users of heroin.

The critical question today is how do we get the 28.6 million Americans who are current illegal
drug users and the 65 million people who are binge drinkers to discuss their substance use with
the medical community?

“[Wihat should we do about the opioid crisis? First, we must be realistic about who is
getting in trouble with opioid pain medications. Contrary to popular belief, it is rarely the
people for whom they are prescribed. Most lives do not come undone, let alone end in
overdose, after analgesia for a broken leg or a trip to the dentist. There is a subset of
patients who are vulnerable to abusing their medication—those with substance use
histories or with mental health problems. Ideally, they should inform physicians of their
history, and, in turn, their doctors should elicit such information from them,”

Although the use of alcohol is legal for those over the age of 21, the medical community should
also communicate with their patients about alcohol use. However, as for all psychoactive
substances, communications between clinician and patient require trust. Trust is not possible if
the function of disclosure is the release of sensitive information into a virtual data storm sewer

It is often argued that substance use should be treated like HIV, the flu, diabetes or bypertension
and therefore should be treated like those conditions. Those who make this argument blind
themselves to the reality that many substances of misuse are illegal, and that disclosure of such
information can give rise to harm to the individual affected.

The harms to which a person who admits to substance use may suffer includes the loss of
employment, the loss of housing, the loss of child custody, the loss of benefits, stigma and
discrimination, the loss of privacy and the loss of autonomy." Medical records can also be used
to incriminate a person and subject that person arrest, prosecution, and incarceration.

It is irresponsible to ignore the real harms to which a person with a history of substance use
could be subject. It is also irresponsible to ignore the implication that modern electronic health
information has for privacy and confidentiality. 1t is sometimes said that computers have cidetic
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memories----they don’t forget. Thus, people in recovery from alcohol and drug use who have
fong since stopped using are still at risk for discrimination and stigma.

The case is often made that the health care delivery systems need to know about the substance
use history of a patient. You don’t hear why providers can’t simply ask patients themselves
about their substance use histories. You hear that it is too confusing for clinicians to know about
42 CFR Part 2 and to apply the rules Yet, these same clinicians and health care systems spend
quite a bit of time learning about and executing reimbursement rules, licensing rules,
administrative rules, quality standard rules, and all the other rules that are necessary to get paid
for the services delivered to the very people whose agency and dignity are now deemed too
inconvenient to respect..

Furthermore, there are those in the health care delivery system, including those involved with
insurance and reimbursement who are looking for data to inform predictive analytics to
anticipate those might be at risk for substance use disorders in order to actuarially determine
what course of prospective action should be taken to address those with such possibilities.

Just last week, the USA Today ran a front page article on the evolving image of marijuana,
noting that 24 million Americans said that they used marijuana in the past 30 days, 90% for so-
called recreational purposes and 10% for medical reasons.” Clearly, clinicians should want to
know why the estimated 2.4 million medical marijuana users choose to use that psychoactive
substance to cope with their medical problems. Yet, even though, an estimated 30 states
recognize some form of medical marijuana, it remains a Schedule { drug and, thus, not legal
under the federal Controlled Substances Act. While marijuana does not carry the morbidity and
mortality profile of the opioids, we should want patients to willingly disclose their use of this
substance to their health care providers without fear of social or legal repercussions.

I rarely hear or read about concern about the harm to the patient. Instead, [ hear concern for the
convenience of the delivery system, a concern that creates an adversarial relationship between
patient and practitioner rather than respect for and trust from the patient. What appears to
underlie the argument for administrative efficiency and systems needs is distrust of the patient, if
not contempt for the patient.

Now is the time to welcome people with substance use disorders into the health care delivery
system, not with the demand that such individuals concede their agency, dignity and privacy to
the administrative convenience of the health care delivery system, but with the old adage of
“First, do no harm.”

Distrust and Contempt for people with substance use disorders has led to distortions and
misinterpretation of 42 CFR Part 2. Emergency room clinicians argue that a patient with an
opioid use disorder comes into the ED following an overdose and is unresponsive, 42 CFR parf 2
keeps them from getting lifesaving information. Not true, 42 CFR Part 2 allows those
emergency room clinicians to access Part 2 protected information kept either by a health
information exchange or a substance use disorder treatment program in order to treat the patient
in the emergency status.
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Internists may argue that it is critical not to prescribe an opioid to an opioid dependent patient
who is on methadone. However, they don’t establish that asking the patient about their
methadone treatment is ineffective. Furthermore, they don’t establish that checking the PDMP is
ineffective. If the PDMP is ineffective, they don’t argue for improving PDMPs by making them
real time and regional.

Family members, concerned about the welfare of their opioid dependent adult relatives, are not
precluded from getting information when an unconscious adult is brought into the ER following
an opioid overdose. Emergency room clinicians under this situation are not prohibited from
sharing information with those concerned family members.

It is argued that 42 CFR Part 2 perpetuates the stigma of addiction. This disingenuous argument
ignores the laws, regulations, policies and social view about addiction and substance use
disorders. It is not illegal to be depressed. It is not illegal to have diabetes. It is not illegal to
have a broken leg. It is illegal to usc heroin. It is illegal to use marijuana. People with untreated
or active diabetes arc protected by the Americans with Disabilities Act. People with untreated or
active substance use are not. There are no signs posted at the employment office of employers
declaring that the workplace is a hypertension frec workplace and that all new applicants will
have their blood pressure checked; there are no signs saying that anyone with evidence of
hypertension shall be denied employment.

The Department of Health and Human Services has already moved to accommodate the
modernization of 42 CFR Part 2 through two rounds of rulemaking, including a 2017 Final Rule
and a 2018 Final Rule. However, the EHR community and a number of health systems remain
restless, impatient and intolerant of those with substance use disorders, suggesting that
information sharing is more important than the people about whom that information is shared.
Thus, the regulatory cfforts to allow patient to provide a general disclosure for substance use
disorder information, to offer some flexibility in transmitting substance use data elcctronically,
and to clarify the circumstances in which providers can disclose patient information to
contractors and subcontractors for payment and healthcare operations is not enough. The critics
of 42 CFR seek to expose those with substance use disorders who seek treatment, making the
exercise of treatment a dangerous proposition.

Patient Attitudes toward Treatment

We spend millions of dollars collecting information about the substance usc patterns of people in
the US. Perhaps we should be concerned about the reality that 89% of people, who meet criteria
for needing substance use disorder treatment, did not receive such treatment.”!

Of the 28.6 million people who misused illicit drugs and the 65 million people who were binge
drinkers in the past month, only 3.8 million people received treatment in the past year. Of
course, mere use does not equate with dependence or needing treatment. However, NSDUH data
indicate that over 20 million people 12 or older met criteria for a substance use disorder in the
past year in 2016, with 2.1 million meeting criteria for an opioid use disorder.
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What is equally interesting is that of the people who met criteria for needing treatment and did
not receive treatment, 95.5% perceived no need for treatment. In short, 18.7 million people
needed but did not receive treatment; of these, 17.9 million perceived no need for treatment.

Now comes the eritics of 42 CFR Part 2, under the flag of bringing integrated treatment to those
in need, claiming that it is 42 CFR Part 2 that operates as a barrier to effective and efficient
treatment of opioid use disorders, claiming that there is no need for special concerns about
substance use disorders, today, never mentioning how they will explain to those actually seeking
treatment and those in need of treatment the ramifications of attenuating 42 CFR Part 2.

Changing 42 CFR Part 2 and the Response of Substanee Users

It is important to recognize that 42 CFR Part 2 does not apply to most clinicians or most clinical
settings. In fact, 42 CFR Part 2 only applies to programs that hold themselves out “as providing,
and provides, alcohol or drug abuse diagnosis treatment, referral for treatment or prevention.”
Of course, 42 CFR Part 2 governs substance use disorder patient rccords for those patients who
receive, diagnosis, referral or treatment from (a) an identified unit of a general medical facility
that holds itself out as providing, and provides alcohol or drug use disorder diagnosis, treatment
or referral for treatment or (b) medical personnet or other staff in the general medical care
facility whose primary function is to provide those services.

So, it is the patient records of a substance use disorder program (which includes the substance
use patient records clinicians who hold themselves out as treating people with substance use
disorders in even in non-specialty settings), that are controlled by 42 CFR Part 2, This creates a
responsibility for the substance use disorder program to explain to the patient the meaning of
confidentiality as it applies to information disclosed to the treatment program.

For the millions of pcople whose substance use does not meet criteria for protection under 42
CFR Part 2, HIPAA may control. However, HIPAA only controls those health care providers,
such a doctors, clinics, psychologists, dentists, chiropractors, nursing homes, or pharmacists that
transmit any information in an electronic form in connection with a transaction for which DHHS
has adopted a standard. HIPAA’s covered entity standard also applics to health plans and health
care clearinghouses. As broad as this covered entity standard is, it does not cover the substance
use disorder treatment fandscape.

Those seeking changes in 42 USC §290-dd may be attempting to reshape the SUD treatment
landscape and to increase the medicalization of SUD treatment. According to data collected by
the Substance Abuse and Mental Health Services Administration, private non-profit organizations
operated 53 percent of all facilities in its data base and were treating 49 percent of all clients; in
addition, private for-profit organizations operated 35 percent of all facilities and were treating 39
percent of all clients. While the focus on opioids is indeed important, the reality is that opioids are
not the primary substance treated by SUD treatment facilities. The medium number of clients treated

6



49

by non-opioid treating programs in 2016 was 34. In fact, looking at Opioid treatment programs
certified by SAMHSA for the provision of medication-assisted therapy with methadone and/or
buprenorphine , only 8 to 9 percent of all facilities between 2006 and 2016 fit this category.
Nevertheless, it is true that the proportion of all clients receiving methadone from any of the over
14,000 programs in the SAMHSA data base ranged from 23% to 30% in period 2006 to 2016; a large
minority of patients in SUD treatment, but still a minority of patients.

The dominant forms of therapy provided in SUD treatment are behavioral, not medication
oriented. Such treatments as generic substance abuse counseling, relapse prevention, cognitive
behavioral therapy, motivational interviewing, anger management, trauma related counseling,
12-step facilitation, dialectical behavioral therapy, rational emotive therapy and other behavioral
interventions are the norm.

Furthermore, while 89 percent of the over 14,000 SUD facilities accepted cash or self-payment, only
68% accepted private health insurance, 62% accepted Mcdicaid and only 34% accepted Medicare.
However, with the advent of the Patient Protection and Affordable Care Act and parity laws, there is
a push to incrcase reimbursement opportunities by some. Thus, eliminating the protections of 42
CFR part 2 from current spectrum of SUD treatment facilities, larger, morc technology savvy
treatment programs would be able to exert greater influence in the SUD treatment market,
consolidate business practices and decrease competition. Whether better care would be enhanced is a
matter for time to tell. Whether costs would actually rise over time with decreased completion would
also be a matter for obscrvation. The ethical question remains, should the privacy of the vulnerable
be sacrificed in the service of market dynamics?

We must keep in mind that that HIPAA regulations allow for unconsented disclosure of patient
information for, among other things, healthcare operations.

Healthcare operations include:

* Underwriting, enroliment, premium rating, and other activities related to the creation,
renewal, or replacement of a contract of health insurance or health benefits, and ceding,
securing, or placing a contract for reinsurance of risk relating to claims for health care
(including stop-loss insurance and excess of {oss insurance)

*  Reviewing the competence or qualifications of health care professionals, cvaluating
practitioner and provider performance, health plan performance, conducting training
programs in which students, trainecs, or practitioners in areas of health care learn under
supervision to practice or improve their skills as health care providers, training of non-
health care professionals, accreditation, certification, licensing, or credentialing activities;

* Business planning and development, such as conducting cost-management and planning-
related analyses related to managing and operating the entity, including formulary
development and administration, development or improvement of methods of payment or
coverage policics
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«  Business management and general administrative activities of the entity, including, but
not limited to:

(i) Management activities relating to implementation of and compliance with the
requirements of this subehapter;

(ii) Customer service, including the provision of data analyses for policy holders, plan
sponsors, or other customers, provided that protected health information is not disclosed
to such policy holder, plan sponsor, or customer.

(iii) Resolution of internal grievances;

(iv) The sale, transfer, merger, or consolidation of all or part of the covered entity with
another covered entity, or an entity that following such activity will become a covered
entity and due diligence related to such activity; and

(v) Consistent with the applicable requirements of § 164.514, creating de-identified health

information or a limited data set, and fundraising for the benefit of the covered entity.

Do non-42 CFR Part 2 covered providers explain the width and depth of the health care
operations provision under HIPAA? Would patients exempted from 42 CFR Part 2 protections
teel that disclosing histories of substance use is wise under HIPAA, even if experimental or rare
use of psychoactive substances is involved? Would a patient experiencing a co-occurring
disorder of trust and substance use feel comforted knowing that her personal information could
be disclosed to the broad spectrum of entitics covered under the healthcare operations rubric,
especially in small communities? Much of the literature favoring weakening 42 CFR Part 2 or
aligning it much more substantively docs not discuss this perspective. Ignoring the autonomy of
the patient seems to be the prevalent view, diminishing the identity and integrity of the patient is
the net effect.

We can learn a lot about the use and misuse of private information from the Facebook/Analytica
problem . There, from 50 to 87 million people reportedly had their private data used for political
and financial gain without their knowledge or consent. While the spiral of events started out
apparently innocently enough, the proprictary interests in predictive analytics apparently
overcame whatever promises and safeguards in place. Given the spectrum of exeeptions that are
inherent in HIPAA’s hospital operations category and given the interest of electronic health
record vendors and data brokers in predictive analytics, 1 believe that HIPAA is an inadequate
safeguard for those seeking substance use disorder treatment. .

Moving from HIPAA into those programs whose rccords are controlfed by 42 CFR Part 2, it is
clear that thosc with moderate to severe substance use disorders requiring treatment already do
not believe that treatment is warranted. How are we going to encourage them to participate in
treatment when we propose to broadcast their personal information through networks of
uncertainty entitics with uncertain purpose?

Unfortunately, there are more serious consequences to voiding the patient’s right to consent to
the disclosure of sensitive information. The unconsented disclosure of sensitive information
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resulting in harm to the patient could casily give rise to suicide, relapse to substance use or
overdose; these are tragic events that we should be avoiding rather than pretending that the
agency and dignity of the patient have no value and can be compromised for the convenience of
EHR vendors, data miners and health care operations. Furthermore, we should recognize that
many in substance use disorder treatment are at risk for depression, anxiety and other psychiatric
disorders, any of which would be made worse by a breach of trust by substance use disorder
treatment programs and the health care delivery system.

The loss of privacy due to unconsented disclosure itself is a harm, perhaps not of the magnitude
of the loss of a job or of child custody, but a harm nevertheless. Patients have a legitimate
liberty interest in their autonomy, in the right to make decisions about their lives.

Blaming the Vulnerable

The Health Information Technology for Economic and Clinical Health Act (HITECH Act) was
enacted under Title X111 of the American Recovery and Reinvestment Act of 2009¥%, 1t provided
billions of dollars of incentives to an array of primary care hospitals and to physicians to adopt
clectronic health records and to promote the exchange of health information. However, that
same act essentially ignored the behavioral health community; as a result, there were no
incentives available for substance use disorder treatment programs to adopt electronic health
records. In addition, there were no incentives to the electronic health record industry to develop
software and protocols specific to the behavioral health community and the sensitive information
generated by behavioral health providers, information of little use to most primary care
providers.

At the time of the unfolding of the HITECH Act, I was the Health Information Technology
Strategic Initiative Lead for SAMHSA. My team and [ met with a number of software vendors
in an effort to address the unique needs of the behavioral health community and to compensate
for the omission of behavioral health from the promulgated incentives provided to general
medicine. We met with little success.

In order to compensate for excluding behavior health from the incentives, standards, and designs
for the evolving EHR systems, information exchanges, and the growing recognition that
comprehensive health care required addressing behavioral health, efforts were mounted to
promote the fiction that behavioral health patient information contained nothing unique and
distinct from the general health care environment.

The notion that all health care information is equivalent runs counter to the historical status
recognized in the psychotherapist-patient privilege which was justified on the grounds that some
personal health information was more sensitive than others. Discussions of mental health,
substance use, and sexual health are inhibited unless the paticent has certain reassurances that
highly sensitive personal health information would remain between themselves and their health
care providers. Indeed, “the prevailing legal default and ethical norm in Western nations both
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strongly favor the preservation of patient confidence in the absence of compelling grounds to act
otherwise ™

As Shenoy and Appel point out, the behavioral health record “often combines data related to the
patient’s present symptoms, with a descriptive narrative of the patient’s life experience,
including sensitive details of psychological trauma, domestic violence, incarceration, sexual
encounters, and substance abuse. Much of this information is of great value to a therapist, but
not always of clinical use to many other medical providers. The stigma attached to mental
healthcare among some individuals and in certain cultural communities even leads some patients
to avoid using their insurance for psychiatric care in order to protect their privacy.”™

While I was at SAMHSA, we recognized the continued sensitivity of behavioral health
information, especially for substance use in particular. As a result, we developed an open source
code base through a contract that would provide an inexpensive software application for the
behavioral health community.* Unfortunately, due to complaints of unfair competition we
discontinued our efforts.

The HITECH Act with its focus on meaningful use and information exchange did not change the
unique character of behavioral health information. As a result, we developed Consent2Share, an
open-source data segmentation platform that could be incorporated into existing electronic health
records to allow patients to be able to consent to the disclosure of highly sensitive patient
information, X!

Consent2Share was developed evolved within the Data Segmentation for Privacy (DS4P)
initiative within ONC’s Standards and Interoperability (S&1) Framework to improve the
interoperability of the plethora of EHRs containing sensitive information that must be protected.
The DS4P initiative met its two goals, which were to: Demonstrate how standards can be

used to support current privacy policies, including 42 CFR Part 2, for sharing sensitive health
information across organizational boundaries; and develop standards that will enable sensitive
electronic health information to flow more freely 1o authorized users while improving the ability
of health IT systems to implement current privacy protection requirements for certain

Types of health care data, such as substance use disordcr patient records.

Unfortunately, the EHR vendor community felt no need to support data segmentation, dismissing
the importance of privacy and confidentiality to patients. Furthermore, health information
exchanges chose to ignore the importance of privacy and confidentiality to the patients by
choosing not to embrace the utility of data segmentation and patient choice. Naturally, without
data segmentation and consent management capacities, substance abuse treatment programs
operating under 42 CFR Part 2 requirements have diminished capacities to share information
with integrated treatment models that ignore patient choice.

In short, SAMHSA was able to demonstrate that patient choice could be respected without
compromising the agility and flexibility of required for integrated information exchange.

10
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However, for matters of mere convenience and low market demand, most EHR vendors and
health information exchanges chose to support the less expensive and ethically problematic
position of eviscerating 42 CFR Part 2..

Economic Disparities, HIPAA, and Confidentiality

What is remarkable about the industry and provider objections to having patients weigh in on
whether their private medical information should be disclosed is the loophole in HIPAA that
allows rich people or middle income people to have the right to restrict certain disclosures of
protected health information to a health plan where the individual pays out of pocket in full for
the health care or service received™. Health care providers, under HIPAA, are required to
include such a statement in the notice of privacy practices provided to the patient. Thus, if a
patient is rich and can pay for their own treatment in full, including substance use disorder
treatment or if they are middle class and can mortgage their home to pay for their treatment in
full, they can avoid disclosing the fact that they are in substance use disorder treatment to their
health plan. What is amazing is that providers who are committed to doing no harm are willing
1o sacrifice poor whites, poor blacks, poor Hispanics, poor Native Americans, poor Alaskan
Natives, poor Hawaiians, and poor Asians in the service of a fiction of needing highly sensitive
personal information without a patient’s consent when they could most likely receive that
information simply by asking the patient. In situations where a patient refuses consent to disclose
sensitive information to entities outside of the treatment situation, that should be the patient’s
prerogative.

Given the well documented harm that can happen to a person who is an admitted substance
users, it should not be EHR vendors or health systems or substance use disorder treatment
providers that should decide what sensitive information should be disclosed outside of'a
substance use treatment process. Financial ability should not be the deciding factor on whether a
person retains a modicum of control over their personal information.

Increased Liability for Substance Use Disorder Treatment Programs

Substance Use Disorder treatment programs have a duty to inform patients about the limits of
confidentiality. Given the spectrum of entitics under the rubric of healthcare operations, it would
be difficult for a substance use disorder treatment program to accomplish this with any degree of
effectiveness; this would exposc the covered program 1o liability.

Given that the potential harms from inappropriate disclosure of sensitive information garnered
during substance use disorder treatment is real, the disclosure of that information may give rise
to legal claims including lawsuits for some form of negligence. Unfortunately, since substance
abuse treatment programs will be the entities releasing information under the proposed modified
42 CFR Part 2, undoubtedly they will bear the brunt of the legal burden. Increased liability
insurance, legal costs, and impaired reputations will ensue. After all, once sensitive information
is released into the entity that releases that information has no control over its distribution. The
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question would become should substance abuse treatment program that released the information
have known that it contained information that could be used to the detriment of their current or
past patient.

Substance use disorder treatment programs caught up in lawsuits may have to withdraw from the
treatment marketplace. Treatment programs that close under the weight of malpractice claims
will only diminish the number of available treatment slots. The cost of care will also increase as
treatment programs have to compensate for thee increased administrative costs of doing
business.

Conclusion:

We cannot adequately address the current opioid epidemic if we remove the protections that 42
cfr part 2 and its authorizing legislation, 42 USC § 290dd-2, offers. We cannot treat those
experiencing substance use disorders with contempt.by weakening the protections that they
currently have. We cannot treat those who experience substance use disorders as a means to an
cnds, attempting to compensate for the lack of public investment in electronic health records for
the behavioral health treatment communities following the HITECH Act’s focus on primary
care.

Efforts to balance the health information technology requirements of integrated systems while
preserving a patient experiencing a substance use disorder’s right to consent to the disclosure of
their substance use treatment history and sensitive matters subsumed under that history have
been thwarted by the EHR industry and by health information exchanges. The claim that it would
cost too much is overshadowed by the existence of open source strategies that could accomplish
the necessary consent management strategies and by the inherent right of a person to determine
what happens to sensitive information.

We have contemporary cxamples of data misuse and data appropriation. The most immediate
and germane is thc Faccbook/Cambridge Analytica expericnee. We also have an example of an
effort to enlist the cooperation and consent of those who participate in efforts to personalize
medicine and to collcet data on willing participants in the All of Us NIH project; by respecting
the consent of its participants, the NIH hopes to engage 1 million people for a longitudinal study.
While the All of Us project may yield strategies to support a comprchensive health record on
individuals, it is not clear whether the public will be willing to have comprehensive dossiers of
their lives hanging in the electronic cloud for the use of those who gain access. The 10 year time
line for this research should provide interested parties critical information about the acccptability
of comprehensive health records and the utility of predictive analytics that uses information that
goes beyond traditional health related data. However, it is premature to adopt such strategies,
and certainly inappropriate to use vulnerable populations such as those with substance use
disorders as the pilot target groups to vet such strategics.
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Unlike the All of Us project, Congress is being asked to conduct a grand experiment, with those
who present for substance use disorder treatment functioning as unwitting test subjects and with
no suitable IRB or patient advocate. In this experiment, the presumption is that despite laws,
regulations, customs and attitudes to the contrary, no harm will come to those currently protected
by 42 USC 290dd-2 with its removal., The burden of this presumption falls not on those with
assets and not on those with resources to negotiate, arbitrate or litigate, but on the vuinerable.

Congress is being asked to alter the substance use disorder treatment landscape to favor
economic models of care that favor corporate entities over local entities, that benefit regional
providers over focal providers and that decrease competition rather than increasing competition.
Again, by sacrificing the informational and decisional privacy of those with SUDs, aggressive
market practices would be encouraged without having protected the very objects of those
practices.

Thus, despite the chorus of EHR and data vendors, health systems administrators, SUD treatment
providers and others who convince themselves that it is appropriate to impose unnecessary risks
of harm on those with substance use disorders seeking treatment, Congress should not abandon
the commitment to encourage those in need of treatment to seek treatment by stripping away the
limited protections offered under 42 USC § 290dd-2.

i Bernie Monegain, “Epic CEO Judy Faulkner is standing behind switeh from EHRs to "CHRs"™,
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Mr. BURGESS. Dr. Clark, thank you for your testimony.
Mr. DeLoss, you are recognized for 5 minutes please.

STATEMENT OF GERALD (JUD) E. DELOSS

Mr. DELoOSS. Thank you. My name is Jud DeLoss. I am an attor-
ney with Greensfelder, Hemker and Gale in Chicago, Illinois, and
I practice in behavioral health law as well as health information
privacy and confidentiality.

I represent several behavior healthcare providers that are gov-
erned by 42 CFR Part 2 as well as others that are impacted by
those provisions and overly restrictive provisions, including the
county of Lake County in Illinois, Nicasa, North Central Behavior
Health Systems, Stepping Stones Treatment Center, and TASC.
Each of these are large and small providers that have had to come
to bear and deal with these provisions and these restrictions.

I am here today on behalf of Netsmart Technologies, a technology
partner with the behavioral healthcare space, and I am here today
to discuss the protections that are provided under HIPAA as well
as under 42 CFR Part 2 and the legislation that we are discussing,
as well as those protections that would be not only retained but en-
hanced by H.R. 3545.

At the outset, I wanted to describe those limitations that would
remain in place because of H.R. 3545, as amended. As mentioned
earlier, the only change that the bill would provide in terms of dis-
closures without consent would be with respect to treatment, pay-
ment, and healthcare operations. We are not talking about disclo-
sures for legal proceedings. We are not talking about disclosures to
law enforcement. We are not talking about disclosures to employ-
ers, landlords, marketers, et cetera. We are talking about those
limited purposes that are the primary types of opportunities and
activities that all sorts of healthcare providers engage in.

In addition, and more specifically to address some of the concerns
that were raised about operations and the extent and scope of ex-
changes of information for healthcare operations under HIPAA, the
disclosures allowed under the bill would only be allowed to other
covered entities.

Covered entities is a HIPAA-defined term. It includes only
healthcare providers, health plans, and healthcare clearinghouses,
those entities that assist in the reimbursement process. Only those
three entities would be allowed to receive Part 2 information under
the bill. It would not be fair to say that this information could be
shared with third parties. It would not be fair to say that it could
even be shared with business associates, strictly reading the terms
of the bill. So we would not open up the exchange of information
to third parties that have no business. These are parties that need
this information in order to carry out payment, treatment, and
healthcare operations.

The bill itself provides substantial protections, in terms of the
disclosures for civil, criminal, and administrative proceedings. The
bill actually enhances those protections that 42 CFR Part 2 pre-
viously had in place. So there are increased and heightened types
of protections that are available.

I did in my written comments set forth a lengthy review of the
protections that are available under HIPAA, those in terms of the
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protections, in terms of legal proceedings, employers, also the im-
pact of the Americans with Disabilities Act if any of this informa-
tion should happen to get into the wrong hands. SUD is a disability
under the ADA and is protected as such, as set forth in my written
comments. Landlords and housing agencies would also be governed
by HIPAA as well as the ADA. The law enforcement and legal pro-
ceedings exceptions under HIPAA are very narrow and very strin-
gently enforced, primarily requiring a court order or patient con-
sent in order for the information to be shared for those purposes.

One of the areas that I did want to address is the inability under
the current Part 2 regulations to allow for a patient to make a
choice in terms of sharing their information for treatment, pay-
ment, or healthcare operations, as defined under this law as well
as HIPAA.

In addition, I think it is important to note that if a Part 2 pro-
gram does not want to share information, this bill and HIPAA,
more importantly, would not mandate a disclosure without consent.
The SUD treatment program has the opportunity to impose higher
or more stringent protections against disclosure, not those simply
set forth under HIPAA. So there is a choice not only for patients
but also for programs or others that might be concerned about dis-
closure.

To summarize the impact of the bill, a disclosure for treatment,
payment, or healthcare operations can only be made to a covered
entity. The covered entity, a healthcare provider, a health plan, or
a healthcare clearinghouse—would then be bound by these regula-
tions or this law not to disclose that information to anyone other
than another covered entity down the line.

So, in conclusion, I wanted to correct some of the misunder-
standings with respect to HIPAA, misunderstandings with respect
to the scope and impact of this law, and point out that HIPAA
itself over the history of its enforcement has resulted in millions of
dollars in fines and penalties, a comprehensive enforcement mecha-
nism, where 42 CFR Part 2 has not. Thank you for your time.

[The prepared statement of Mr. DeLoss follows:]
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Testimony of Gerald (Jud) E. DeLoss
Greensfelder Hemker & Gale P.C.
Chicago, IL

Before the House Energy & Commerce Committee
Health Subcommittee

Improving the Coordination and Quality of Substance Use Disorder Treatment

May 8, 2018

My name is Gerald (Jud) E. DeLoss and 1 am a partner with the law firm of Greensfelder,
Hemker & Gale, P.C. in Chicago, ilfinois. I am a health faw attorney that focuses on health
information privacy and confidentiality and behavioral health law. I have extensive expericnce
with HIPAA and 42 C.F.R. Part 2 (Part 2). I have previously served as the Chair of the Health
Information & Technology Practice Group of the American Health Lawyers Association
(AHLA) and Chair of the Behavioral Health Task Force of the AHLA. T represent several
substance use disorder (SUD) treatment programs covered by Part 2 and other behavioral health
provider clients including Lake County, NICASA, North Central Behavioral Health Systems,
Stepping Stones Treatment Center, and TASC. [ am here today on behalf of Netsmart
Technologies, a technology partner 10 behavioral health, substance use treatment, and post-acute

providers nationwide.

I am here today to explain the existing protections under the Health Insurance Portability and
Accountability Act of 1996 and the Privacy and Security Regulations promulgated thereunder

(jointly “HIPAA™) and Part 2 and the protections that would remain in place following
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enactment of HR 3545 and HR 3545 as amended. | believe there have been misstatements of the
law and the protections they provide. My testimony is intended to provide a correct summary of
the law and clear up any misunderstandings of the substantial protections in place for the privacy

of SUD patient records.

Limited Impact of HR 3545 on Part 2

At the outset it is important to note that the Bill only modifies uses and diselosures of Part 2
SUD patient information for purposes of “treatment”, “payment”, and “health care operations”,
each as defined under HIPAA. The Bill does not reduce or remove Part 2 protections against
disclosures to employers, landlords, life insurance companies, or in response to subpoenas or
discovery requests. Those disclosures are not “TPO” (Treatment, Payment, and health care

Operations) as defined by HIPAA. Those disclosures would still be governed by, and protected

by, Part 2.

Furthermore, the amended Bill only allows for disclosurc “[t]o a covered entity by a covered
entity, or to a covered entity by a [Part 2] program” for purposcs of TPO. Under HR 3545, as
amended, the only disclosures authorized for TPO would be to covered entities, which under
HIPAA only include certain health care providers, health plans, and health care clearinghouses.
Disclosures to third parties that are not considered HIPAA covered entities would not be
allowed. Employcrs, landlords, life insurance companies, marketers, and the courts are not
covered entities. Disclosure to those entities or individuals would not be allowed under the

amended Bill.
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The definition of “treatment” under HIPAA would allow for the disclosure of health information
to a covered entity or a health care provider. Under HR 3545 as amended, health information
cannot be disclosed to a health care provider. The disclosure of hecalth information is only
permitted to a covered entity. The definition of “payment” under HIPAA would ailow for
disclosures to third partics for reimbursement and payment-related purposes, Under HR 3545 as
amended, health information cannot be disclosed to third parties unless they are HIPAA covered
entities. The definition of “health care operations” encompasses many functions and allows for
sharing of health information to a variety of third parties. Under HR 3545 as amended, health
information cannot be disclosed to third parties — only covered entities. Because health
information may only be disclosed to covered entities under HR 3545 as amended, there is no
ability for the information to be shared or re-disclosed by a Part 2 program or covered entity to
any other recipient unless the recipient is a covered entity. Covered entities would be bound by
HR 3545 as amended, by HIPAA, and could not disclose or re-disclose the health information to

any other third party, except for other covered entities.

HR 3545 as amended would also not expressly allow for disclosures to or by HIPAA business
associates, which are third parties that carry out distinct operations and tasks for covered entities.
Disclosures are only permitted to a covered entity. Part 2 allows for disclosures necessary for
operations or similar purposes to contractors or agents of the Part 2 program, which are defined
as qualified service organizations.! Any such disclosures to the qualified service organizations
would need to be carried out utilizing a qualified service organization agreement (QSOA)

pursuant to Part 2,

142 CFR § 2.11.
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The proponents of maintaining the old Part 2 configuration argue that the Bill will open the
floodgates and “eviseerate” the protections available under the law. However, they fail to
mention two critical items. First, the Bill only allows for uses and disclosures for treatment,
payment, and health care operations purposes as defined under HIPAA. These types of uses and
disclosures are typical in the health care world. For example, when a patient is being admitted to
treatment, a Part 2 program will requite consent to share information with the patient’s insurance
company to coordinate benefits and ensure reimbursement. Part 2 provides that a program need
not admit a patient until assurances of reimbursement are in place. These types of disclosures
are limited, purposeful, and necessary for our health care system to operatc. Second, those
disclosures relating to life and disability insurance, family law and custody disputes remain

unchanged and under the Bill will still require patient consent or a court order.

Legal Protections Provided by HIPAA

In addition to the limitations on disclosures set forth in HR 3545, HIPAA provides stringent
protections against the use of health information by employers, for child custody determinations,
and by law enforcement. Like Part 2, HIPAA generally prohibits the disclosure of health
information to third parties without patient authorization or court order. The arguments advanced
by those who support continuing the existing regulations do not take into consideration the
stringent legal protections already available under HIPAA and the robust enforcement of HIPAA

that dwarfs the little — to no — enforcement that has been undertaken with respect to Part 2.
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Minimum Necessary Protections under HIPAA

Under HIPAA, disclosures of health information for payment and operations purposes must
utilize the minimum amount of health information that is required in order for the parties to
process and pay for claims or engage in the operation.? Further, providers are required by
HIPAA to develop and implement policies and procedures that appropriately limit the use and
disclosure of health information to the minimum necessary to accomplish the intended purpose,
such as obtaining payment from a health insurer for services rendered.® These minimum
necessary requirements are in place to limit the amount and type of information shared for non-

treatment contexts, reducing the likelihood and impact of any breach or loss of data.

Employment Protections under HIPAA and ADA

As explained above, the disclosure of health information to an employer would not be considered
part of TPO. Any disclosure to an employer under HIPAA would be governed by specific
regulations that generally prohibit the disclosure of health information to an employer without an
authorization or court order. Under HIPAA, the health care provider must provide the health care
service to the individual at the request of his or her employer or as a member of the employer’s
workforce. The health care service provided must be for medical surveillance of the workplace
or an evaluation to determine whether the individual has a work-related injury. Further, the
employer must have a duty under the Occupational Safety and Health Administration (OSHA),
the Mine Safety and Health Administration (MSHA), or the requirements of a similar State law,

to keep records on such information.” Even in that limited situation, the employer must request

245 CFR §§ 164.506(c) and 164.502(b).
345 CFR § 164.514(d)(3).
445 CFR § 164.512(b)(1).
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the evaluation, and the healthcare provider must provide advance written notice to the patient.” In
addition, employers who sponsor group health plans are prohibited from using or disclosing

health information for employment-related decisions or any other benefit decision.®

Generally, under the Americans with Disabilities Act (“ADA”), an employee whose poor
performance or conduct is attributable toan SUD may be entitled to a rcasonable
accommodation and the employer cannot discriminate against the employee based upon the
SUD, which is considered a disability. The ADA will not allow for an employee to engage in the
use of substances while at work, if the employer prohibited such illegal use. As a result, an
employer does not violate the ADA by uniformly enforcing its rules prohibiting employees from
itlegally using drugs on the job or in the workplace.” However, “qualified individuals™ under the
ADA include those individuals:
s Who have been successfully rehabilitated and who are no longer currently engaged in the
illegal use of drugs®
« Who are currently participating in a rehabilitation program and are no longer currently
engaging in the illegal use of drugs’
e  Who are regarded, erroneously, as currently illegally using drugs'®
An individual suffering from an SUD may be protected under the ADA because the addiction

may be considered a substantially limiting impairment.!!

*1d.

545 CFR § 164.504(D(2)(i1}C). In addition, the group health plan documents must restrict uses or disclosures to
those specifically permitted under 45 CFR § 164.504(f). See 45 CFR § 164.504(f)(1).

TEEOC Technical Assistance Manual on the ADA § 8.3.

¥42US.C. § 12114(b) (1994).

742 U.S.C. § 12114(b) (1994). A “rehabilitation program™ may include inpatient, outpatient, or employee assistance
programs, or recognized self-help programs such as Narcotics Anonymous. EEOC Technical Assistance Manual on
the ADA § 8.5.

042 US.C. § 12114(b).
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HIPAA and ADA Protections for Housing

Part 2 does not allow for the disclosure of SUD treatment information to a landlord or housing
agency without patient consent or a court order. HR 3545 would not alter those protections.
HIPAA generally does not allow for the disclosure of health information to a fandlord or housing
agency without patient authorization or a court order. However, HIPAA would aflow for the
disclosure of limited types of health information to a landlord or housing agency only if it were a

necessary parl of the patient’s treatment — such as supportive housing.

Generally, under the ADA, a landlord or agency would not be able to discriminate against an
individual with a disability and would be required to providc reasonable accommodations for
him or her in housing. If an individual is suffering from an SUD, the ADA protections would
generally apply and prohibit such discrimination as explained in the section on Employment

Protcctions under HIPAA, set forth above.

HIPAA Protections in Legal Proceedings
Disclosures of patient information where the covered entity is not a party are not considered part
of treatment, payment, and health care operations and would not be permitted under HR 3545.
The Bill as amended alse dramatically increases the protections for SUD information in any
criminal prosecution or civil action. Under the HR 3545, a court order or patient conscnt would
be required before:

» Entering the information into evidence in a civil or criminal proceeding

» Torming the part of the record or taken into account in a procecding before a Federal

agency

! See EEOC Technical Assistance Manual on the ADA § 8.5.

7
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e Being used to conduct an investigation of a plaintiff

* Being used in any application for a warrant
HIPAA also imposes specific requirements for the use or disclosure of health information in
legal proceedings, including child custody and family court cases. Where a covered entity is a
party to a legal proceeding, such as a plaintiff or defendant, the covered entity may use or
disclose health information for purposes of the litigation as part of its health care operations.'?
Where the covered entity is not a party — such as when the patient is involved in legal action with
a different party, health information may only be produced in court pursuant to an order by the
court or patient authorization. Under HIPAA, health information can only be produced during
discovery pursuant to a court order, patient authorization or in accordance with other privacy
protections. All subpocnas for records must be accompanied by notice to the patient with

opporturity to object, or proof that the litigant sought a Qualified Protective Order."

HIPAA Protections Relating to Law Enforcement

Disclosures to law enforcement are not considered part of TPO, and HR 3545 would not alter the
current Part 2 protections and prohibitions in place against those disclosures. In addition, the vast
majority of disclosures to law enforcement under HIPAA require patient authorization, a crime,
emergency, threat to public health/safety, or court involvement. Similar to Part 2, generally
under HIPAA a disclosure to law enforcement requires patient authorization (in limited
circumstances) or a court order. HIPAA only permits the following limited disclosures to law

enforcement:

245 CFR § 164.501.
45 CFR § 164.512(e).
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e By an employee of a provider about the identity of a suspect who had engaged in a
criminal act against the employee. Only limited demographic and related information
may be disclosed for this purpose.'

e To report abuse, neglect or domestic violence'®, similar to Part 2’s allowance for
reporting of child abuse.!®

e Where required by law, in limited situations such as reporting gunshot wounds or other
injuries.!”

e Under a grand jury subpoena,'® or for an administrative request, civil or investigative
demand or similar process, provided the information sought is relevant and material;
specific and limited in scope, and de-identified information could not reasonably be
utilized.!’

e Certain identifying information to identify or locate a suspect, fugitive, material witness
or missing person.?’

e If the patient is a victim, then after consent or in the event of an emergency, to law
enforcement to assist the victim (but never to be used against the patient).?!

e When the patient has died and the death may have been the result of criminal activity.”

e In the event of a crime on the premises (virtually identical to Part 2°s exception for a

23

crime on program premises)

1445 CFR § 164.502(})(2).

1345 CFR §§ 164.512(b)(1) and 164.512(c).
42 CFR § 2.12(c)(6).

745 CFR § 164.512(DH(1).

1845 CFR § 164.512(D(1).

1945 CFR § 164.512(H(1).

2045 CFR § 164.512()(2).

2145 CFR § 164.512(6)(3).

2245 CFR § 164.512()(4).

45 CFR § 164.512()(5).
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e In an emcrgency not on the premises, where the emergency medical provider needs to
disclose the information to alert law cnforcement of a crime. ™
» To avert a serious threat to health or safety of the patient or others (“Duty to Warn”
exception).”?
e In limited circumstances where necessary to apprchend an individual participating in a
violent crime or who has escaped from prison.*®
* To provide healthcare to inmates and those in custody.*’
Part 2 Limits the Sharing of SUD Treatment Information —~ Even Within the Same
Organization
A major flaw in the current Part 2 regulations is the prohibition on re-disclosing SUD treatment
information without another consent, court order, or exception under the regulations. Under the
newly-created gencral designation process promulgated under the Final Part 2 regulations, a
patient may consent to share his or her information with an intermediary, such as a health
information exchange (HIE), accountable care organization (ACO), or other integrated care
setting which may then share the information with all members of the integrated care model that
possess a trcating provider relationship with the patient.?® However, a recipient of SUD
treatment information within an HIE or ACO with a treating provider relationship would not be

able to re-disclose that information to another participant in the same HIE or ACO without

additional patient consent, rendering the new process unusable in practice.

45 CFR § 164.512(f)(6).

2545 CFR § 164.512(j).

45 CFR §§ 164.512()(1), (2).

245 CFR § 164.512(k)(5). See generally,
http://www.bhs.gov/oct/privacy/hipaa/fag/disclosures_for_law_enforcement_purposes/505 htm!.
842 CFR § 2.3 1(a)( )i} B

10
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First, the Substance Abuse and Mental Health Services Administration (SAMHSA) has issued
guidance that establishes that “treating providers” in an HIE, ACO, or other integrated care
setting cannot directly share SUD treatment information directly with other treating providers

inside or outside the integrated setting.?

Under prior versions of Part 2 (pre-2017), an organization with mental health and SUD treatment
facilities and clinicians could address the legal restrictions on sharing SUD information by using
a qualified service organization agreement (QSOA) between the Part 2 program and the mental
health department to share Part 2 information without client consent. The sharing of information
would be allowed because it was considered to be for medical services provided by the mental
health department to the Part 2 program, consistent with the terms of Part 2 and the QSOA

provisions.

The Final Part 2 Rule changes the section addressing QSOAs to no longer aliow for disclosures
for medical purposes. This revision removes the ability of an organization to utilize a QSOA to
cfficiently share Part 2 information between a SUD department and other departments which are
not covered by Part 2 but are part of the same organization. Under the existing Part 2 regulations,
a program would need to obtain individual patient consent for it to share patient information

within the same organization that is treating the patient for other conditions — both mental and

physical.

82 Ped. Reg. 6052, 6081 (January 18, 2017).
11
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Patient and Program Choice

The adoption of the HIPAA standards for TPO would not mandate that Part 2 programs disclose
SUD treatment information to third parties. In fact, under HIPAA, a covered entity may impose
additional and more stringent protections of health information, above and beyond what HIPAA
requires. It is widely-known that HIPAA only mandates disclosures in two situations: (1) to the
patient or individual who is the subject of the information and has requested access; and (2) to
the Office for Civil Rights, Department of Health and Human Services (OCR) in response to an
investigation or enforcement action (Note that in this latter situation, HR 3545 as amended
would prohibit a disclosure to OCR as it would not be a disclosure to a covered entity). A Part 2
program would not have to disclose patient information without consent if it chose to continue to
require it. As is the case today, Part 2 programs would still have the ability under law to control
who receives that information and how with strict penalties still in place for non-compliance.
Opponents of the Bill argue that if HR 3545 is adopted, Part 2 programs would freely share
patient data without limitation and without due consideration for confidentiality. This view
assumes that Part 2 programs will engage in dishonest and unethical acts with patient
information and that to date, they have only acted with honesty and integrity because Part 2
prevented them from deviating. Having dealt with Part 2 programs and clinicians, I know that
nothing could be further from the truth and that Part 2 providers are honest, trustworthy, and act

with integrity.

HIPAA provides substantial protections for health information. The adoption of HIPAA
standards relating only to disclosures to covered entities for TPO will allow for patient choice.

Whether and to what extent a patient desires to share any health information, particularly SUD
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treatment information, is a decision that should lie with the patient and not with the Part 2
program, the Substance Abuse and Mental Health Services Administration (SAMHSA) or the

healthcarc system.

Today, a patient cannot share their SUD treatment information freely in an HIE or ACO because
consent and re-disclosure requirements imposed under Part 2 are too restrictive. Part 2 now
contains a consent process that allows an intermediary, such as an HIE or ACO, to share
information with those participants that have a treating provider relationship with the patient.?®

However, that consent process under Part 2 does not allow participants with a treating provider
relationship to share the SUD trcatment information with each other directly, and does not allow
participants with a treating provider relationship to share SUD treatment information with
another healthcare provider, such as the patient’s primary care physician, if that physician is not

a participant in the HIE or ACO. This artificial barrier prevents fully-integrated healthcare for

patients wishing to include their SUD treatment information.

Any person, whether suffering from mental illness, diabetes, a SUD or multiple co-occurring
conditions, should be able to share his or her health information with their healthcare providers,
regardicss of diagnosis, if they so desirc. If someone does not wish to share their data, they

should have a clear option to either opt-out or not opt-in to sharing that information.

Under HIPAA, a patient can request a restriction on usc or disclosure of health information for

TPO. The covered entity would determine whether it can and will accept the restriction and once

.42 CFR § 2.31(2)(@)GHNB)G).
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it agrees, the information must be maintained in accordance with that restriction.’! The covered
entity does not need to accept the restriction unless the patient pays for an item or service out of
pocket and requests that the provider not share information about that treatment or service with

his or her health insurer, in which case the provider must not disclose it to the insurer.’

The ability to share the information for treatment, payment and healthcare operations under HR
3545 does not mean that Part 2 programs will be sharing SUD information without due concern
for patient confidentiality. The Bill will allow for Part 2 programs and their patients to decide

whether to share SUD treatment information.

Currently under Part 2, all programs, including those in integrated care settings — HIEs, ACOs
and Integrated Health Homes — are required to segment out SUD treatment information from the
healith record to prevent its disclosure to other treating providers not in the same integrated care
setting. Data segmentation is complex and expensive to implement. While some EHR providers,
including Netsmart, can segment data, most EHR and HIE providers would need to modify their
systems to do so. The cost of modifying all these systems would be significant — well beyond the
amount estimated by SAMHSA. Even if mandated from the Federal level, we estimate that a
robust system capable of supporting this type of segmented data would not be available for 7-10
more years. In the meantime, most providers and HIEs do not have the resources to modify their

systems to support it.

3145 CFR § 164.522,
745 CER § 164.522(a)(1).
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Breach Protections
The Bill as amended would apply the breach notification requirements of HIPAA to all Part 2
programs.  The brcach notification provisions will provide additional compliance and

enforcement opportunities to ensure patient information is protected,

Under HIPAA, a covered entity must notify OCR if it discovers a breach of unsecured protected
health information,>® If a breach of unsecured protected health information affects 500 or more
individuals, a covered entity must notify OCR of the breach without unreasonable delay and in
no case later than 60 calendar days from the discovery of the breach.* If a breach of unsecured
protected health information affects fewer than 500 individuals, a covered entity must notify
OCR of the breach within 60 days of the end of the calendar year in which the breach was

discovered.”

Covered entities must notify individuals following the discovery of a breach. The individual
notifications must be provided promptly and no later than 60 days following the discovery of a
breach. The notice must include a brief description of the breach, a description of the types of
information that were involved in the breach, the steps affected individuals should take to protect
themselves from potential harm, a brief description of what the covered entity is doing to
investigate the breach, mitigate the harm, and prevent further breaches, as well as contact

information for the covered entity.

345 CF.R. § 164.408,
.,
B,
4.
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These protections will be incorporated into Part 2 under the Bill as amended. The notification
requirements of HIPAA already provide more protections and assurance of compliance than

existing Part 2 requirements.

HIPAA Enforcement

Since the compliance date of the Privacy Rule in April 2003, the Department of Health and
Human Services Office for Civil Rights (OCR) has received over 173,426 HIPAA complaints
and has initiated over 871 compliance reviews.’” OCR has resolved ninety-seven percent of these
cases (168,780).3¢

OCR has investigated and resolved over 25,695 cases by requiring changes in privacy practices
and corrective actions by, or providing technical assistance to, HIPAA covered entities and their
business associates. Corrective actions obtained by OCR from these entities have resulted in
change that is systemic and that affects all the individuals they serve. OCR has successfully
enforced the HIPAA Rules by applying corrective measures in all cases where an investigation
indicates noncompliance by the covered entity or their business associate. To date, OCR has
settled or imposed a civil money penalty in 53 cases resuiting in a total dollar amount of
$75,229,182.00.%

OCR has aggressively audited, investigated, penalized, and enforced the privacy and security

requirements under HIPAA.

37 https://www.hhs.gov/hipaa/for-professionals/compliance-enforcement/data/enforcement-hightights/index. htmt
last accessed 5/3/18.

F1d.

#1d.
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As of this writing, the author is unaware of a single substantive enforcement action taken under
Part 2. Although the Final Part 2 Rule will increase enforcement opportunities, historically it

has been HIPAA that has been enforced more stringently and more effectively than Part 2,

Conclusion

HR 3545 as amended will allow for the legitimate sharing of health information for specific
treatment, payment, and health care operations purposes. The sharing of the information will
only be with covered entities — those individuals and organizations that are bound by HIPAA and
must have policies and procedures in place, training for their workforce, and agreements that
protect the use or disclosure of all health information. Those entities could only re-disclose SUD
information to another covered entity. The substantial protections and new rights and
antidiscrimination provisions in HR 3545 as amended address the concerns raised by opponents

and further the goal of effective, timely, and quality integrated care.
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Mr. BURGESS. Thank you, Mr. DeLoss. And I want to thank all
of our witnesses for testifying before us today.

And we are going to move into the question portion of the hear-
ing. I am going to begin that portion by yielding my time to the
gentleman from Oklahoma, Mr. Mullin, 5 minutes for your ques-
tions.

Mr. MULLIN. Thank you, Mr. Chairman.

And thank you for all of our witnesses that are here today.

Since I only have 5 minutes, I am going to get right into it.

Dr. glark, are all substance disorder providers subject to 42 CFR
Part 27

Dr. CLARK. If they are federally assisted.

Mr. MULLIN. The answer is, are they all subject to it?

Dr. CLARK. Only if they are federally assisted.

Mr. MULLIN. So the answer to that is no. And they are not all
Federal assistance, because the VA doesn’t fall underneath Part 2.
The VA doesn’t fall underneath it, and they are Federal assistance.

Dr. CLARK. The VA has its own 38 CFR.

o Ml; MULLIN. The question was, do all of them fall underneath 42

FR?

Dr. CLARK. No.

Mr. MULLIN. So is there evidence that patients that don’t fall un-
derneath it, has that been abused?

Dr. CLARK. Well, you invoked the VA. I used to work for the VA,
spent 14 years

Mr. MULLIN. Sir, I said, is there evidence that people that do not
fall underneath 42 CFR Part 2, is there evidence that their medical
records are being abused and they are being discriminated against?

Dr. CLARK. I couldn’t say that there is.

Mr. MULLIN. Because it is no.

Part 2, how many times has it been tried, violators? People that
violated Part 2, how many times has it been tried?

Dr. CLARK. It is not a heavily litigated area.

Mr. MULLIN. Heavily. It has never been. It has never been.

Dr. CLARK. It has been litigated, sir.

Mr. MULLIN. No, it is exactly zero. I have the information right
here. And I know that you can give your opinion, but we are deal-
ing with facts here.

Dr. CLARK. OK, I am a lawyer also, sir. And so from 1970

Mr. MULLIN. No, no, hang on, it is my time. You said a lot in
your 5 minutes. I am just pointing out holes in it.

Now, underneath HIPAA, how many times has it been tried?
173,426 times since 2003. Because Part 2 is unenforceable. They
can’t comply with it. It is only a $50 penalty.

You start talking about discrimination. In your testimony, you
said that the harms to which a person who admits to substance use
may suffer includes the loss of employment, the loss of housing, the
loss of child custody, the loss of benefits, stigma, discrimination,
the loss of privacy, and the loss of anonymity.

How would that actually work? How would you do this legally
underneath the system that is there? Is that just an assumption
that you are making? Because there is no legal way to actually do
that. There are laws already that protect the individual from that.
Is that not true?
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Dr. CLARK. No, that is not true for

Mr. MULLIN. Oh, there isn’t? Well, you are an attorney, so ex-
plain that to me then.

Dr. CLARK. OK. If T am an active substance user, the ADA does
not protect me. The Americans with Disabilities Act does not pro-
tect an active substance user who is using illegal substances.

Mr. MULLIN. So there are not any laws that protect people from
being discriminated against? Because as a person that also has sev-
eral property companies, I can’t use that information to deny some-
one from housing. As an employer, I can’t use that to deny someone
for employment, because it would be discriminating. So you are
making an assumption here that is actually not accurate.

Now, you also said in your testimony that you are comparing my
bill to the Cambridge Analytica/Facebook issue. How is adding
antidiscrimination language and extra protection for patient infor-
mation comparable to the Facebook data scrubbing?

Dr. CLARK. The issue is data scrubbing. Just as you said, the
healthcare——

Mr. MULLIN. I am not talking about data scrubbing here.

Dr. CLARK. We are talking about data scrubbing.

Mr. MULLIN. Who is scrubbing it?

Dr. CLARK. When you are talking about electronic health records,
you are talking about predictive analytics, and you are talking
about data scrubbing.

Mr. MULLIN. Yes. But we already show that the only people this
covers is essentially Medicare and Medicaid. And when we get into
the situation that private payers in VA, that they are not being dis-
criminated against, why is this such a big issue now?

Because you are making a lot of assumptions. And, sir, I know
that you are able to make the assumptions. But we are also dealing
with people’s lives.

Is there anybody in here that doesn’t get touched by—this has
touched me three different times, and I take it very personal. And
when people come here and they want to give their opinion, and
it is not based on facts, it really bothers me. I am sure you are a
very smart individual. Sir, I am sure you are a very smart indi-
vidual, but you are coming in here, and you are just giving your
opinion.

Dr. CLARK. Well, you wanted to know about, for instance, unem-
ployment. The ADA does not apply to active substance users. That
is a fact. That is not an opinion. So I can’t help you with that.

And, in fact, there are rules historically for housing. HUD used
to have, and still does have, rules that allow you to discriminate
against people who——

Mr. MULLIN. What are those rules? What are those rules?

And, besides, by the way, you just mentioned another Federal
agency. And this is about Federal protection for those on Medicare
and Medicaid. We are talking about the private sector, because
that is what you are making comparisons to.

And, sir, I am very serious about trying to protect people’s lives
here. And I know you are too. But we got to make sure that we
are dealing on the same page. And while I respect your ability to
give your opinion, I completely disrespect your testimony because
it is based on opinion, not facts.
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With that, I yield back.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

The chair recognizes the gentleman, the ranking member of the
subcommittee, 5 minutes for questions, please.

Mr. GREEN. Thank you, Mr. Chairman.

I want to thank our witnesses for being here, because this is
something that is really important because we have chemical ad-
dictions so rampant that we are changing law that provides more
protection for someone chemically instead of just a mental or any-
thing else.

And, Dr. Clark, you have read the language in the bill. Is there
any way that. as a lawyer, you could suggest other language than
what is in the bill that would have some protection there that we
still do? Because a number of us have concerns about this legisla-
tion. But I also know, under HIPAA, this is much stronger than
anything HIPAA has, the bill does.

Is there anything you would suggest that would feel more com-
fortable to both you but also to Ms. Metcalf? Because I understand,
we all have relatives who really don’t want to tell us what their
issues are. And they have some right to privacy no matter what
they have.

Dr. CLARK. Well, the first thing, as a physician, if your patient
doesn’t trust you, they won’t disclose information to you. That is
what gets lost in this.

We know that people with mild to moderate conditions that lead
to severe conditions don’t talk about their substance use. So, if you
want to save lives, you do it upstream. You don’t wait until the
problem is so severe that it is actually quite transparent to every-
body in the room. And that is what actually happens. People hide
their substance use, and there is no record of it.

All the stories that you hear, how horrible they are and how
tragic they are, the stories are that the people do not feel com-
fortable disclosing what is going on. So 90 percent of the people
who meet criteria for an SUD dont discuss that with the
healthcare delivery system.

Now, the question is, is there any way to address this? The
healthcare operations component of HIPAA, as I said in my 5 min-
utes, it is so broad that it gives rise to—when you start explaining
that to people, if you can explain it to them clearly, they will un-
derstand that they really have no privacy, and so they will keep
their mouths shut.

And by the time you are aware that their problems are so severe
that they need intervention, it will become transparent. Your com-
mittee has dealt with physicians who have misused prescribing. We
now know we have enough data of using prescription drug moni-
toring programs and other strategies that we can track what is
happening with patients. So it won’t be those people for whom pre-
scriptions are written, because now we can track those. We can en-
hance electronic health records.

There are models being proposed. The gentleman to my left, Mr.
DeLoss, talked about working with the her community. I also
work—when I was with SAMHSA, worked with the her commu-
nity. We had developed bridges to allow for patient consent, but the
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her community was not interested because there was not enough
money in it for them. They had an opportunity earlier in this whole
discussion when the HITECH Act was passed, they just were not
interested.

I met with the major providers. They were not interested. This
was small potatoes as far as they are concerned. Get rid of
healthcare operations, and you have got a different bill that at
least will allow people to address——

Mr. GREEN. Well, thank you.

And, Ms. Metcalf, I understand from where you are coming from.
But we still have this issue that Mr. McKee said that, even as a
family member, he wasn’t getting information from his brother.
And that happens whereas I don’t know if HIPAA could be a
change. The only thing I could say, as a lawyer, is that a family
member gets a guardianship so you take over that oversight. And
guardianships are tougher, because it is harder to get. But as a
family, that is the only legal thing.

Mr. DeLoss, do you have any other options that a family member
could use?

Mr. DELOSS. In order to share the information, correct. The cur-
rent bill would not allow that direct sharing. It would allow for the
sharing only to a covered entity.

As far as an alternative to share that information in that precise
situation, there could be an anonymized disclosure. In order to
avoid some of the implications of Part 2 that are overly restrictive
and engage in a process to warn others. There is no duty to warn
exception under Part 2. So, if there is an issue where someone
should threaten to kill someone, they cannot inform police or any-
one else under Part 2.

So what Part 2 programs have done is to anonymize that disclo-
sure, disclose it in such a way that does not indicate where it came
from or who it is about specifically with respect to their SUD diag-
nosis.

So these are workarounds that SUD programs governed by Part
2 must undertake in order to avoid these overly restrictive require-
ments.

Mr. GREEN. Thank you, Mr. Chairman. I know I am out of time.

Mr. BURGESS. The gentleman yields back. The chair thanks the
gentleman.

The chair recognizes the gentleman from Oregon, the chairman
of the full committee, Mr. Walden.

Mr. WALDEN. Thank you, Mr. Chairman. And thanks to our pan-
elists for being here as we work on this very difficult issue.

I have heard from my hospitals in Oregon who are very sup-
portive of what we are trying to do here. They say this regulation
makes it very difficult or prevents the sharing of patient informa-
tion necessary to deliver effective and coordinated care. This con-
flict forces hospitals and health systems now to go to extraordinary
lengths to deliver needed care.

In our panel with the survivors, many of whom lost children, this
was an issue they raised. The lack of ability to know what is going
on in their kids’ lives. We have heard it from others about sub-
stance use disorder treatment. I know these are separate issues.
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But, Mr. Gardner, patients with substance use disorder who are
currently using illegal drugs, I understand to be the case are not
protected by civil rights laws, such as ADA, that protect those with
disabilities from employment, housing, and other types of discrimi-
nation. The legislation before us includes antidiscrimination lan-
guage, does it not?

Mr. GARDNER. That is my understanding.

Mr. WALDEN. And regarding protections for patients seeking sub-
stance use disorder treatment, does this language strengthen or
does it weaken the statute behind 42 CFR Part 2?

Mr. GARDNER. Thank you for the question, chairman.

My understanding is that, although I am not a lawyer, it would
strengthen protections for the use of such information in criminal
proceedings, which I think is important.

Mr. WALDEN. Well, that is my understanding. And like you, I am
not burdened by a law degree. I just try and do public policy. No
offense to those who have passed the bar or stopped in there.

Mr. Deloss, can you identify the legal mechanisms, if any, in
this legislation for substance use disorder treatment records to get
into the hands of landlords, law enforcement, and civil and court
judges without patient consent or a court order?

Mr. DELOSS. No, there is no possible way to do so under this bill.
This bill would prohibit those types of disclosures. The disclosures
would only be allowed for purposes of treatment payment oper-
ations. Does not include any of those third parties. Those third par-
ties do not fall under the definition of a HIPAA-covered entity, so
those third parties would not receive that information. Only certain
healthcare providers, not all healthcare providers, are governed by
HIPAA. So not all healthcare providers would receive the Part 2 in-
formation under this bill. They would be restricted, health plans
and health care clearinghouses.

So, in addition to those restrictions against the third parties re-
ceiving the information, as you have mentioned, there are height-
ened antidiscrimination provisions.

Mr. WALDEN. Heightened. Stronger. More than exists today

Mr. DELOSS. Much more stringent, much more protective than
current Part 2 protections with respect to antidiscrimination in
housing, in employment. Protections against use of any of this in-
formation in any kind of proceeding, civil, criminal, or administra-
tive, all of this is far greater in terms of its protections than what
Part 2 currently provides.

Mr. WALDEN. So, if it can’t be used to discriminate against you
in your employment, your housing, any criminal case, anything
else, what is the only thing it can be used for?

Mr. DELosS. Well, it would primarily be used for treatment. As
we have heard, coordinating care is the biggest issue that these
SUD programs are facing, is trying to integrate that care with
HIEs, health information exchanges, accountable care organiza-
tions, any kind of integrated healthcare environment under the
Medicaid program. All of this requires coordination.

And with respect to the ability to share that information, the
issues that have arisen are so complex in terms of trying to comply
with Part 2 that these independent entities, these ACOs, these
HIEs, these are not vendors. These are entities that are created to
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coordinate care. They have refused to allow Part 2 information to
be included.

I have worked with several HIEs or healthcare networks that
have refused to include this information exactly because of the Part
2 restrictions. And despite many efforts to create workarounds or
ways to address these issues will not include that information.

Mr. WALDEN. So I was in a federally qualified healthcare facility
in my district, Klamath Falls, Oregon, last week. And we talked
about this very obstacle to quality healthcare. And that is all they
care about is the patient and quality healthcare. And they said,
“Please, please, please.”

I said, “42 CFR Part 2.”

And they said, “Yes. You have no idea what an obstacle that is
to patient safety and treatment.”

And so that is why we are here. We want to get it right. We ap-
preciate all the panelists today sharing their opinions. This is im-
portant stuff. It is not easy.

And, Mr. Chairman, thank you for holding this hearing. I think
it has been very, very helpful.

Mr. BURGESS. And we thank the chairman.

The chair now yields 5 minutes for questions to the ranking
member of the full committee, Mr. Pallone of New Jersey.

Mr. PALLONE. Thank you, Mr. Chairman.

I want to thank all the witnesses for joining us.

And, Dr. Clark, I am interested in learning more about the up-
tick of substance use disorder treatment in the U.S., so I am going
to start with you.

In your testimony, you note that, of the 28.6 million people who
misuse illicit drugs and the 65 million people who are binge drink-
ers in the past month, only 3.8 million people received treatment
in the past year. Could you explain some the reasons people don’t
receive treatment for substance use disorder? And quickly, because
I have more questions to ask you.

Dr. CLARK. Sure.

A number of reasons. The first reason is the ability to pay. The
second reason is people don’t want to stop. The third reason and
fourth reasons are people do have concerns about privacy and stig-
ma. It is an issue that drives people’s motives.

And as I pointed out in my 5 minutes and response is that we
need to get people early and—before we wind up having to deal
with them later in their substance use.

Mr. PALLONE. All right. So, for you and also Ms. Metcalf, could
you explain why maintaining Part 2 protections is important to in-
dividuals seeking treatment for substance use disorders, including
opioid use disorder? Briefly, again.

You could start, Dr. Clark, and then we will go to Ms. Metcalf.

Ms. METCALF. Yes. Thank you.

42 CFR is important to people seeking treatment because they
are assured, when they come to treatment, they have that con-
versation about who will receive their information. And they have
a choice to sign it. And it is a simple conversation. And so it is im-
portant to actually build—empower those individuals to be part of
their care. And it allows them to make that choice that their physi-



82

cian or the people involved with their medical care can have the
information that they are in treatment.

If they choose not, there are many, many, many, reasons why
they might choose not to. For fear in small rural communities
where they just choose not to share that they have gone to treat-
ment for their alcoholism, been in counseling. Lots of reasons why
they may choose to not share that with a small town family physi-
cian that is their physician.

Mr. PALLONE. All right. Let me move on.

Under the proposed legislation, patients would lose the right to
determine the extent to which their patient record is shared for
treatment, payment, and healthcare operations but receive added
requirements related to the use of their part D record in criminal,
civil, and administrative proceedings as well as discrimination by
lawful holders of Part 2 information.

Again, either Ms. Metcalf or Dr. Clark, could you explain why
the extra protections included in this proposal do not cure your
concerns about eliminating Part 2’s patient consent requirements.

I guess he is asking for you to speak, Ms. Metcalf.

Ms. METCALF. The added protections, I think that we are still
seeing one of our constituents, a member of Faces and Voices of Re-
covery, has shared her story about unlawful sharing of her medical
records, unlawful redisclosure. The impact on her lifelong is that—
an inability to start her small business as a result of the—unable
to purchase group health plan for prospective employees based on
her health history of substance use disorders; despite being her pri-
mary breadwinner, unable to buy life insurance policy to protect
her family based on her health history of substance use disorders;
and unable to obtain disability insurance due to the same.

So the bill does not protect these individuals from those who the
health insurer will share that information with, which includes ex-
tensions of the companies that are related to life insurance, dis-
ability insurance, and so on.

Mr. PALLONE. All right. Let me ask one more question, Dr. Clark.

Due to the concerns you have expressed with eliminating Part 2’s
patient consent requirements, what actions can Congress take to
allow patients to further benefit from the health system’s coordi-
nated care arrangements and still maintain Part 2 protections?

I will ask you that one directly.

Dr. CLARK. One of the things that we would encourage the Con-
gress to do, or I would, is to facilitate the acquisition of electronic
health records by the Substance Use Delivery System, which, inci-
dentally, is not primarily populated in hospitals or in doctor’s of-
fices. It is primarily populated in small recovery-type oriented be-
havioral health treatment systems. So, by the time you reach the
doctor’s office, your problems actually are much more severe. So
you could do that.

And one issue that is missing from this is the issue of child cus-
tody. There is no discussion about that in the bill. So, while it says
you can’t use it about a plaintiff, it doesn’t say you can’t use it
about a defendant.

So these are the kinds of things that need to be deconstructed
from the bill so that it can enhance the issue of protection if that
is what your will is.
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I applaud the effort to address these issues. I don’t want to sug-
gest that the bill, because of its weaknesses, has got a bad intent.
I think it is a well-intended bill, but I think it is inadequate for
the purpose that we need to look at these things more carefully.
And T really applaud the Congress’ interest in trying to correct
some of these problems.

Mr. PALLONE. Thank you.

Thank you, Mr. Chairman.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

The chair would just observe for the record that I did vote
against the HITECH Act.

Now I would like to recognize the gentleman from Texas, Mr.
Barton, 5 minutes for question.

Mr. BARTON. Thank you, Mr. Chairman.

And I want to appreciate you and Chairman Walden honoring
your word at the markup where this bill was not marked up, but
you promised to hold this hearing. It is good to follow regular order
and try to get more information.

I come at this a little bit differently than most of the Republicans
on this committee. I am the co-chairman of the Privacy Caucus
here in the House and have been for the last 10 or 15 years.

I want to read a very brief part of the majority memo for this
hearing. It is on the second page of the memo, and this is a direct
quote: Part 2 regulations provide stronger protections for substance
use disorder treatment records than do most other Federal and
State health privacy laws, including the standards for privacy of in-
dividually identifiable health information, parentheses, privacy
rule, under the Health Insurance Portability and Accountability
Act of 1996, parentheses, HIPAA. Repeat: Part 2 regulations pro-
vide stronger protection than do most other Federal and State
health privacy laws.

That is the crux of the issue. Nobody disputes these tragic indi-
vidual stories. The gentleman from Ohio, the gentleman that I
think is representing Betty Ford whose mother had a problem. No-
body disputes that.

But Part 2 provides stronger protections for individuals. Most
Federal laws don’t. A lot of the so-called privacy protections that
we have now in Federal law are jokes. They are information disclo-
sure laws that, when a breach happens, the group that is allowed
the breach has to notify you that your data has been compromised.
They don’t protect privacy. They just require the group that let the
privacy be abused to disclose you that it has been abused. And in
some cases, especially banking, it is not that it has been breached.
They just have the right to use the information however they want
as long as they tell you.

So here we have a law that actually does provide privacy protec-
tion. And in the name of better healthcare, we are trying to breach
it. I am opposed to that.

Now, I am not opposed to some change in Part 2. I understand.
But I am opposed to just unilaterally overriding the individual’s
right to privacy by requiring written consent.
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Now, I want to ask the gentleman from Ohio, Mr. McKee. Was
your brother, to your knowledge, ever asked to waive his right to
privacy under Part 2?

Mr. McKEE. Not that I am aware of.

Mr. BArRTON. OK.

What about you, Mr. Gardner? Was your mother ever directly
asked to waive her Part 2 rights?

Mr. GARDNER. I cannot answer for sure.

Mr. BarTON. OK. It may be they were never asked. It may be
they were asked, and they refused to. We just don’t know.

Mr. McKEE. Congressman Barton.

Mr. BARTON. Yes.

Mr. McKEE. With all due respect, how would the physician have
known to ask?

Mr. BARTON. What is that?

Mr. McKEE. How would the physician, how would the surgeon,
have known to ask?

Mr. BARTON. Well, if I were treating, and I am not a doctor, but
if I were treating your brother, I know, when I go to my dentist,
when I go in for any kind of a procedure—I have had gallbladder
surgery; I had a heart attack—I have to fill out a form three or
four pages long that has asked if I have ever been treated for any
of the following occasions. And I believe that, if I were a pre-
scribing physician giving fairly strong pain medication, I would
probably either informally, verbally, or formally ask that question.

Now, in fact, every time I go to my doctor, I have to fill out the
same form again. And I say, “Well, I just filled it out last year.”

“Well, I am sorry. You have got to do it again.”

So, there are cases—and my time is about to expire. There are
cases where maybe the patient is not mentally able to make a deci-
sion. But my guess is a vast majority of the time they are com-
petent, and they choose not to disclose for their own purposes.
Now, I don’t know that. That is just a supposition.

Anyway, I had two more questions I will submit for the record,
Mr. Chairman, since my time has expired.

And thank you all, the witnesses, for being here.

Mr. BURGESS. The chair thanks the gentleman. The chair recog-
nizes the gentleman from Maryland, Mr. Sarbanes, 5 minutes for
your questions, please.

Mr. SARBANES. Thank you, Mr. Chairman. Thanks to the panel.

I can’t see—all the way on the end. Yes.

Mr. DELoOsS. Mr. DeLoss.

Mr. SARBANES. Sorry. I lost track of the witness list.

You, I think, were describing, in the new proposed draft of the
bill that has been mentioned here today, that there is some anti-
discrimination language in there. And I guess that would make it
illegal for any entity to use records to discriminate for healthcare,
hiring, employment, sale or rental of housing, access to courts, re-
cipient of funds, et cetera. And that gives you increased confidence
that facilitated sharing of information that is suggested by the pro-
posed bill would mitigate the occasion for discrimination, therefore,
potentially be less stigmatizing. So it goes to addressing that issue.
Is that right? Is that the idea?

Mr. DELoss. That is correct, yes.
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Mr. SARBANES. Yes. And I get that.

What I worry about is that—that is well and good. But it is kind
of like the cow is out of the barn. In other words, once the data
is out there or the information is shared, it may be that somebody
misusing it is subject to some kind of penalty or prosecution or
what have you. But as we know in life, a lot of times, that kind
of discrimination can go unpunished, and at that point, the infor-
mation is out there. So a better protection is to keep the informa-
tion safe or in close hands before it even gets out there and you
halve to test the proposition of whether people are handling it prop-
erly.

So I think, I see why people are pointing to that and suggesting,
“Well, that should give us comfort,” I am not sure it gives the com-
fort you are suggesting to a patient who is going to say, “Well, that
is fine if someone could get in trouble if they misuse my informa-
tion, but the chances that it could get misused are still pretty high,
and they might not get penalized for it, and there may be no deter-
rent effect as a result, so the better path for me is to just not share
the information, or that puts me in an exposed position.”

So I just wanted to make that point, because I think it is a fair
one. And I wanted to turn to you, Ms. Metcalf, and just ask
you

Mr. DELOsS. Could I quickly respond?

Mr. SARBANES. Yes, you could.

Mr. DELoOsS. Thank you.

The issue that I see in response to those concerns, which I think
are valid, is that the current Part 2 regulations, even though there
is a consent process, because they are so overly stringent and tech-
nical, it doesn’t allow the patient to make that choice, because the
recipients, such as HIEs or ACOs or these integrated care environ-
ments that are part of the new healthcare model, would not accept
that information.

So, even if the patient made the choice to share the information,
it couldn’t be accepted because those entities would refuse it. In ad-
dition, the recipients would have to segment that data if they did
receive it so it would not be redisclosed. Again, something that cer-
Eain electronic health records do not have the current capability to

0.

And in addition, with respect to the bill itself, in addition to the
antidiscrimination provisions you mentioned, there is a limited set
of recipients that could receive this information so it is not going
out to third parties. It is not going out to billing agencies. It is not
going out to marketers. It is not going out to businesses

Mr. SARBANES. Let me jump in, because now I am down to 14
seconds. So I won’t to ask you this question, Ms. Metcalf.

Mr. DELoOsS. Thank you.

Mr. SARBANES. My understanding is that, even keeping the key
components of the Part 2 regulations in place, that through edu-
cation, through finding ways of streamlining some of the technical
obstacles that people are concerned about, that we could improve
the situation for coordinated care without compromising the con-
cerns people have about the privacy of the data. So that is why I
continue to have some misgivings about the proposed legislation
here that we are talking about.
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With that, I will yield back.

Thank you.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

The chair recognizes the gentleman from Kentucky, Mr. Guthrie,
5 minutes for you questions, please.

Mr. GUTHRIE. Thank you very much, Mr. Chairman. Thanks for
having this meeting.

The first few questions are for Mr. DeLoss. I am going to try to
ask some on behalf of my good friend from Texas, Mr. Barton.

But, first, Mr. DeLoss, it is my understanding that Part 2 only
applies to federally supported providers who identify themselves
specifically providing SUD treatment and referrals. Are there
health providers, say office-based physicians, prescribing
buprenorphine or for-profit providers that do not fall into this cat-
egory and do not have to comply with Part 2?

Mr. DELoSs. That is correct. There are certain providers that do
not have to comply with Part 2 because either they are not feder-
ally assisted or do not hold themselves out as specializing in this
area.

Mr. GUTHRIE. So what about the Department of Veterans Af-
fairs? And does it make sense that some patients with substance
abuse disorders will have this information in their medical records
and some will not?

Mr. DELoOsS. With respect to the Department of Veterans Affairs,
that would be an exclusion from the coverage of Part 2. Part 2
would not apply to those records.

Mr. GUTHRIE. Does it make sense that some would have this in-
formation and others would not?

Mr. DELoOsS. No. It leaves an incomplete record. Absolutely.

Mr. GUTHRIE. So, while Part 2 is supposed to have stronger pro-
tections, Mr. DeLoss, can you discuss the enforcement authority for
Part 2 infractions in comparison to the enforcement authority for
HIPAA violations?

Mr. DELOSS. Yes.

Part 2 is a criminal statute, so the enforcement, in addition to
the Substance Abuse and Mental Health Services Administration,
SAMHSA, there would be a criminal enforcement through the De-
partment of Justice. To my knowledge—and I know Dr. Clark had
a differing opinion. To my knowledge, there has never been a sub-
stantive enforcement action taken for a violation of a Part 2 provi-
sion in its history.

With respect to HIPAA, you have the Office for Civil Rights, De-
partment of Health and Human Services, that would engage in a
process of audits, reviews, complaint-driven responses, investiga-
tions. You have the breach notification provisions which are now
part of Part 2 under the bill. I did not mention that earlier. All of
that results in a very comprehensive enforcement scheme. And I
believe the most recent information I have is that over $75 million
in fines and penalties have been levied against those that have vio-
lated HIPAA or not complied completely with respect to the protec-
tions that that law requires.
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Mr. GUTHRIE. OK. And I am going to ask a question on behalf
of my friend from Texas he said he didn’t get to, so I am going to
read it.

Substance use disorder treatment records—and this is for Mr.
DeLoss—has already been subject to data breaches. For example,
in August 2016, an addiction treatment provider in Baltimore was
hacked, and patient addiction treatment information was put up
for sale on the dark web.

In 2017, a data breach of Bronx Lebanon Hospital Center in New
York calls the release of at least 7,000 people’s records, which in-
cluded addiction histories.

So, that said, under Part 2, are there currently breach notifica-
tion requirements?

Mr. DELoOsS. Correct. The HIPAA breach notification require-
ments would require notification not only to the individual pa-
tients, probably in the cases you mentioned, to the media as well
as the Department of Health and Human Services.

Mr. GUTHRIE. Under Part 2, what are the penalties for an unau-
thorized disclosure?

Mr. DELoss. Well, they can range from $100 for a small neg-
ligible type of violation up to $1.5 million.

Mr. GUTHRIE. So how would the legislation before us help pa-
tients whose addiction treatment data has been compromised?

Mr. DELoOSs. Well, there would be a requirement and affirmative
duty to report any type of breach or violation under the breach no-
tification provisions. Part 2 does not currently require any kind of
notification of a violation by a program—or by a provider. So there
would be that new affirmative obligation to disclose that, not only
to the individual patient but also to the department as well.

So that would obviously bring up the ability—or heighten the
ability to enforce the law, because it would impose an affirmative
obligation to do so.

Mr. GUTHRIE. Thank you. And I have about a minute.

So, Mr. Gardner, the Assistant Secretary for Mental Health and
Substance Use, Elinore McCance-Katz, wrote recently in a letter
that, and I will read a paragraph from her letter, the practice of
requiring substance use disorder information to be more private
than information regarding other chronic illnesses, such as cancer
or heart disease, may in itself be stigmatizing. Patients with sub-
stance use disorders seeking treatment for any condition have a
right to healthcare providers who are fully equipped with the infor-
mation needed to provide the highest quality of care.

I h(‘;lve 30 seconds, Mr. Gardner. Do you agree with that state-
ment?

Mr. GARDNER. That is a big subject for 30 seconds, but I do be-
lieve that, over the course of time, a paradigm of separation and
secrecy as opposed to integration and openness does, indeed, create
a culture where stigma lives.

Mr. GUTHRIE. Well, thank you, and my time is expired.

And I yield back.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

The chair recognizes the gentlelady from California, Ms. Matsui,
5 minutes for your questions, please.
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Ms. MATsul. Thank you, Mr. Chairman.

I want to thank all the witnesses for being here today.

Mr. DeLoss’ testimony highlights that, under this bill, a Part 2
provider could still require additional consent if it wanted to. There
may be a way for this bill to reflect that option more directly. I rec-
ognize that Mr. McKee’s brother story is an all too common sce-
nario in which the patient may have not chosen to consent even if
sharing the information will be in their best interest. However, I
think the big question we must ask ourselves is whether we want
to completely take away that right to consent.

I think middle ground here is retaining some ability for the pa-
tient to consent to whether or not the information is shared. Under
current Part 2 law, the patient has a right to consent either every
time their information is shared or, under new SAMHSA rules,
more broadly if they chose. Under the current bill we are consid-
ering, a patient’s information would be shared automatically with
covered entities for the purposes of treatment, payment, and
healthcare operations when they choose to be treated.

What if, upon seeking treatment, the patient retained the right
to consent and could choose between privacy protections under 42
CFR or under HIPAA?

Dr. Clark, I will start with you, but I would like to hear from
the other witnesses as well.

Dr. CLARK. As I mentioned, I applaud the efforts of this com-
mittee to address some of these critical issues, because they are of
great concern to our nation’s public health and to the citizens of
this country.

You raise an important point that, essentially, already exists,
has already been acknowledged. You can strengthen 42 CFR Part
2 by strengthening the penalty without abandoning the confiden-
tiality and right to make a personal decision.

There are conflict of laws issues that are raised by the current
bill that will have to be negotiated, because, indeed, it attempts to
abrogate things like the ADA, the DOT, and Department of Justice
kinds of rules.

So then there is the issue of competency of individuals. If you re-
move an individual’s competency in this situation automatically,
then what about for cancer? What about for other conditions?

So the right to choose what happens to your own person is an
important right. And what we are talking about is creating a slip-
pery slope where we nullify that right for this condition, and then
we have to nullify that right for another condition. So I think we
need to keep that in mind. Addressing the conflict of laws, address-
ing the issue of penalties, and making sure that we understand the
covered entities.

Ms. MATsul. OK. Any other comments to this at all?

Mr. DELoOsS. I can respond briefly.

Ms. MATSUL Yes.

Mr. DELOSS. In terms of requiring the consent, I believe that one
of the issues would be in what situation would consent be required.
Even with the changes that were made in the regulations in 2017
to 2018, there are still issues exchanging that information directly
with other healthcare providers because of the limitations that are
imposed and because of the complexity of those regulations.
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And I think that probably really sums up the critical issue,
which is, because of those complexities, that health systems, med-
ical groups, hospitals, and others cannot comply with, the HIEs,
ACOs, et cetera, this information is not being included in those ex-
changes of information for purposes of care coordination. So a con-
sent by itself does no good. But if you add the layers of complexity
that are in place currently under the law as well as others that
have been proposed by the opponents to this bill, then it makes it
extremely difficult, if not impossible, to share that information.

Thank you.

Ms. MATsul. All right. Now, I realize that both HIPAA and Part
2 protect against information be shared with landlords, employers.
But I am concerned that the definition of covered entity under
HIPAA may still be too broad such that it increases the likelihood
of a breach.

Mr. DeLoss, under this bill, could information only be shared be-
tween treating providers, or could it be shared between two covered
entities that are not necessarily treating the specific patient?

Mr. DELoSS. The information could be shared for treatment pay-
ment or healthcare operations only between two covered entities. A
Part 2 program and a covered entity and then a covered entity with
another covered entity downstream and definitely, correct.

Ms. MATsUL I heard differing opinions on whether H.R. 3545 al-
lows for disclosures to business associates.

Are business associates not covered under payment treatment
and operations under HIPAA?

Mr. DELoss. It is my interpretation of H.R. 3545 that the bill
would not allow disclosure to business associates because they are
not “covered entities,” correct.

Ms. MaTtsul. OK.

Mr. Chairman, I yield back. Thank you.

Mr. BURGESS. Does the gentlelady yield her time to me?

Ms. MATsUL Yes, I yield to you.

Mr. GREEN. I thank my colleague.

Mr. Chairman, you and I talked about this. I would like to ask.
Mr. DeLoss testified that the bill would not allow information to be
shared with business associates. However, a Republican memo
states, “the discussion draft will permit said records to be shared
between covered entities, healthcare providers, payers, and busi-
ness associates.”

I would like to see if Mr. Deloss can clarify as to the intent to
just include entities, or is it also the intent to include business as-
sociates?

Mr. BURGESS. Before we go into that, it is not Mr. DeLoss™—it
is not required of him to——

Mr. GREEN. Oh, no. He doesn’t have to. I would just like

Mr. BURGESS [continuing]. To justify what is in the majority
memo. He is responsible for his testimony. We are responsible for
ours.

You are welcome to address that if you would like. But you are
not required to.

Mr. DELOSS. Again, it is my interpretation—I am not familiar
with the memo, and I—it is my interpretation that, because it al-
lows for disclosures from Part 2 programs to covered entities or by
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covered entities to covered entities, that business associates would
not be included. That is my interpretation.

Mr. GREEN. Thank you. I just wanted to get the——

Mr. BURGESS. Thanks. The gentleman yields back.

The chair recognizes the gentlelady from Tennessee, Mrs. Black-
burn, 5 minutes for your questions, please.

Mrs. BLACKBURN. Thank you, Mr. Chairman.

And I thank you all for your patience in being here today and
talking with us about this issue.

As you know, we had quite an extensive hearing prior to your
hearing today with the drug distributors and looking at the opioid
issue and their participation in it. So this is an issue that we take
very seriously.

And as Chairman Walden said, one of the things we have heard
from families, from those that are recovering from addiction, that
have suffered from addiction, is wanting to have visibility into
those records so that they could be there to help their family mem-
ber or their loved one.

And Ms. Matsui was just touching on the consent forms. And I
want to go back to that issue but take a little bit different tack
with this. Because I was talking with an attorney yesterday, and
we were talking about someone they were trying to get into drug
court and a treatment program. And this person had looked at this
attorney and said, “You can take me to drug court. They can send
me to detox. But I am not going to stop using.”

And he talked about the heartbreak. And I think many of us, and
you all, Ms. Metcalf, your situation; Mr. McKee, with your brother;
Mr. Gardner, with your mom, those are the heartbreaking, heart-
wrenching situations that those—as a mom and as a friend to peo-
ple who have dealt with this, it just tears you apart. And we real-
ize that.

Ms. Metcalf, I want you to just say what would it have meant
to you if there was somebody else that had that visibility and, we
hear from doctors about compliance or about people maybe telling
the truth but not the whole truth when they come in and have a
discussion about their health. What would it have meant to you to
have somebody with the visibility that could say, “You need to sign
this consent form; you need to be truthful and honest about this”?

Just give me 30 seconds on that.

Ms. METCALF. Absolutely. Thank you.

And it meant an awful lot to me. I had a physician and my moth-
er that said—when I was 17 years old, worked together to coordi-
nate my care. And I signed a consent form, because my counselor
said that this would be a good thing, to work together as a team.
I was prescribed Antabuse at the age of 17, because I was drinking
excessively and had been to treatment twice. And so they coordi-
nated together.

It made a lot of sense to me to work together, and I consented
and signed that form as a 17-year-old. I would do it again because
I was educated in that I was given the opportunity to make a
choice.

Mrs. BLACKBURN. Now, as you work with those that are recov-
ering, how do you counsel them?
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And, Mr. Gardner, I want you to come in right behind her on
that answer.

How do you counsel people on signing a consent form?

And, Ms. Metcalf, you first, and then Mr. Gardner.

Ms. METCALF. I worked as an intake worker in a residential
treatment program and had those conversations many, many
times. It was a very validating experience to have to say this is
what that form is, 42 CFR Part 2. If you would like to share your
information with your physician, you can sign it now. Or as you are
here in treatment with us, we will revisit this, because you may
want to coordinate the care.

I believe that having others make a choice for us or even having
this conversation is stigmatizing in a way that says that we don’t
have the ability or that we are less than, that we don’t—we are not
capable of making those choices, and we are. There are millions of
people that are making those choices every day and consenting to
sharing information with their healthcare providers.

Mrs. BLACKBURN. Would you say that consenting to share that
information and get that helped save your life?

Ms. METCALF. I don’t know that. The prescription that I was
given didn’t save my life. It didn’t work for me. I went on as an
adult to treatment.

Mrs. BLACKBURN. OK.

Mr. Gardner.

Mr. GARDNER. Thank you for the question.

I do think those are compassionate conversations. I will say that
I don’t think patients generally have an expectation, come in with
some expectation or knowledge of Part 2, some difference between
HIPAA and Part 2. They have some general expectation of privacy,
for sure. And I will say that when we come back for repeated con-
sents, in the real world, that is sort of annoying, frustrating some-
times, and can actually raise alarms, like what wasn’t I thinking
about that I need to be thinking about now?

Mrs. BLACKBURN. OK. I yield back.

Mr. BURGESS. The chair thanks the gentlelady.

The chair recognizes the gentlelady from California for 5 minutes
for questions, please.

Ms. EsH00O. Thank you, Mr. Chairman.

And thank you to all of the witnesses.

I have had the advantage of being able to not only listen to your
testimony but also to listen to all of the questions from members
on both sides. And there are enormous complexities in this. I don’t
really think there is a tidy answer to this. And I say that because
I keep thinking of my first cousin who suffered all of his life from
mental health issues, from the time he was in his early 20s until
he passed away maybe about 6 months ago. And he didn’t really
fit into what we are talking about here today in many ways, be-
cause if you said to him, “Give consent,” he really would not have
known what he was talking about. He wasn’t in a position to do
that.

So I want to thank Dr. Clark. He is a part of a great university
in my region, Santa Clara University. It is a Jesuit college with a
graduate school, and it is highly regarded for many of its grad-
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uates, one of them a member of Congress, a son of the House, Leon
Panetta. So thank you for being with us.

What I would like to know is, from among yourselves, Mr. Gard-
ner, what would you and Mr. McKee say to Ms. Metcalf? Ms.
Metcalf, what would you say to them?

You believe that Part 2 is necessary, and you told your story, and
it is an important one. They told their stories. They are an impor-
tant one.

What is lacking in HIPAA? Where is the danger going to come
from if we change this? So——

Ms. METCALF. Yes.

Ms. ESHOO [continuing]. Maybe the three of you, in a minute, tell
me why your case, you believe, is the strongest.

Ms. METCALF. I will go.

And I wanted to say that, we hear these stories, and it is very
impactful. I think that when a person with a substance use dis-
order wants to share their information with a family member, they
will. I don’t know that signing a HIPAA is going to allow them to—
or is going to help that. I think that the family member doesn’t
have access to that information.

Ms. EsHOO. See, the thing—and what you are saying to me is,
and maybe my own experience is discolored by the fact that my
cousin really was not capable. If he said so, he sounded and he
looked very clear, but he really didn’t know what he was talking
about a good part of the time. So is that what we are relying on?

Ms. METCALF. I think we have a very misconstrued image of
what alcohol and drug addiction is. There are millions of us—23
million in recovery. There are individuals who go on to live and
overcome addiction. We are not

Ms. EsHOO. And this applies only to alcohol and drug abuse?
What we are talking about today, it only applies to those two ad-
dictions? It only applies to those two addictions?

Ms. METCALF. Yes.

Mr. McKEE. I would say that by enshrining this distinction be-
tween medical and surgical care and substance use disorder condi-
tions that, in the Federal code, we are simply adding to the stigma
in a structural way.

There are other health conditions that are highly stigmatized,
like sexually transmitted infections, HIV/AIDS. Why are we sepa-
rating out substance use disorder information?

I work for NAMI. There are a lot of folks that we represent that
are seriously mentally ill.

Ms. EsHOO. That is an extraordinary organization. I worked with
them for years. They really are outstanding.

Mr. McKEE. Thank you, Congresswoman. We appreciate that
very much. And there are a lot of folks with serious mental illness,
like your brother—or your cousin, who simply don’t understand
this process. And yet their treatment providers of either mental
health provision or medical/surgical care are still blocked from see-
ing these things.

It is almost as if we are

Ms. EsHOO. Let me give Mr. Gardner just a moment. I appreciate
what you are saying.

Mr. GARDNER. Yes. Thank you.
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I think in the specialized addiction treatment field, we have rec-
ognized for a long time that the way to—one of the big opportuni-
ties to improve the way addiction is addressed in America is to get
all of healthcare involved and not have it be just us in the specialty
treatment field.

And so every opportunity I think we can get to bring healthcare
into the fold and get more eyes and professionals on this disease
for the people that suffer from it, I think the better. And this seems
like an opportunity to do that.

Privacy is important is what I would say. There is no doubt
about it. I just think the strategy that we had in the 70s of trying
to avoid discrimination is no longer the right strategy. We should
be confronting discrimination, and I think we have with—in
HIPAA and the newly—the new language around Part 2 that we
enforce discrimination and still bring healthcare into the fold.

Ms. EsHOO. Thank you very much.

Thank you, Mr. Chairman.

Mr. BURGESS. The chair thanks the gentlelady.

The chair recognizes the gentleman from New Jersey, Mr. Lance,
5 minutes for your questions, please.

Mr. LANCE. Thank you very much, Mr. Chairman.

And good afternoon to the panel.

I will be introducing a bill that will target new resources for sub-
stance use disorder. Health homes, as I understand it, they cur-
rently exist in four States: Maine, Maryland, Rhode Island, and
Vermont.

Under the model of care in Vermont, for example, the State has
markedly expanded access to medication-assisted therapy; reduced
the use of alcohol, opiates, and other illicit drugs; decreased the use
of hospital emergency room departments; reduced illegal activities
and run-ins with law enforcement; and substantially improved fam-
ily life, housing stability, and emotional health.

However, according to a January 2015 bulletin put out by CMS
entitled “Designing Medicaid Health Homes for Individuals with
Opiate Dependency: Considerations for States,” one barrier to effec-
tive treatment in care coordination identified by Vermont and other
participating States was 42 CFR Part 2, and “Collectively, the
three States cited Federal confidentiality requirements as a barrier
to effective integration of care and sharing of vital information be-
tween the health home and other medical professionals.”

And, Mr. Chairman, I ask that the CMS study be submitted to
the record.

Mr. BURGESS. Without objection, so ordered.

[The information appears at the conclusion of the hearing.]

Mr. LANCE. Thank you, Mr. Chairman.

I know that you don’t know the particulars of my bill, but it
seems like a way forward. And that would be to align Part 2 with
I—}IIIPAA. And I think that people on the ground tend to agree with
this.

Mr. DeLoss, would aligning Part 2 with HIPAA eliminate the
barrier to effective integration of care in sharing of vital informa-
tion between the health home and other medical professionals? And
what sort of improved outcomes for patients could we expect to see
if this were the case?
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Mr. DELosSs. Well, again, without seeing the bill, but based upon
your description, it would appear to me that aligning HIPAA with
Part 2 would allow for the free flow of information between those
entities as well as substance abuse and substance use disorder Part
2 programs. So that would coordinate the care, allow that informa-
tion to be shared for the betterment of the quality of the care as
well as ensuring that there is any type of drug that could interact
negatively with anything that the individuals currently taking in
the form of MAT or what they may, as mentioned earlier, as far
as their addiction itself.

Mr. LANCE. Thank you.

Is there anyone else on the panel who would like to comment?

Yes, Dr. Clark.

Dr. CLARK. I would like to remind people that most substances
don’t have medications available to treat them and that we are
talking about essentially blaming individual autonomy and rights
for the failure of the HITECH Act, the failure of practitioners to
be adequately trained to address the issue of addiction. So we are
blaming the very people we are trying to help for the weaknesses
of the delivery system.

You just had a hearing this morning. You had people throwing
large amounts of drugs into the delivery system without question,
making money hand over fist, and no one questions that now. We
recognize: Oh yes, we should have recognized that large numbers
of pills going into a community might be a problem.

We have heard of physicians just writing prescriptions without
recognizing that this is an issue.

I treated patients a long time ago, and we always asked: Do you
want your family involved? You need your family involved, because
this is a family disease. It is not just your own individual disease.

So what we are talking about is not dealing with the system; we
are talking about blaming the victim. And I encourage you to look
at part J of this bill 3545, which says: to develop and disseminate
model training programs for substance use disorder patient
records, to get people, to make sure we have enough pilots to prove
the point rather than to speculate the point. Because once the
horse has left the barn, you can close all the doors you want, but
you don’t have the horse.

Mr. LANCE. Thank you. Others on the panel?

I commend to your attention the bill that I will be introducing,
and I certainly would like you to examine it for your expertise. This
is an issue that knows no bounds here in Congress. It is an issue
on which we hope to work in a bipartisan capacity and also in a
bicameral fashion, because obviously, we want to improve the sys-
tem together.

Thank you very much, and I yield back the balance of my time.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

The chair recognizes the gentlelady from Florida, 5 minutes for
your questions, please.

Ms. CASTOR. Thank you, Mr. Chairman and Mr. Green, for orga-
nizing this hearing today. And I would like to thank all of the wit-
nesses for being here, especially for those of you who have shared
very personal stories. Thank you very much.
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Ms. Metcalf, I would like to get a better understanding of the im-
portance of Part 2’s patient consent requirement. What role does
getting patients’ consent to disclose their substance use disorder
treatment information to providers and other entities play in their
treatment? And why is this patient consent requirement important
for individuals with substance use disorder?

Ms. METCALF. I would like to respond to that. What we find with
people in active addiction is that they are using very little
healthcare services for preventive care. They are not getting treat-
ed for the conditions that are underlying. They are not doing things
that are healthy and seeing dentists or—there are so many things
that can be done to help that person.

Once they engage in treatment, that conversation about their
health and wellness, taking care of those things to help them live
better and longer lives, it happens because the counselor talks to
them about the value of sharing that information with their physi-
cian. And we have seen, you know, incredible life improvements of
people in recovery when they are able to do that.

That is a process that takes place that initially people are not
generally——

Ms. CASTOR. Is there data on that? Are there studies you can
point on?

Ms. METcALF. I have studies of people in long-term recovery, the
Life in Recovery Survey that indicates what recovery does for peo-
ple. It helps them engage in those medical services where they
weren’t before. And the services they were using before were the
higher cost emergency department services or treatment services
versus the preventive care where they could be going to their phy-
sician.

Ms. CASTOR. What should providers do if substance use disorder
patients refuse to give their consent to disclose their patient infor-
mation to other health providers?

Ms. METCALF. They should continue to have that conversation
with them; and when they are ready and they see the value of that,
they will do that in most cases.

Ms. CASTOR. Because the relationship between the patient and
the provider is critical, especially with folks with substance use dis-
order. The cornerstone of the relationship, of course, is trust, which
includes trust that the information you give to your provider will
be used appropriately and that you know how it will be used.

According to one recent study, two-thirds of adults in America
are concerned about a breach in the security and privacy of their
personal health information. In addition, the study showed that
over 12 percent of patients withheld information over privacy con-
cerns. The more concerned you were about privacy, the more likely
you were to withhold information. And I am hearing that this is
called your privacy protective behaviors. There has got to be a sim-
pler term for that.

But, Dr. Clark, for people with substance use disorders, all of you
know that that relationship is important between the patient and
the provider. Would you say that people with substance use dis-
orders are particularly sensitive to concerns about how their data
would be used?
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Dr. CLARK. That has been my clinical experience. But, as Ms.
Metcalf pointed out, the job of the professional in the treatment
arena is to encourage individuals to recognize the importance of
comprehensive interventions. And that way, they can sample the
kinds of reactions that they get. I have heard people in other set-
tings who are in recovery point out that they, in fact, were dropped
by practitioners for what appears to be essentially manufactured
reasons.

You can’t determine whether you have been discriminated
against. You just know that these practitioners are unavailable.
The problem with the HIE notion is that you may have hundreds
of thousands of entities who have access to that information, and
they get to decide whether they want to see you or not, and they
don’t have to see you.

Ms. CASTOR. But Mr. DeLoss I thought made some good points—
and I note you are sitting right next to him and heard—that this
is very narrow and could be helpful when we are talking about the
covered entities. You heard what he said and how narrow it is and
why it doesn’t——

Dr. CLARK. OK. I disagree with his definition of how narrow it
is. Remember, this is your bill, not his bill. So his interpretation
won’t control. Your interpretation will control. You are making this.
He doesn’t get to talk about legislative history. He gets to litigate
it if that is an issue.

Ms. CASTOR. We are building the record. We are building the
record here.

Dr. CLARK. So some of the statements he has made in terms of
third-party notification, 42 CFR Part 2 does report third-party noti-
fication. You do have to go through extra steps, but it does permit
third-party notification. So he was wrong about that, so he is prob-
ably wrong about whether the covered entity construct is as limited
as he thinks it is.

So we have to think about that collectively rather than just sort
of extemporaneously make a declaration.

Ms. CASTOR. I wish I had time to allow him, Mr. DeLoss, to re-
spond, but maybe another member could ask about that.

Mr. BURGESS. I think we should allow Mr. DeLoss to respond.

Mr. DELoOSS. Thank you. 42 CFR Part 2, to respond directly to
Dr. Clark’s statement, does not have a duty-to-warn exception.

Dr. CLARK. It does have a duty-to-warn exception. It does.

Mr. DELOSS. No, it does not.

Dr. CLARK. It does. It permits third-party notification. You
should read it a little more closely, sir.

Mr. BURGESS. The gentleman from Texas is correct; the wit-
nesses don’t get to debate.

Dr. CLARK. It is not a debate here.

Mr. BURGESS. It is now in order to recognize Mr. Long of Mis-
souri, 5 minutes for your questions, please.

Mr. LONG. Thank you, Mr. Chairman.

And, Mr. McKee, one recent study found that physicians continue
to prescribe opioids for 91 percent of patients who suffered a
nonfatal overdose, with 63 percent of those patients continuing to
receive high doses. Seventeen percent of these patients overdosed
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again within 2 years. How will this legislation before us help to
stop overdoses and prevent these deaths from occurring?

Mr. McKEE. Thank you, Congressman. Assuming both of my
hands are covered entities, it lets the left hand know what the
right hand is doing.

Mr. LoNG. A pretty good explanation, I would say. Do you think
that allowing health providers to see patients’ complete medical
record when making treatment decisions would help to prevent
such tragedies as in the case of your brother?

Mr. McKEE. I think it is very likely that improves their odds of
surviving.

Mr. LONG. Your brother, you said 36 years old at the time he de-
ceased, three children, divorced, living in your mother’s basement.
You had fought this, he had fought this addiction, your family had
fought this addiction for years and years and years.

What can we do, as Congressmen, what can we do here in Wash-
ington, D.C., to prevent another 36-year-old brother deceasing such
as yours?

Mr. McKEE. Thank you, Congressman. H.R. 3545 is a great step.
We also have to improve access to prevention, treatment services,
ensure that folks are covered, ensure that essential health benefits
are maintained, such as those requiring substance use disorders to
be covered. And we also have to ensure that we really truly have
behavioral health parity in this nation.

Mr. LoNG. We have had several panels and discussions on this
topic here in Energy and Commerce Committee. And a few weeks
ago, we had I believe seven family members that had all—or seven
folks that had all lost family members, usually younger college age
students and things.

There is one fellow that works here in Washington, D.C. And 1
was describing at a function one night about how my two daugh-
ters, one was 29—1I better get this right—and one will be 32 I think
in a few more days, but how they had had three friends of theirs
that have deceased from opioids. And when we had the panel in
here with the seven parents that had lost children and the one lady
that was addicted herself and had been since a young, young age.

It had to be extremely frustrating dealing with your brother over
the years, trying to help him. We had, as I started to say, one fel-
low that worked here that had a son, as I was describing at this
dinner, about his son had just gotten out of treatment for the third
time at Christmastime, and they opened packages, and the boy dis-
appeared. And he told his wife, he said, “Well, you know, we need
to check in on him.” They hadn’t heard—they went upstairs, found
him collapsed, as you described, in a fetal position on the floor of
the bathroom. In this case, they were able to revive him, got him
to the hospital. The next morning, they walked in, and he told his
dad, he said, “Dad,” he said, “I knew when I got out of treatment
I couldn’t do the amount of heroin that I had done before,” but he
said, “My gosh, Dad,” he said, “I just had such a tiny bit on the
spoon, I could barely melt it.”

Is there anything you can enlighten us with that would help
these families that are where you were before they have lost these
loved ones?
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Mr. McKEE. That is a great point. When Brandon called me, he
talked about how he had been off opioids for about a week and a
half, and he had gotten dope sick. And then he relapsed. He didn’t
know about medication-assisted treatment or there was enough
stigma around medication-assisted treatment that he didn’t access
it. He was an all-or-nothing kind of guy.

And I think that when you align things like this, 42 CFR with
HIPAA, you are simply showing that this is a disease. These are
chronic brain diseases. And the public needs to understand that
they are no different than HIV/AIDS, diabetes, cancer. The more
we have these discussions, the more we break that stigma, just like
with mental illness.

Mr. LoNG. Thank you for sharing your story here today. And
thank all of you for being here. And the fellow I was talking about,
his son has, since receiving the injection that you get—I think it
is once a month maybe, and it is expensive. It is a thousand dollars
a month, but, for people that can afford it, that is fine, those that
can’t—but, anyway, thank you.

And, Mr. Chairman, I yield back.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

The chair recognizes the gentleman from Illinois. Mr. Bucshon,
5 minutes for your questions.

Mr. BucsHON. Thank you very much, Mr. Chairman.

I was a cardiovascular and thoracic surgeon for many years be-
fore coming to Congress, and I just want to describe a few personal
experiences—my wife is an anesthesiologist—with what can hap-
pen when you have an incomplete medical record.

I will just describe one patient who is a lady in probably her mid
70s who I did an aortic valve replacement on. She was a nice lady.
In her medical history, there was nothing about alcohol abuse.
However, the second night after surgery, she went into DTs,
jumped over her bed rail, landed on her head. And when I subse-
quently went and talked to the family, they said, “Well, actually,
you know, she drinks quite a bit.” I am like, “Well, why didn’t you
tell us that up front?” It wasn’t in her record. We had no idea. She
had been in Alcoholics Anonymous in the past, relapsed. This is a
real problem.

And it is not just alcohol or narcotics. I have patients that take
dietary supplements for vascular health. Well, let me just give you
a little clue. When you have open heart surgery and you are taking
medication for vascular health, you bleed like crazy and you won’t
stop. We had no idea. I have had three or four patients with that.
They didn’t tell us. We asked specifically, do you take dietary sup-
plements? Didn’t tell us.

And then my wife as an anesthesiologist, and I don’t have a spe-
cific case, but has routinely had problems anesthetizing patients
with narcotic and benzodiazepine-related anesthetic agents, and
subsequently has found out from the family, even though the pa-
tient denied it, that they chronically wuse opioids and/or
benzodiazepines.

Patients don’t tell you these things, and it is a really big prob-
lem. We need to know. Physicians, real physicians out there in
practice need to know, because it has real repercussions. My pa-
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tient who jumped over the rail and hit her head subsequently, after
about 2 weeks in the hospital, survived her DTs and her aortic
valve replacement and her minor concussion, but they may not.

So, Dr. Clark, in your written testimony, you say: The case is
often made that healthcare delivery systems need to know about
the substance use history of a patient. You don’t hear why pro-
viders simply can’t ask patients themselves about their substance
use histories.

Do you really believe that patients are going to tell you about
these things, I mean, every patientis going to tell you when you
ask them?

Dr. CLARK. Well, sir, every patient is not going to tell you every-
thing about everything. On the other hand, if, in fact, you take the
time or you have a staff person who can take the time to establish
the rational relationship between what it is that interventionist is
going to do, I think you will get more truth-telling than you are
aware.

I have found that asking people things in a carefully designed
nonjudgmental way gets a better response than simply reading it
in the chart and deciding that you may or may not

Mr. BUCSHON. Fair enough. So the thing is you are a psychia-
trist.

Dr. CLARK. Yes, I am.

Mr. BUCSHON. People come to you because you need to ask—be-
cause they have been sent to you to ask questions about mental ill-
ness and substance abuse things. Of course, I appreciate your expe-
rience, but I can tell you when you are not a psychiatrist and you
are just a practitioner, a heart surgeon, an anesthesiologist, in my
personal experience, patients do not tell you the full picture.

And it is not a criticism of them. Many people don’t know the im-
pact, the potential impact, medical impact of not telling you. You
know, for example, why would a dietary supplement be a problem
if you are going to have heart surgery? Well, they don’t realize the
fact that it really does anticoagulate you and you bleed, right, and
you have to be transfused. I have had this happen. So I appreciate
your experience, but I would argue that the patients don’t tell you,
and there are real repercussions.

The other question I have is, can you disclose to people’s employ-
ers or law enforcement people’s HIV or mental health status with-
out their consent?

Dr. CLARK. Generally not, but it also depends on the context of
the situation.

Mr. BucsHON. Right. OK. So I get that. And there is some con-
text, right? If they are threatening someone or something like that,
there are exceptions, right?

So why would you think if there is a history of substance abuse
or alcohol abuse in a patient’s medical record already covered by
HIPAA, why would you think that there would be a high risk of
that being disclosed?

Dr. CLARK. Well, actually, HIPAA’s protection is weaker when it
comes to such disclosures. I think 3545 makes an attempt to ad-
dress that. HIPAA does allow administrative police inquiries. So
you
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Mr. BUCSHON. Yes, but from what Mr. DeLoss says, you have to
have a court—you can answer that, Mr. DeLoss.

Mr. DELOSS. You need a court order; that is correct.

Mr. BucsHON. What is the requirement?

Mr. DELoOsS. You have to have a court order.

Mr. BucsHON. Or the patient has to authorize it?

Mr. DELOsS. Correct.

Mr. BucsHON. OK. So, what I am saying here is, look, I appre-
ciate your experience on this issue, but what this legislation is try-
ing to do is, honestly, I think, create parity for patients so that
medical providers can provide adequate healthcare.

And the reality is that, without complete information, in my per-
sonal experience as a healthcare provider, in a medical record,
there are potentially serious ramifications of not understanding a
patient’s complete medical history.

I yield back.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

And the chair now recognizes the other representative from Indi-
ana, the gentlelady from Indiana, 5 minutes for your questions,
please.

Mrs. BROOKS. Thank you, Mr. Chairman.

And thank all for being here and for sharing.

It is my understanding that individuals with opioid use disorder
die, on average, 20 years sooner than other Americans. And it is
largely because of a strikingly high incidence of poorly managed co-
occurring chronic diseases, whether or not that might be HIV/AIDS
or cardiac conditions, lung disease, cirrhosis. And in our home
State of Indiana, sadly, we have seen an incredibly growing num-
ber of Hepatitis C cases linked to the injection drug use occurring
in tandem with the opioid crisis.

And so I am interested in each of your perspectives, wouldn’t you
agree that care coordination, which we have heard a little bit about
and which I think Dr. Bucshon was just talking about, is absolutely
vital to ensuring better outcomes for those patients with chronic
conditions, and in many ways, wouldn’t you consider substance use
disorder a chronic condition as well? Sir?

Mr. McKEE. Congresswoman, thank you for that. Care coordina-
tion is at the heart of better health outcomes. It has allowed us in
Ohio to make significant advances and moving away from volume
and towards value.

If we don’t have care coordination—part of the reason the mental
health system is so broken, especially for the chronically mentally
ill, is because we don’t have enough care coordination. We are
working on that in Ohio. This is simply another step in that direc-
tion.

Mrs. BROOKS. And don’t we know that those with serious mental
illness also often don’t have their chronic conditions taken care of,
their gooccurring conditions; they have worse other health out-
comes’

Mr. McKEE. Congresswoman, that is absolutely correct. And I
would love for you to join as a member of NAMI in Indiana.

Mrs. BROOKS. Thank you. Yes, Ms. Metcalf.

Can you hit your mic, please? Thank you.
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Ms. METCALF. Absolutely, we agree that care coordination is crit-
ical. We 100 percent support that, not at the expense of taking
away our right to choose who our information goes to.

Mrs. BROOKS. Except that we visit often, and I just visited when
I was back home in Indiana last week ER physicians at Eskenazi
Health. And when people are coming in overdosing, and we have
hospitals saving lives each and every day, but those individuals
have no ability to share any information about what their condition
is.
And so why would we want to tie the hands, particularly of those
in our ERs, that are being inundated with people overdosing? Why
would we not want them to have access to know what is happening
in that individual’s life?

Mr. Gardner?

Mr. GARDNER. I was just going to say that addiction treatment
is changing pretty drastically in recent years. We are really making
an attempt to keep people engaged in care longer. It is no longer
1}',1011 come to a building and you are there for 28 days and you go

ome.

Mrs. BROOKS. Sure. Outpatient, everything.

Mr. GARDNER. You may go from residential to outpatient. You
may go back to your home community. And we are facilitating that
ongoing care more and more. Partly, that has been driven by the
fact that more and more medication-assisted treatment is taking
place, including at our facilities. But you need to link people with
prescribers in their home communities and ongoing therapy for this
to work. So care coordination like never before has become impor-
tant in addiction treatment.

Mrs. BROOKS. Dr. Clark, and I want time for Mr. DeLoss.

Dr. CLARK. Care coordination requires patient cooperation, pa-
tient compliance. It is not just the prescriber’s role.

Mrs. BROOKS. Excuse me. But what if the patient has OD’d?

Dr. CLARK. Well, oddly enough, the emergency room doctor is not
controlled by 42 CFR Part 2, and we can enhance that. So we also
are dealing with heroin and Fentanyl.

Mrs. BROOKS. But how would the ER physician get access to that
individual’s substance addiction history?

Dr. CLARK. This bill won’t change that. What we are trying to do
is encourage people, as Mr. Gardner said, if we can intervene early
enough, we don’t deal with this. One of the things with medication-
assisted treatment is the average length of stay is only 6 months.
And so what we are trying to do is trying to foster that longer pe-
riod of time so that we can facilitate recovery. And that is what
SAVR is about, trying to get people to recognize that they remain
vulnerable and, just as was previously mentioned, just a small
amount of fentanyl, a small amount of heroin

Mrs. BROOKS. Thank you, sir. I would like to hear from the last
panelist.

Mr. DeLoss, would this bill help ensure that an ER physician
could get access to a substance abuse record?

Mr. DELoOSS. Absolutely. An ER physician is a covered entity and
would receive the information under the TPO exemption that is in
this bill. So the ER physician would receive all of the information
available relevant to the SUD treatment, relevant to the overdose,
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and be able to treat that condition and the overdose more effec-
tively.

If T could continue, I would also like to expand on there has been
a lot of discussion with respect to other providers in the community
trying to coordinate care and provide treatment services or their
own medical-surgical services. I would like to speak on behalf of
the SUD programs. They want the information from those other
providers as well. They want to partner with the physicians. They
want to partner with the hospitals, but they can’t because of Part
2, because it is too complex, it is overly stringent. That information
not only cannot be disclosed by the program, but the program can’t
go out and ask for that information, because that information
would identify the patient as suffering from an SUD. So they are
not able to coordinate the care as well.

There are a number of other issues—and I will stop there unless
there are other questions.

Mrs. BROOKS. Well, and I think that, on behalf of patients in In-
diana, the SUD programs do need to coordinate, particularly with
the infectious disease conditions that we are seeing an incredible
rise in Indiana.

Thank you, I yield back.

Mr. BURGESS. The chair thanks the gentlelady. The gentlelady
yields back.

The chair recognizes the gentleman from Virginia, Mr. Griffith,
the vice chairman of the Oversight and Investigations Sub-
committee, 5 minutes for your questions, please.

Mr. GRIFFITH. Thank you very much, Mr. Chairman, I appreciate
it. This is one of those difficult issues, and I appreciate you, Mr.
Chairman, holding this hearing, because I am trying to figure out
exactly what I should do and how I should go on this. And I was
not decided coming in here. I leaned towards voting for the bill, be-
cause we have had problems for some time. I also have concerns
on the privacy side.

So let me go over some of those issues that we have. Last year,
we had Brian Moran, the Secretary of Homeland Security and Pub-
lic Safety from Virginia in. He said, “We got to do something, and
it would help us to combat the opioid epidemic and save lives if we
could have improved data sharing,” and he specifically mentioned
Part 2.

And I do think, and Mr. McKee, if I could ask a couple questions
of your situation and I know it is painful and I appreciate you
being here today to discuss it. Your brother was doing well when
he had the accident. Is that correct? Is that my understanding?

Mr. McKEE. He had had periods of sobriety and periods of re-
lapse, and I am not sure how many relapses and how close together
they were.

Mr. GrIFFITH. OK. Fair enough, because he didn’t tell you every-
thing. And then he has this accident. And as a part of the accident,
they had to do surgery. Was that surgery something that they did
immediately upon him having the accident?

Mr. McKEE. It was not immediate. He was stabilized in Worces-
ter Community Hospital, and then he was driven to Cleveland
Metro Hospital.
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Mr. GRIFFITH. So here is the question I have, and you may not
know the answer. When he stabilized, did they give him opioids for
the pain that he was experiencing at that time?

Mr. McKEE. Absolutely.

Mr. GRIFFITH. And he was not fully conscious, was he?

Mr. McKEE. No. He was making some jokes about the appear-
ance of the nurse when I came to see him.

Mr. GrIFFITH. OK. So here is what is interesting, and I have this
theory. Documentary archeology, you can sometimes go into docu-
ments and figure out that people didn’t realize what the future
would hold. This bill was passed in the early 70s. And what you
find in the bill is you have got a section on medical emergencies.
Under the procedures required by paragraph C of this section, pa-
tient identifying information may be disclosed to medical personnel
to the extent necessary to meet a bona fide medical emergency in
which the patient’s prior informed consent cannot be obtained.

Your brother couldn’t give informed consent. Forget his abuse
problems; he has just been in an accident. They were probably giv-
ing him opioids—and you suspect that and I do too—before he ever
gets sent over for the surgery, before he ever gets the prescription.
And because of the way the law is written, or at least as it has
been interpreted for the last 40 years, nobody knows that he has
a substance abuse problem. So they have already given him sub-
stances before he ever has a chance to waive. So I recognize that.
You see that problem as well, don’t you, yes or no?

Mr. McKEE. Yes, Congressman.

Mr. GrIFFITH. OK, because I am just trying to get to the other
side. Now, here is the other side of this. I have got this hypo-
thetical forming in my head where the person who has previously
had a substance abuse problem goes to apply for a job, and that
job happens to be a covered entity who has access to all this infor-
mation. And maybe they are not supposed to use it that way, but
they have access to all this information. And let’s just assume that
this person happens to be a medical professional, let’s say a nurse,
for the sake of argument. And they are going to go to work for, say,
an insurance company, working for the insurance company, who is
z:gioing to provide the health insurance, because that is what they

0.

What is the likelihood that, notwithstanding the fact that you
are never going to see the fingerprints, Ms. Metcalf, what is the
likelihood that that nurse is never going to get that job, that he is
going to be excluded, because as they are doing the work-up on the
paperwork and so forth, they discover that he has got a prior sub-
stance abuse problem. And they will never say why, but all of a
sudden, oh, we found out we don’t have an opening. What do you
think those odds are?

Ms. METCALF. It is a very tight job market out there. Of course,
they are going to go with someone that does not have a history of
a substance abuse disorder. That is the history of discrimination.

Mr. GRIFFITH. And my colleague says, why would they do that?
And, of course, maybe they would; maybe they wouldn’t. I don’t
know. But this is the concern that people with substance abuse
problems in their past, and they are on recovery, they are doing
well; they worry about these things.
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So, Dr. Clark, as my lawyer doctor on this team, here is what
we need help on. There are some of us that want to find a balance,
because without something as an alternative, I am voting for the
bill. That is what I have assessed today, because there is more good
than evil. And even though I worry about the privacy concerns and
agree with Mr. Barton and others, I don’t have an alternative.
Now, we got to fix HIPAA at some point too. That is a whole other
discussion, Mr. Chairman.

But, right now, I have got a lot of people—nobody anticipated in
the early 70s that we would have drugs so powerful that you would
be addicted. Six percent we heard earlier somewhere in the studies
I have been doing the last week or so, 6 percent on a first use of
certain opioids are addicted, 13 percent if you extend that out over
a period of time. We are dealing with a whole lot more dangerous
drugs than we knew about when this bill was passed. So I am
going to vote for this unless I have an alternative.

I don’t have any time left. But if you can get me any answers,
any advice on how we might be able to make this bill better or an
alternative, I would greatly appreciate it. Thank you all for listen-
ing and for your input today, and it has been very educational for
a guy who was undecided walking in here.

I yield back.

Mr. BURGESS. The chair thanks the gentleman.

I do want to point out to Dr. Bucshon those dietary supplements,
the317 are all natural so it is OK. It is OK, right? They are all nat-
ural.

Mr. BucsHON. They thin your blood.

Mr. BURGESS. I am going to ask the indulgence of Mr. Mullin. I
know he is anxious to yield to me for my questions, but could we
go to Mr. Carter and hear from him?

Mr. Carter, you are recognized for 5 minutes, please.

Mr. CARTER. Thank you, Mr. Chairman.

And thank all of you for being here. And thank you especially for
your personal stories. They have been very inspirational.

And, Mr. McKee, I will start with you. I really do appreciate your
stories and especially appreciate your work with NAMI. What a
great group. I worked with them when I was in the State legisla-
ture, and I continue to work with them here, and they truly do
some great work, and I appreciate that.

I wanted to ask you, from your perspective, after all you have
been through, integrated care can change a patient’s trajectory. Do
you believe that?

Mr. McKEE. Absolutely.

Mr. CARTER. And, obviously, you have given an example where
you thought in your particular situation where it could have. I am
a pharmacist professionally, and I practiced pharmacy for over 30
years, and I have been wringing my mind in trying to think how
I can incorporate my experiences into this.

And, having tools in our toolbox is very important, and I am just
thinking along the lines that if I had the opportunity to know that
someone had a history of substance use disorder, that that would
help me in my practice. It would help me help my patients. And
that is what pharmacists want to do, they want to serve their pa-
tients and help them.
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And I am just thinking, I am just trying to figure out what would
be the downside of this? I have had the opportunity to be at a num-
ber of different conferences and to speak on substance abuse. In
fact, one of those conferences was down in Atlanta, the Prescription
Drug Abuse and Heroin Conference that Representative Hal Rogers
sponsors every year. And I have had an opportunity. And one of
the things we talked about at that conference is the stigma, and
that is a big problem we have to get over, particularly when we are
talking about the opioid addiction. I suspect, and one of the things
we talked about at that conference in particular was that we say
there are 115 people dying every day because of opioid abuse or
opioid addiction. It is probably a lot higher than that. You look at
obituaries in papers, and you will see it was a sudden illness, or
it was even suicide. And there are families and individuals who
would rather say that it was a sudden illness or a suicide than to
say it was substance use disorder.

And if I could go to Mr. Gardner and just ask you, I know you
mentioned earlier about all these forms you had to fill out and the
sense that it just stigmatized you—can you just elaborate on that,
what your feelings were with that?

Mr. GARDNER. Well, when I went to treatment myself 12 years
ago, before I went—and I am just one person so, again, I am not
speaking for all patients. But I called my boss. I called three or
four people that I figured needed to know before I went. I wasn’t
sure how I could keep that secret in the first place, to be quite hon-
est with you.

And I had no assumption necessarily. Of course, I had some em-
barrassment or shame or frustration mainly about why I couldn’t
get this under control myself, but I didn’t have an assumption that
I needed to keep getting healthy or better or getting help a secret.
I really truly genuinely believed that that notion was introduced to
me in some way by the consent process.

Mr. CARTER. Right.

Mr. GARDNER. Well, not just the consent process. See, I don’t
want to oversimplify it. Stigma is a much bigger, broader thing.
And T just think this overall paradigm of secrecy and separation,
separating this particular illness from the rest of healthcare over
time is stigmatizing.

Can I say one more thing?

Mr. CARTER. Sure.

Mr. GARDNER. The healthcare industry is one of the places where
this has been neglected the most in the past. And so I think things
are changing for the better. Healthcare is at the table now, really,
in the halls of Congress how much attitudes have changed dras-
tically in the last 5 years, 10 years, and in healthcare.

So, for example, I think if we want to have, as I do, substance
use curriculum in medical schools as a part of becoming a doc-
tor——

Mr. CARTER. Absolutely.

Mr. GARDNER [continuing]. Which I think is paramount, I think
we need to open these highways to integration and get

Mr. CARTER. So, in other words, it is time to pull the drapes
back. It is time to open it up. And, I am not just talking about pa-
tients. It is time for us as a society to recognize—and then we
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talked about NAMI. It is time for us to recognize that these are
truly diseases here. You know, this is not something someone
chooses in a lot of cases. This is something that needs medical
treatment.

I have not, during this testimony today, found one reason why
I don’t support this legislation. I have just simply not. I want to
thank the author of the bill for bringing this forward. It is time for
us to get through the 70s and get into 2018. So thank you for
bringing this forward. And thank all of you again for being here
and for your testimony and your work.

I yield back, Mr. Chairman.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

The chair is prepared to recognize Mr. Mullin if Mr. Mullin will
yield to the chair.

Mr. MULLIN. I would yield my time gladly to Mr. Chairman.

Mr. BURGESS. Thank you for that.

And as far as the 70s are concerned, Dr. Clark, you and I are
probably about the same vintage in our medical school training. 42
CFR, a product of the 70s. I actually did take during my time in
medical school, I was actually partitioned out to a methadone clinic
that was state of the art in 1974 for substance abuse treatment.
Unfortunately, it is still state of the art, and I don’t know that it
has improved a great deal, which is the thing that concerns me
about our continuation down the path with 42 CFR, a 1972 law.
It seems to be an obstacle of prevention from us modernizing our
system.

And several people have referenced the panel of family members
that we had here a couple of weeks ago. And it was tough, it was
a tough afternoon, tough morning listening to their stories.

I appreciate, Dr. Clark, that you say that there are emergency
provisions, but I am sorry: I practiced for 25 years. I am not sure
that I knew that.

And we had a young woman tell us about a problem she had had
in her family, and she talked about her son, and he suffered a fatal
overdose and his fatal overdose April 20th of 2016. He had been
seen at the hospital and revived with NARCAN seven times over
the previous year. Her words, seven missed opportunities to inter-
vene and save this young man’s life.

OK, there was an emergency provision that they perhaps could
have disclosed the data, but it doesn’t do Emmitt any good, does
it?

Dr. CLARK. But 42 CFR Part 2 nor HIPAA were relevant to that
situation.

Mr. BURGESS. Here is the problem, Dr. Clark, and I am sympa-
thetic with a lot of the points you bring up, but we have created
so much confusion that the doctors don’t even know.

OK, a high-profile case, a young man flying on his Learjet from
one point to another, got some bad Vicodin that caused his res-
piratory depression. They landed his plane. And it took two doses
of NARCAN to bring him back around. And now the emergency
room doctor is being sued for not picking up on the fact that two
doses of NARCAN was an unusual amount to require. And this in-
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dividual, according to news reports—I am not mentioning the name
on purpose, but according to news reports, refused a tox screen.

We have got to open up and talk to each other. The siloing of this
stuff is what is killing people, in my opinion. And, again, I am just
a simple country doctor. But hearing these, story after story after
story, we have got to do better than what we are doing.

Mr. DeLoss, I wanted to give you an opportunity to talk about
this a little bit. I know that you said, with 42 CFR—of course, 42
CFR, there weren’t data breaches, right? Or if there were, we
didn’t know what they were. We used to call it theft back then.

So there is no protection or duty to inform about a data—there
is no data breach notification requirement in 42 CFR, but there
would be under the Mullin bill. Is that correct?

Mr. DELoSs. That is correct. There has been historically no
breach notification provisions. And the bill does require that.

Mr. BURGESS. So the people who are really, really spun up about
privacy, there is actually more protection in what Mr. Mullin has
proposed to us than what exists under the 1972 law.

Mr. DELoOSS. Agreed, yes.

Mr. BURGESS. Dr. Clark, since you are here and you are a doctor
and a lawyer, let me ask you—and, of course, you are never sup-
posed to ask a question you don’t know the answer to. And I don’t
know the answer to it, so I am going to ask you.

Mr. Griffith kind of alluded to it a little bit. I think the situation
that he described where an employer is a covered entity, I think
that would be running afoul of the law, but just in general, is
someone who is in recovery, is that information information that
has to be disclosed to an employer, or may it be withheld from an
employer?

Dr. CLARK. If they are truly in recovery under the ADA, they
can’t use it. On the other hand, if the employer has the informa-
tion, they just don’t have to announce it. So, if an employer knows
something, they don’t have to acknowledge it. They simply penalize
the applicant for other reasons.

Mr. BURGESS. So, if they are on medication-assisted therapy,
they are going to have a positive chemical test, a urinalysis. Is that
correct?

Dr. CLARK. Unless they are under DOT. For instance, if you are
on methadone, under DOT, you can’t get a safety-sensitive position.

Mr. BURGESS. You can’t get what, I am sorry?

Dr. CLARK. Safety sensitive. You can’t get a commercial driver’s
license on methadone. That is not true for people on NARCAN, but
those are the kinds of arcane rules that people have to live with.

Mr. BURGESS. But if you wanted to go work in a department
store, that information may not be disclosed to the HR personnel
at the department store?

Dr. CLARK. It wouldn’t have to be.

Mr. BURGESS. Yet, at the same time, if there were something
that happened that resulted in liability on the part of the depart-
ment store owner, would all of that information be discoverable?
Again, I am not a lawyer.

Dr. CLARK. It would be discoverable subsequently.

Mr. BURGESS. It would be discoverable?
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Dr. CLARK. Depending upon court orders. All information, once it
is subject to a court order, including under HIPAA, they would be
able to reach it.

Mr. BURGESS. So who bears the liability? Does the department
store owner then, who couldn’t get the information, are they——

Dr. CLARK. That would be subject to the litigation. And that is
exactly—

Mr. BURGESS. And I realize that is far afield. That is not part
of the Mullin bill, but it is a question I have had for some time.

Dr. CLARK. It is an important question, sir.

Mr. BURGESS. I need to recognize Mr. Engel for 5 minutes for
questions.

Mr. ENGEL. Thank you, Mr. Chairman and Mr. Ranking Member
Green.

During our subcommittee’s April 12th hearing, I asked Michael
Botticelli about H.R. 3545. Mr. Botticelli is currently the executive
director of the Grayken Center for Addiction at Boston Medical
Center and served as the director of the Office of National Drug
Control Policy.

When I asked if he had concerns about altering the protections
provided by 42 CFR Part 2, Mr. Botticelli said, “I do, both as a pol-
icymaker and as a person in long-term recovery.” He went on to
say, “Unfortunately, substance use disorders are different from
other diseases.”

We know that Americans living with substance abuse disorders
face stigma and discrimination that people living with other dis-
eases do not, and we know that, as a result, those Americans might
be hesitant to seek what could be the lifesaving treatment for fear
of discrimination that remains pervasive.

It is our responsibility to ensure that our actions do not make
this problem worse, and that is why today’s discussion is so impor-
tant. And I thank all the witnesses for being here and for sharing
your insights.

Let me ask Ms. McCarthy Metcalf, I was here before when you
gave your testimony and thank you for sharing your story with us.
You noted in your testimony that you do regularly encounter med-
ical providers who do not understand the 42 CFR Part 2 protec-
tions and mistakenly believe it to be a barrier to care because they
do not understand how 42 CFR Part 2 works or the recent changes
made to them. So they work in our 21st century healthcare envi-
ronment. That is what you said.

Could you please describe the sorts of questions you typically get
from providers about 42 CFR Part 2 and what kinds of misunder-
standings have you seen?

Ms. METCALF. From what we have heard that has been reported
to us, providers, medical providers don’t understand the rule
changing or the updates to the rules. So there is a lot of education
that is now being done that SAMHSA is rolling out, and we haven’t
given that enough time, enough chance to educate medical pro-
viders or the community to understand how the new rules fit in
with the new healthcare system.

Mr. ENGEL. Let me ask you this: Given what you have said in
your testimony, do you believe better provider education would
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mitigate the perception that 42 CFR Part 2 creates barriers to
care?

Ms. METCALF. Yes. Greater provider education would work to
support 42 CFR to protect the patient.

Mr. ENGEL. Let me ask you this: We have heard that requiring
patient consent to disclose their treatment records is problematic
because it is argued patients won’t do something that could keep
them from getting certain substances. Could you respond to that
argument?

Mr. DELOsS. I am sorry; I didn’t understand.

Mr. ENGEL. That requiring patient consent before disclosing
treatment records is problematic because it is argued patients
won’t do something that could keep them from getting certain sub-
stances.

Ms. METCALF. It may be hard to get consent to share information
about previous substance use treatment, but that is part of that
process when they engage in treatment, and that is what the coun-
seling—when they are able to provide that. It is encouraged that
they provide that so that they can share that information with
their doctors.

Mr. ENGEL. Dr. Clark, can I ask you that question too? I will re-
peat it. We have heard that requiring patient consent to disclose
their treatment records is problematic because it is argued that pa-
tients won’t do something that could keep them from getting cer-
tain substances.

Dr. CLARK. I don’t think that is the case. By the time people
present to treatment, they have had a number of problems associ-
ated in their lives, either with family, with employment, with hous-
ing, with the law, and as a result, even if they are ambivalent
about treatment, they will be engaged. And it is incumbent upon
the professionals to help facilitate that.

You have to keep in consideration that the delivery system is
more of a cottage industry delivery system, despite the fact that
people are trying to commercialize it. And as a result, it is the lack
of electronic health information for the substance use disorder de-
livery system that keeps information from being shared rather
than the patient not being able to share that information.

Mr. ENGEL. Thank you. My time is up.

Thank you, Mr. Chairman.

Mr. BURGESS. The chair thanks the gentleman.

The chair recognizes the gentleman from Florida 5 minutes for
questions.

Mr. BiLIRAKIS. Thank you, Mr. Chairman. I appreciate it.

First question for Mr. Gardner and Mr. McKee. In your opinion,
from your own experiences, do you think the legislation we are re-
viewing today will discourage people from seeking substance use
disorder treatment? First, Mr. Gardner, please.

Mr. GARDNER. Thank you for the question, Congressman. I do
not believe that it will discourage people from help seeking.

Mr. BILIRAKIS. That is so important.

Mr. McKee?

Mr. McKEE. I do not think that it will discourage people from
seeking treatment. I think that there are a number of factors that
motivate people to move towards treatment. And if they truly are
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in a phase for action, confidentiality is not necessarily something
that is going to keep them from getting the treatment that they
want.

Mr. BILIRAKIS. Very good. I agree.

Again, for both of you, could patients in SUD treatment today be
referred to a primary care physician who is unable to view the pa-
tient’s diagnosis due to 42 CFR Part 2 and be unknowingly pre-
scribed opioids? Mr. Gardner?

Mr. GARDNER. Is it possible to be referred?

Mr. BiLIRAKIS. Under the current law, yes.

Mr. GARDNER. To be referred by the SUD provider to a primary
care provider without consent?

Mr. BILIRAKIS. Yes. Well, so the primary care doctor would pre-
scribe the opioid, not knowing that this person may have a sub-
stance abuse issue. You see what I am getting at?

Mr. GARDNER. I think so, yes. That is definitely possible, yes.

Mr. BILIRAKIS. And we are trying to prevent that from happening
with this legislation.

All right, sir, can you answer that question, please?

Mr. McKEE. Congressman, yes. In the case of my brother, the or-
thopedist did not have the luxury of a substance use counselor or
a psychiatrist in order to build rapport to move them through
precontemplation, contemplation, preparation, and action stages
that are associated with addiction. They had to give him aftercare.
There wasn’t time to wait. And they gave a loaded gun to a person
who is suicidal.

You are giving opiates to an addict. And there was no time for
him to build that rapport in order to get that consent. Bill.

Mr. BURGESS. Would the gentleman yield on that, please?

Mr. BILIRAKIS. Yes, please.

Mr. BURGESS. Just, Mr. McKee, further observation, in the way
things have evolved, now you are not even being discharged from
the hospital by your orthopedist. It is a hospitalist who probably
has never seen you before. And that is an unfortunate derivation.

I am not aware of when your brother was injured, but current
practice is the orthopedist, in fact, would then delegate care to the
hospitalist, who would be in charge of the posthospital care.

Mr. McKEE. Thank you for that clarification. And that just un-
derscores the need for better care coordination, which requires
some transparency under the protections of HIPAA law.

Mr. BURGESS. Thank you.

Mr. BILIRAKIS. So the next question for Mr. DeLoss. The VA has
sorted out a system for gathering a patient’s consent to share their
full health record across providers, and that benefits the adminis-
tration for filing claims. They have established a system where the
VA consent form is valid for 12 months. And if protocols are fol-
lowed, the entire record can be shared. This aligns much more
closely with HIPAA than current practices for nonveterans.

In your opinion, are veterans suffering from this policy? And I
happen to be the vice chairman of the Veterans Committee, so I am
familiar with this. So, in your opinion, are veterans suffering from
this policy, if you are familiar with the VA?
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Mr. DELOSS. I am not very familiar with the veteran system, but
with respect to having additional information to treat the veteran,
I would assume that yes, they would be treated much better.

Mr. BiLRaKIS. OK. OK. So do you know if we have seen
disproportionally fewer veterans seeking treatment as a result of
this policy?

Mr. DELOsS. I am not familiar.

Mr. BILIRAKIS. You are not as familiar. Anyone else want to an-
swer that question—who is familiar with the VA, with the system?

Dr. CLARK. I am familiar with the VA. I spent 14 years as an
addiction psychiatrist in the VA working with PTSD and other con-
ditions. And the fact of the matter is, clearly, they are better off
if thﬁre is more information being shared. I won’t argue with that
at all.

So, with the VA establishing working relationships, because the
VA has had her issues in the past establishing relationships with
external entities sharing that information, but the receiving entity
and the VA, if you are going to use the electronic health record, has
to be interoperable. And I can tell you interoperability continues to
be a problem.

So often the record is not read because whether the hospitalist
has time to read it or not. My mother was just in the hospital, and
she went from a skilled nursing facility to the same system. They
hadn’t read the records.

So we need to be careful about these panaceas, assuming things
that will happen that, in practice, actually don’t happen. But, if
you have got interoperability and you have got a working relation-
ship, you can enhance the care, preferably with the veteran’s OK
because then the patient doesn’t show up if the system is seen as
hostile.

Mr. BILIRAKIS. In this case, we get the veteran’s consent. So, if
it works like it should work, then I think that it is in the best in-
terests of the veteran.

Thank you very much, and I yield back, Doctor.

Mr. BURGESS. The chair thanks the gentleman. The gentleman
yields back.

I do want to thank our panel. Seeing no further members who
wish to ask questions. Again, we really do owe you a debt of grati-
tude for being here today and staying with us for so long. There
you have it, we are going to have a vote on the floor so we finished
right in the nick of time.

I have a lengthy list of statements in support of the Mullin bill
that I would like to submit for the record: The Kennedy Forum,;
Magellan Health; Healthcare Leadership Council; United States
Department of Health and Human Services Substance Abuse and
Mental Health Administration; America’s Essential Hospitals;
American Society of Addiction Medicine; National Association of
State Mental Health Program Directors; the American Association
on Health and Disability; National Alliance on Mental Illness; the
American Hospital Association; the Academy of Managed Care
Pharmacy; Avera; OCHIN; Pharmaceutical Care Management As-
sociation; Shatterproof; Trinity Health; Association for Behavioral
Health and Wellness; Mental Health America; the National Asso-
ciation of Medicaid Directors; Oregon Association of Hospitals and
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Health Systems; American Health Information Management Asso-
ciation; Blue Cross Blue Shield Association; Association for Com-
munity Affiliated Plans; Hazelden Betty Ford; Centerstone; Pre-
mier Healthcare Alliance; Catholic Health Association; Information
Management; College of Healthcare Information Management Ex-
ecutives; Partnership to Amend Part 2; Confidentiality Coalition;
the House of Representatives Rural Relief Initiative; Port Gamble
Tribe; American Psychiatric Association; America’s Health Insur-
ance Plans; National Association of Accountable Care Organiza-
tions; and a joint statement from the National Association of ACOs,
Premier, and the American Medical Group Association.

[The information appears at the conclusion of the hearing.]

Mr. BURGESS. Additionally, Mr. Green had asked unanimous con-
sent for the following letters expressing opposition to H.R. 3545 be
in the record. This includes the National Advocates for Pregnant
Women; the National Association for Children of Addiction; Opioid
Treatment Association of Rhode Island; Ringgold Treatment Cen-
ter; Victory Clinical Services; Recovery Network of Programs; SC
Association for the Treatment of Opioid Dependence; Northern
Parkway Treatment Services Incorporated; BH Health Services; Se-
renity Health; Kentucky Mental Health Coalition; President of the
Kentucky Association for the Treatment of Opioid Dependence;
People Advocating Recovery; Long Island Recovery Association;
Faces & Voices of Recovery; Pennsylvania Recovery Organizations
Alliance; Campaign to Protect Part 2; National Council on Alco-
holism and Drug Dependence of San Fernando Valley; Opioid
Treatment Providers of Georgia; Mid-Michigan Recovery Services;
Southwest Carolina Treatment Center; Futures Without Violence;
Sally Carr, parent of a son with addiction and representative of
Never Surrender Hope; Lauren Wicks, National Independent Fam-
ily Recovery Advocate; National Association for Children of Addic-
tion; Amy E. Sechrist, addiction educator; Randy Flood, recovery
coach, Recovery Coaching Services.

[The information appears at the conclusion of the hearing.]

Mr. BURGESS. Pursuant to committee rules, I remind members
they have 10 business days to submit additional questions for the
record. I ask witnesses to submit the responses within 10 business
days upon receipt of those questions.

Without objection, the subcommittee stands adjourned.

[Whereupon, at 4:25 p.m., the subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]
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0regon®Association

of Hospitals and Health Systems

April 11, 2018

The Honorable Greg Walden

Chair, Energy and Commerce Committee
U.S. House of Representatives
Washington, DC 20515

Dear Representative Walden,

On behalf of the 62 members of the Oregon Association of Hospitals and Health Systems, | am writing to
applaud your efforts to move the bipartisan package of bills aimed at addressing the opioid epidemic.
The Energy and Commerce package includes a number of measures that take important steps toward
addressing the opioid epidemic in Oregon and other states.

We are especially supportive of one aspect of the committee’s work: modernizing outdated substance
use disorder privacy policies. Specifically, OAHHS strongly supports aligning the privacy reguiations in 42
CFR Part 2 with the Health insurance Portability and Accountability Act (HIPAA) for the purposes of
treatment, payment and health care operations.

Coordinating care for patients in treatment for substance use disorder is fundamental to successful
treatment. However, the requirements of 42 CFR Part 2 makes it very difficult or prevents the sharing of
patient information necessary to deliver effective and coordinated care. This conflict forces hospitals
and health systems now to go to extraordinary lengths to deliver needed care.

We urge the Committee to adopt legislation that would fully align the 42 CFR Part 2 regulations with the
HIPAA rules. Applying the same requirements for all patient information - whether behavioral or
medical - would facilitate appropriate information sharing needed for clinical care coordination and
population health improvement, while safeguarding patient information from unwarranted disclosure.

As always, please don’t hesitate to contact us if you would like additional information on this issue.
Thank you for your consideration.
Respectfully,

Adyfl—

Andy Van Pelt
Executive Vice President
Oregon Association of Hospitals & Heaith Systems

4000 Kruse Way Place, Bidg. 2, Suite 100
Lake Oswego, Oregon 97035
503-636-2204
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BRIEF - JANUARY 2015

Designing Medicaid Health Homes for Individuals with
Opioid Dependency: Considerations for States

By Kathy Moses and Julie Klebonis,” Center for Health Care Strategies

Over the last decade, increasing rates of opioid
dependency have become a concern for public health
officials, state Medicaid agencies, and the federal
government. Increased health care service use and
higher costs of care have resulted from the significant
morbidity and mortality associated with illegal opioid
use. In 2010, roughly 600,000 people in the United
States used heroin' and 12 million used prescription
painkillers, including oxycodone and morphine, for
nonmedical reasons.” In 2009, nearly haif a million
emergency department visits were duc to people
misusing or abusing prescription painkillers. In that
same year, health insurers spent $24 billion on
treatment for substance use disorders, of which
Medicaid accounted for 21 percent of all spending.®

Individuals who are opioid dependent often have
complex social, physical, or behavioral health
comorbidities. For example, six out of 10 people with
a substance use disorder also suffer from another form
of mental iliness* and could benefit from increased
care management.

According to a recent informational bulletin from the

Center for Medicaid and CHIP Services, statcs can possible by the Centers f‘" Medicare & Medicaid
incorporate Medication Assisted Therapy (MAT), an Services (CMS), shares IDS‘Sh‘S ﬂ:om these three
evidence-based practice to address opioid use, into states and outlines key considerations for states in
cfforts to address substance usc disorders.S Clinical designing an opioid dependence-focused health home,
guidelines recommend that MAT be offered in

combination with behavioral health therapies. Comparison of Approved Opioid Health
Moreover, to ensure that treatment is coordinated with Home Models

other needed physical and behavioral health services,
many statc Medicaid agencies are seeking new
mechanisms to promote integrated care for
individuals with opioid dependency.

Comumon features across the opioid treatment health
home models in Maryland, Rhode Istand, and
Vermont include: (1) statewide implementation; (2)
Opioid Treatment Programs (OTPs)® as a designated
provider; and (3) definitions of eligible populations

The Medicaid health home state plan option offers (Exhibit 1). While some program aspects are similar,
states one such mechanism. As of December 2014, CMS provides the flexibility for states to tailor

three states—Maryland, Rhode Island, and programs—within defined requirements and subject
Vermont—have approved state plan amendments to federal approval—to meet the needs of

(SPAs) to implement Medicaid health home models beneficiaries and local providers. Variations across
targeting opioid dependence.” This brief, made the three state opioid health home models include:

* fulie Klebonis is a former employee of the Center for Health Care Strategies.

This brief was developed for the Centers for Medicare & Medicaid Services by the Center for Health Care Strategies and
Mathematica Policy Research. For more information or technical assistance in developing heaith homes, visit

hitp/fww.medicaid.gov.
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Health home provider structure. Each
state has defined providers differently,
Vermont’s health home model, for example,
refers to its designated providers as “Hubs
and Spokes.” Hubs are dcsignated providers
(OTP programs) that serve clinically
complex members and dispense methadone
and buprenorphine in an addictions treatment
center, Spokes refer to a team of health care
professionals (Office Based Opioid
Treatment [OBOT]) that is comprised of
physicians licensed to prescribe
buprenorphine; nurses; and clinician case
managers. (For more information, sec
sidebar Spotlight on Vermont's Health Home
Model page 5.)

Type of enroliment. States must determine
if cligible Medicaid benefieiaries will be
assigned into the health home with the ability
to opt-out, or if beneficiarics must opt-in.
Most health home models, ineluding Rhode
Island and Vermont, auto-assign
beneficiaries, but allow them to opt-out at -
any time or select among other qualified
health homes. Maryland uses the opt-in
approach and built bencficiary consent into
the opt-in process, ensuring the opportunity
to secure the necessary member consent to
share critical health carc information.

Team of health home providers. Each
state defines the health home team
differently in terms of: (1) required staff
positions; (2) education or training
requirements; and (3) the ratio of members to
full-time equivalent staff. Rhode Island
created a shared statewide administrative-
level coordinator role to oversce health home

implementation at all agencies and act as the
liaison to the state agencies supporting healtl
homes. The coordinator strategizes with
teams to encourage member participation,
identifies potential community partners,
addresses implementation challenges, and
assists in outcomes evaluation. In Rhode
Istand, this position is viewcd as a trusted
advisor to the sitc-specific health home
teams, as well as an excellent resource to the
state for ensuring fidelity to the health home
model. A key component to this staffing
approach is that the state is responsible for
hiring the shared administrative coordinator,
but funding for the position is shared across
ail health home sites.

Approach to payment. Whercas all three
states include some form of bundled
payment for health home services, there are
three slight variations in payment models:
(1) Maryland’s per member per month
(PMPM) payment is coupled with a one-time
payment for initial intakc assessment; (2)
Rhode Island uses a weekly bundled
payment with the rate based on whether the
member is enrolled in fec-for-service or
managed care; and (3) Vermont has a
monthly bundled rate for Hub providers and
a monthly capacity payment for Spoke
nurses and clinician casc managers, The
average monthly payment across these three
models ranges from approximately $100 to
$350 depending on the team’s cost for
providing the service, staffing ratios, and
what services are included in the rate.

Medication Assisted Therapy

Designing Medicaid Health Homes for Individuals with Opioid Dependency: Considerations for States 2
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Exhibit 1: Features of Approved Medicaid Health Home Models for Opioid Dependency

» Effoctive Date » 6c(ober 2013 July 2013 July 2013, expandsd January 201
Geographic Statewide Statewide Statewide
Location
Target Medicaid recipients with opioid | Opioid-dependent Medicaid Medicaid recipients with opioid
Population use disorder and the risk of recipients currently receiving or | dependence and the risk of developing
developing another chronic who meet criteria for MAT another substance use disorder and
condition; or one or more co-occurring mental health condition
serious and persistent mentai
iiness (SPM1)
Type of Opt-in enroliment Auto-assignment, with opt-out Auto-assignment, with opt-out
Enroliment
Enroliment® 4,553 {4,038 with SPMI] and 2,657 4,436 (2,464 in Hubs, 1,972 in Spokes)
515 with opioid use disorder)
Types of Designated provider must be Designated provider must be Hub: Designated provider must be a
Providers one of the foltowing: (1} an QTP licensed by the state as a regional speciaity OTP
opioid treatment program Behavioral Healthcare
(OTP); and, for the SPMI Organization Spoke: Team of health care
population, either (2) professionals setin OBOT programs
Psychiatric Rehabiitation
Program; or (3) Mobile
Treatment Service provider
Providers® 27 agencies with 60 provider Five providers with 12 statewide | Five Hub providers; 127 Spoke
sites locations providers
Key Heaith Health home director, nurse Supervising physician, Hub: Registered nurse and master's
Home Team care manager, physician, or registered nurse, health home level licensed cfinician case manager,
nurse practitioner consuitant, team coordinator, case and program director employed by the
and administrative support manager / hospital fiaison and Hub
staff® pharmacist. Also, three shared
pgsnfoqs aé:rqs§ ?ee}lth P|10mle Spoke: Registered nurse and clinician
o, | 52 Taresr el o
' ' i o
and (3) health home training Community Health Team
coordinator®
Payment $98.87 per member per month | $87.52 for fee-for-service Hub: Moanthly bundled rate per member
Model (PMPM) payment; and one- members and $52.52 for of $483,37. Note: only 30% of the rate
time payment of $98.87 for managed care members is heaith-home specific, thus only 30%
each member’s initial intake structured as a weekly, bundled | of the Hub payment is matched at 90%
assessment rate per member of the federal financial participation
rate, or approximately $148 PMPM.
Spoke: $163.75 PMPM payment

SQURCE: Health Home

@ As of December 2014,
b Staffing based on a ratio of 125 enroliees per team that equates to slightly more than 1.25 FTEs.
© Staffing based on a ratio of 125 enrollaes per team of 4.35 FTEs.

d Staffing based on 100 envoliees per team of 2 FTEs.

Center and app

health hame SPAs. ™

Designing Medicaid Heaith Homes for Individuals with Opioid Dependency: Considerations for States 3
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Considerations for Developing Opioid
Health Homes

Interviews with representatives from Maryland,
Rhode Island, and Vermont provide additional
recommendations for the development of opioid
dependency-focused health home models. These
include:

1. Leverage the requirements of OTPs to
encompass key health home components.
OTPs, given their responsibility to provide daily
doses of methadone to members, have a “captive
audience” that is enviable in Medicaid health
homes. Thus, the typically challenging task of
identifying and engaging members is not an issue
in OTP settings. This opportunity in OTPs for
daily member contact with medical and other
clinical professionals supports health home goals
of ongoing care management, care coordination,
and consumer engagement,

2. Invest in multi-agency collaboration to
develop opioid treatment health homes.
Overwhelmingly, states cited internal
collaboration with other state agencies, such as
the Office of Mental Health and the Office of
Alcohol and Substance Abuse, as paramount to
the success of their opioid health home delivery
models. This collaboration requires a significant
amount of internal stakeholder engagenient to
bridge differences in priorities and practices
between Medicaid and sister state agencies.

Vermont’s Medicaid agency identified the need
for internal collaboration as a key success factor
both in the design and implementation phases of
its health home. The design of its opioid health
home was a result of collaboration between the
Department of Health’s Division of Alcohol and
Drug Abuse Programs (ADAP), the Department
of Vermont Health Access (DVHA) (Vermont’s
Medicaid program), and Vermont’s Blueprint for
Health (Blueprint)—the state’s health care reform
initiative,

In building the health home model, the state
leveraged ADAP's existing relationships with
established providers as well as existing provider
education mechanisms. The Blueprint for Health,
part of DVHA, coordinates the overall
administration of the health home cffort as well
as the PCMH initiatives that are building blocks
to the opioid treatment health home model.
Blueprint community health teams (CHTSs) are
being used to provide the additional care
management services to Hub and Spoke health
homes. Pulling from multiple agencies, Vermont
built on each state agency’s strongest attributes to
develop a health home model that meets both the
goals of the state and the needs of the individuals
it serves,

Support providers in transforming into
effective opioid treatment health homes.
Offering support and edueation to providers is
vital to the success of health homes for
individuals with opioid dependency. The three

Designing Medicaid Health Homes for Individuals with Opioid Dependency: Considerations for States 4



states’ approved SPAs include a variety of health
home provider education approaches that can be
repeated as new providers come onboard or staff
turns over. In the three approved SPAs, state
options for fostering provider education included:

*  Maryland used a series of webinars and
regional meetings to support information
sharing and problem solving among OTP
health home teams. The state is also
performing outreach to foster linkages with
community providers that may collaborate
with health homes.

*  Rhode Isiand built its education activities
upon experience from earlier health home
models and substance abuse programs. The
state supplemented general health home
education activities by adding training on
health literacy, motivational interviewing,
and emotional trauma in order to enhance
provision of care management and care
coordination activities. In addition, Rhode

Island is also planning to provide the Wholc
Health Action Management (WHAM)
training program'! developed by the
SAMHSA-HRSA Center for Integrated
Health Solutions to its peer wotkforce in
order to strengthen their ability to support
opioid-focused health homes.

Vermont’s ADAP and the Blueprint for
Health are sponsoring learning collaboratives
and trainings to support OTPs and OBOTs in
transitioning to Hub and Spoke health
homes. Regional OBOT collaboratives and
statewide Hub and Spoke learning
collaboratives are designed to: (1) provide
education on best practices in eare
management for individuals with opioid
dependence; (2) report on quality measures;
and (3) share health home quality
improvement efforts (e.g., Plan, Do, Study,
Act cycles). The state provides continuing
education credits to providers participating in
the regional collaboratives.

Designing Medicaid Health Homes for ndividuals with Opioid Dependency: Considerations for States 5



4. Encourage information sharing between
providers. Collectively, the three states cited
federal confidentiality requirements as a barrier
to effective integration of care and sharing of
vital information between the health home and
other medical professionals. Federal regulations
(i.e., 42 CFR Part 2) were established to protect
the privacy of individuals with alcohol and
substance use disorders by limiting who can
access information regarding treatment, '
Because 42 CFR Part 2 applies to any entity
receiving federal assistance that provides an
alcohol or substance abuse diagnosis, treatment,
or referral to treatment, OTPs are included under
this provision:

As more states are moving toward an integrated
health care delivery approach, 42 CFR Part 2 poscs
unique challenges for information sharing. States
pursuing an opioid dependency health home program
may consider training opportunities that: (1) ensure
that health home team members understand privacy
laws and what information can be shared between
providers absent a signed release; (2) encourage the
use of 42 CFR Part 2-compliant release forms; and (3)
encourage enhanced support to beneficiaries on the
benefits of sharing substance use information with
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other providers, including how the information will be
used in their health home treatment plans.

Conclusion

The Medicaid health home option in the ACA affords
states considerable opportunity to customize health
home services to the unique competencies of
providers and needs of beneficiaries. Such
considerations are critical for all aspects of program
design—ranging from how the population is
identified to how providers are qualified and services
delivered and reimbursed.

As more states pursuc heatth homes, additional
customization for specific target populations,
including individuals with opioid dependence, may be
expected. The considerations used to shape the opioid
dependency health home programs in Maryland,
Rhode Istand, and Vermont offer helpful guideposts
for the development of health home programs in other
states, including models that target substance usc
disorder more broadly. Based on the experiences of
these three states, health homes should be considered
as an integral model for addressing opioid usc
disorders in the Medicaid program,

Designing Medicaid Health Homes for Individuals with Opioid Dependency: Considerations for States [
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Much of the discussion about the concurrent opioid and suicide epidemic
in our nation centers on the need for increased funding and resources,
However, ancther major hurdle we face involves decades-old federal
health record privacy regulations containing complicated, cumbersome
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consent requirements that discriminate against and endanger people with
a substance use disorder (SUD) or history of SUD treatment.

People with diabetes, asthma, HiV, cancer or a history of heart attack can
easily share their health information with doctors. They can also take full
advantage of efectronic health information exchanges {HIEs}) that reduce
the risk of potentially deadly medication errors among care teams.

Why should it be any different for a person with a history of SUD? Why are
brain diseases excluded from a comprehensive, collaborative approach to
care?

The ultimate goat of consent should be ta give peaple the power to share
their own health data with healthcare providers, if they so desire. This
power of consent should apply regardless of whether a person has a SUD,
mental illness, cancer, diabetes or multiple ca-occurring conditions.
Likewise, if a person does not wish to share her health data, she should
have the clear option to either opt-out or not opt-in to sharing that
information.

Current federal privacy regulations (42 CFR Part 2}, which only apply to
people with a SUD, place restrictions on sharing your own health data with
a history of SUD. Such regutlation puts a burden on patients, their treating
providers, and Health information exchange {HIEs), making it operationally
expensive — and with today’'s existing HIE technology — extremely costly,
to transfer and manage SUD data.

This makes it very easy for HiEs to just say no, we will not accept your SUD
data ~- thereby denying a person with SUD who wants to share data the
same access 1o care as a person with cancer or diabetes. In this case, the
regulations are discriminatory, preventing people with a SUD from
benefiting from coordinated, integrated care, and increasing the chance
of inappropriate opioid prescribing.

imagine you are scheduled for outpatient surgery at a local surgery
center. You sign a consent form for your SUD treatment program to share
information about your addiction to OxyContin with the surgery center.
The surgery center makes a note in your health record, but your surgeon,
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who is employed at a separate clinic, isn’t permitted to see that part of
your health record and prescribes OxyContin post-op for your pain.

Incidents like this happen every day across the nation, and raise several
major concerns:

incomplete health record information

Despite recent updates to regulations by the Substance Abuse and Mental
Health Services Administration (SAMHSA), there are still significant
complexities in one’s ability to consent to release SUD treatment
information to treating providers. This data gap prevents doctors and
others from seeing a full picture of their patient’s health, substantially
increasing the risk of treatment and prescribing errors.

Discrimination and lack of parity

Addiction is a disease, not a mindset or a moral failing. Outdated Part 2
regulations are aiding and abetting discrimination against people with a
SuD.

Technology limitations

Some integrated heaithcare delivery systems, such as HiEs, Medicaid
Health Homes and Medicare Accountable Care Organizations {ACOs)
won't accept a patient’s data (who has a history of SUD treatment}
because they lack the technology or financial resources to comply with
current consent and data segmentation requirements. Ironically, these
entities were designed to provide “whole-person” care that addresses a
full spectrum of co-occurring brain and body health conditions, including
addiction treatment.

What's the answer?

We are seeing some movement in the right direction. There are
indications that SAMHSA may reopen the rulemaking process for further
input. Reps. Markwayne Mullin {R-Okla.} and Earl Blumenauer {D-Ore.} have
introduced the bipartisan Overdose Prevention and Patient Safety Act in
the U.S., House. A bipartisan companion bifl, the Protecting Jessica
Grubb’s Legacy Act (The Legacy Act), has been introduced in the U.S.
Senate by Sens Joe Manchin {D-W.Va.) and Sheliey Moore Capito (R-W.Va).
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These bills more closely align 42 CFR Part 2 regulations with HIPAA,
helping to ensure that all clinicians invoived in a person’s care get the full
picture of their heaith. The bills also strengthen protections and
prohibitions against disclosures of SUD information for criminal justice
purposes — a legitimate concern of patient advocacy groups.

Most recently, during the fourth meeting of the President’s Commission
on Combating Drug Addiction and the Opioid Crisis, leaders from the
nation’s top insurance companies, as well as Commission members,
overwhelmingly called for immediate 42 CFR Part 2 reform to stop the
horrific cycle of preventable and unnecessary deaths in this country.

Recently, SAMHSA published a final rule that now aliows for greater
flexibility in the sharing of SUD treatment information by third parties for
payment and healthcare operations. The final rule specifically excluded
treatment, diagnosis and referral for treatment from the new, more
flexible provisions.

Ironically, it's now easier for a person’s SUD-related health information to
be shared by payers, health plans and other entities for billing, payment,
claims management and collections — than with the person’s own
healthcare providers for fully-informed diagnosis and treatment. The
exclusion of treatment from the list of permissibie activities for disclosure
prevents people with an SUD from benefiting from coordinated,
integrated care and exacerbates the stigma often associated with SUDs.

While HIPAA provides substantial protections for health information, it
also provides something that Part 2 regulations cannot: patient choice.
The decision to share critical health information should lie with the
individual, not the Part 2 program, SAMHSA or the healthcare system.

Patrick J. Kennedy is the founder of The Kennedy Forum and former
democratic congressman from Rhode Island. He is also a former member
of the President’s Commission on Combating Drug Addiction and the
Opioid Crisis. Kevin Scalia is the executive vice president of Netsmart.
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Electronically submitted via PrivacyRegulations@samhsa.hhs.gov

Feb. 28, 2018

Elinore F. McCance-Katz, M.D., Ph.D.

Assistant Secretary for Mental Health and Substance Use
Substance Abuse and Mental Health Services Administration
U.S. Department of Heaith and Human Services

Attn. Mitchell Berger

5600 Fishers Lane, Room 18E89C

Rockville, MD 20852

Re: Confidentiality of Substance Use Disorder Patient Records; Notice of Public Meeting {Docket
no. 2018-00150})

Dear Assistant Secretary McCance-Katz:

Magellan Health, Inc. (Magellan) appreciates the opportunity to respond to the Notice of Public Meeting
published by the Substance Abuse and Mental Health Services Administration (SAMHSA) in the Jan. 9,
2018 Federal Register concerning confidentiality of substance use disorder (SUD) patient records
regulations, 42 C.F.R. Part 2 {Part 2 regulations), as noted in Section 11002 of the 21st Century Cures Act
of 2016. We further appreciate the opportunity to have attended the Jan. 31, 2018 listening session and
have incorporated herein the oral remarks made by Teresa Berman, Magellan’s senior vice president
and Deputy Compliance Officer, as requested in the course of that session.

Headquartered in Scottsdale, Ariz., Magelian helps millions of Americans live healthier, more vibrant
lives. We are committed to connecting behavioral, physical, pharmacy, and social needs with high-
impact, evidence-based clinical and community support programs to ensure the care and services
provided to the members we serve! are individualized, coordinated, fully integrated, and cost effective.
Magellan develops and supports innovative ways of accessing better heaith by combining advanced
analytics, agile technology, and clinical excellence, while remaining focused on the critical personal
relationships necessary to achieve a heaithy, vibrant life.

in addition to Ms. Berman’s remarks, our response to the Notice also includes Magellan’s experience
with Part 2; how Part 2 affects patient care and health outcomes; and recommendations for regulatory
action for SAMHSA to consider related to the following, as described further on Pages 5-6:

s Aligning Part 2 with the Health Insurance Portability and Accountability Act {HIPAA) of 1996,

o Relaxing the stringency of the consent requirements to permit a consent form be executed for
HIPAA-like purposes, and

1. included here also are individuals we serve whom are members of our customers’ health plans.

One Columbus Center, 283 Constitution Drive, Suite 100, Virginia Beach, VA 23462  Office 317.387.4141

Government Affairs
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+ Indicating the permissability {in response to the opioid crisis} of coordinating SUD care between
providers and with providers and clinicians working within managed care entities.

I, Magellan Health’s Experience with 42 C.F.R. Part 2

Much of what Mageilan does on behalf of our members and our customers necessitates disclosing
patient-identifying information within the healthcare system, interfacing and interacting with providers
while protecting the privacy concerns of members with mental heaith conditions and, often, co-
occurring SUDs receiving treatment. Indeed, the Journal of the American Medical Association found 50
percent of individuals living with serious mental iliness (SMI} also have a substance use disorder.2 Of
those, more than half {53 percent} are a drug-refated use disorder, such as opioid use disorder. As a
result of Part 2’s restrictions, these members’ access to whole-person, fully integrated healthcare can
be hampered when providers are prevented from accessing all relevant information necessary to
appropriately support individuals’ heaithcare needs.

As an experienced specialty healthcare organization, Magellan provides a tailored spectrum of mental
heaith and substance use disorder treatment and services and Employee Assistance Programs for health
plans, employers, and various military and government agencies and public heaithcare programs,
including to active-duty service members and their families, the Medicare Advantage and state Medicaid
programs, and individuals dually eligible for Medicare and Medicaid. Mageilan also contracts with more
than 80,000 credentialed behavioral health providers nationwide and provides behavioral heaithcare
services to approximately 1.6 million public-sector members through a range of innovative state
programs, including the nation’s first Medicaid specialty health plan for individuals living with SMi,
Magellan Complete Care of Florida. Our subsidiary, Magellan Healthcare, contracts with health plans
nationwide and some state Medicaid programs (including Florida, as noted) in order to perform case
management and care coordination, utilization review, utilization management, and/or claims
adjudication functions on their behalf, and thus has significant direct experience with the impact of the
requirements under 42 C.F.R. Part 2. As a contractor and subcontractor, Magellan Healthcare is
expected to perform case management and care coordination and related functions on behalf of its
customers for its customers’ members, including those living with a SUD.

In addition, our subsidiary, Magellan Rx Management, is a full-service pharmacy benefit manager that
expands beyond traditional core services to help our customers and members solve complex pharmacy
chatienges, including through the use of targeted clinical programs, comprehensive member and
provider engagement strategies, advanced analytics, and expert specialty pharmacy management
capabilities. Accordingly, much of what Magelian does on behalf of our customers and members —
including members living with SUDs - necessitates disclosing Part 2-covered, patient-identifying
information within the healthcare system, including interfacing and interacting with providers, while
protecting the privacy concerns of individuals living with SUDs receiving treatment and services.

2. Darrel A. Regier, MD, MPH; Mary E. Farmer, MD, MPH; Donald S. Rag, MS; et al,, “Comorbidity of Mental Disorders With Aicohol and Other
Drug Abuse: Resuits From the Epidemiologic Catchment Area (ECA) Study,” Journal of the American Medical Association {1990) 264, no.
19:2511-2518. doi:10.1001/jama.1990.03450190043026.

Page 2
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For our members and our customers, as well as our customer's members, Magellan performs case
management, care coordination, discharge planning, utilization review, claims adjudication, and other
related functions, affording us significant direct experience with the impact of Part 2. This extensive
experience informs our perspective on confidentiality and disclosure of substance use disorder patient
records, and our response to the Notice.

1. How 42 C.F.R. Part 2 Affects Patient Care and Health Outcomes

The vast majority of today’s integrated care models rely on HiPAA-permissible disciosures and
information sharing to support care coordination—that is, without the need for the individual’s written
consent to share relevant treatment details, provider by provider. Mageilan believes it is critical for
health plans to be able to assist their members’ recovery and relapse prevention by sharing valuable
substance use disorder information with members’ providers when arranging for pre-authorization,
referrals, step-down services, residential treatment, and other care coordination activities without the
need to obtain written consent for each individual provider.

The same is true for the modern electronic infrastructure for information exchange. In an era of
electronic medical records (EMRs), having incomplete records available for providers—because
substance use disorder information cannot be included without individualized consent—disallows
providers from supporting their patients holistically. In facln some case, providers may believe the EMR
{to which they have access} reflects the individual's full medical record. in such situations, a provider
may, for example, prescribe opiates for back pain for a member with prior history of opioid misuse,
which could lead to relapse. Access to complete medical information is critical for providers to ensure
members’ access to care is appropriate to their needs and clinical histories.

While having to obtain any written consent is a barrier to achieving care coordination, the ability to
obtain a more broad consent would certainly permit member information to more easily be shared
for care coordination and treatment purposes. it would also make it easier to include information in
EMR systems noting whether the consent was constrained to individual providers. Consents having to
list individual providers often have to be obtained over and over again as members move through the
system of care, leading to delays or barriers in coordinating a member’s care. These hurdles are
extremely problematic for health pian entities who are responsible for coordinating the care received by
their members to make certain it is optimally suited for each member; any change of provider by the
member necessitates a new written consent. in the event a member changes their primary care
provider, or switches psychiatrists, or begins a new course of treatment with a cardiologist — all of whom
need to know about the member’s substance use disorder treatment history to ensure patient safety
and proper treatment approaches - a new written consent must be obtained. Doing so is not always
easy, particularly if the member is in denial about their SUD; is unable to effectively understand or
communicate due to their condition; or has other co-occurring conditions (such as SMi) which stymie
the consent-collection process.

The national opioid crisis is not being addressed nearly as effectively as it could be given the
limitations posed by Part 2 on effectively coordinating care. For example, when a heaith plan is

Page3
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coordinating a member’s discharge from an inpatient detox facility and attempting to locate an
appropriate outpatient therapist in the community, the health plan is prohibited from informing the
outpatient therapist that their new patient has a SUD diagnosis and was discharged from detox, and
must hope that either the:

o Detox facility notifies the therapist of the treatment directly {(although they too would first need
to obtain written consent to do so as well},

s Therapist asks the member about any SUD history (and that the member responds truthfully),
or

e Member is forthcoming enough to inform the therapist proactively.

If none of these occur, the therapist’s treatment plan will not address the crux of the member’s
healthcare needs - their substance use disorder — potentially feaving the member at greater risk of
relapse, re-admission, or worse.

Similarly, when a detox facility calls the member’s health plan for pre-authorization, the health plan is
prohibited from advising the facility that this member could have been in detox mutltiple times in the
past year and — as a result — may need their treatment approach adjusted accordingly to improve the
member’s quality of care and overall outcome. A member with a SUD may not provide the health plan
with written consent and may not share his or her treatment history with the facility, leaving the facility
in the position of being unaware of this critical information and providing treatment or treatment
recommendations in the dark.

Other effects on patient care and health outcomes Magellan has encountered in attempting to manage
the behavioral healthcare and services of members in compliance with Part 2 include:

¢ Dueto the need to exclude SUD data from the information sharing necessary to successfully
coordinate a patient’s care, the regulations result in fragmentation in treatment, less than
optimal patient assessments, and treatment plans often created in a vacuum because the
complete clinical picture is not available to the current provider, which can lead to adverse
drug reactions, accidental overdose, inappropriate diagnosis, and ineffective treatment which
targets the incorrect condition.

s The need to single out specific patient written consent for each individual provider prior to
any disciosure of SUD information slows the treatment process considerably, creates great
inefficiencies, and may actually result in reinforcement of stigma associated with SUD
treatment and services instead of overcoming it.

s The inability to share substance use patient information between providers without the
express, written consent of the patient has created perceived liability situations for many
physicians and other clinicians to the point that they may opt to refuse to treat any patient
with a suspected history of substance use, particularly in primary care, which is most
unfortunate since primary care providers often are in the most advantageous position to screen

Page 4
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for and treat substance use disorders.

s Denial is an important dynamic in substance use disorders. individuals living with a SUD may
inadvertently rely on denial and not appreciate their own chronic health condition, atiowing him
or her to hide their condition from clinicians who are attempting to ensure appropriate
treatment and services. Without an easier, more effective way to facilitate transfer of SUD
information between providers and health plans, the clinician is left naive concerning the
patient’s true healthcare condition, and the SUD diagnosis can go unaddressed and
untreated, further feeding into this difficult, unintended pattern.

in our experience, we have seen multiple member situations and dynamics adversely impacted by Part 2
{as we note above}. In further response to the listening session, we would like to share the story of one
of our members, and how their care and health outcomes were affected by Part 2:

An adult member was brought to the emergency department by relatives concerned by
their foved one’s depression and suicidal statements. The member received a complete
evaluation, including a physical examination and a psychiatric evaluation. Records from a
previous psychiatric hospitalization were obtained from another facility in the community
without patient written consent, as permitted by HIPAA.

Three days after admission, the patient experienced a grand mal seizure; it was only then
the member shared several years of barbiturate misuse. The member shared they had not
wanted the hospital’s treatment team to know about this, and thus had denied any history
of substance use to staff.

At the previous admission to the other psychiatric facility, the member had been
forthcoming about the barbiturate misuse, and had received appropriate detox treatment;
however, since a release specifically for SUD information had not been signed by the
member, pages of their medical record concerning this previous SUD history had been
omitted when the facility provided the patient’s records to the emergency department.
Since the emergency department’s treatment team was deprived of this knowledge, the
hospital’s inability to correctly diagnose and treat their patient led to a serious adverse
incident for this member,

i, Recommended Regulatory Action for SAMHSA to Consider

While we appreciate recent efforts to revisit the regulations, Magellan continues to urge SAMHSA to
update Part 2 to align with the Health insurance Portability and Accountability Act {(HIPAA) of 1996 by
adopting a care coordination exception to the consent requirement. Whife HIPAA permits such
information sharing for treatment and healthcare operations, Part 2 does not—presenting an
unnecessary and sometimes even insurmountable barrier and marginalizing this crucial tool for
individuals living with SUDs. This meaningfui change would retain sufficient protection and
confidentiality of individuals’ substance use disorder records while also bringing Part 2 into the modern
era. Part 2 was created before HIPAA existed and these stringent requirements are incompatible with
contemporary advancements in care coordination and electronic information sharing which can

Page 5
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currently be afforded to all health plan members, except those with substance use disorders.

Alternatively, while SAMHSA may be constrained somewhat by 42 U.S.C. §290dd-2, Magelian believes
there is some latitude afforded both in relaxing the stringency of the consent requirements in 42
U.5.C. §290dd-2 (1) and in the exception in section {2) for disclosures “to medical personnel to the
extent necessary to meet a bona fide medical emergency.” 42 U.S.C. §290dd-2{1) notes the content of
records “may be disclosed in accordance with the prior written consent of the patient with respect to
whom such records are maintained, but only to such extent, under such circumstances, and for such
purposes as may be allowed under regulations prescribed pursuant to subsection (g).” The regulations
could be modified to permit a consent form to be executed that allows for the use of the member’s
information for treatment, payment and healthcare operations ~ including care coordination ~ rather
than the current requirements to obtain consents specific to each and every provider who is involved in
the member’s care in order to coordinate all the various treatments and services the member receives.

We also believe that, given the significant opioid crisis in our country, which has been declared a public
health emergency?, SAMHSA could indicate in regulation that the coordination of substance use
disorder care between providers and with providers and clinicians working at managed care entities
and pharmacies would be permissible in response to addressing a bona fide medical emergency.

To ensure individuals with substance use disorder s receive the full benefits of integrated care, Magellan
respectfully requests that SAMHSA consider pursuing the proposals discussed above, including either
permitting coordination of care without an authorization, or, in the alternative, permitting a member to
sign one consent authorizing their information to be used for treatment and healthcare operations
purposes, including care coordination, without the burden of naming individuat providers.

Magellan would be giad to answer questions or provide further information. Please contact Brian Coyne,

vice president of federal affairs, at (804) 548-0248 or bcoyne@magellanhealth.com: or, Claire Wulf
Winiarek, vice president of public policy, at {860} 507-1918 or cwulfwiniarek@magellanhealth.com.

Thank you for the opportunity to share our experience and recommendations on this important issue.

Sincerely,

V%ﬂl@%\

Meredith A. Delk, Ph.D., MSW
Senior Vice President, Government Affairs

3. Office of the Secretary, U.S. Department of Health and Human Services, “Determination that a Public Health Emergency Exists” {Oct. 26,
2017}, https://www.hhs.gov/sites/default/files/opioid%20PHE%20Deciaration-no-sig.pdf.
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The Honorable Greg Walden The Honorable Frank Palione
Chairman Ranking Member

U.S. House of Representatives U.S. House of Representatives
Committee on Energy and Commerce Committee on Energy and Commerce
2125 Rayburn House Office Building 2125 Rayburn House Office Building
Washington, D.C. 20515 Washington, D.C. 20515

Dear Chairman Walden and Ranking Member Pallone:

The Healthcare Leadership Councit (HLC) is writing to you to urge passage of H.R. 3545, the
“Overdose Prevention and Patient Safety (OPPS) Act”, to enable the appropriate exchange of
necessary information among medical professionals who are treating individuals with substance
use disorders, including opioid abuse. While HLC commends the U.S. Substance Abuse and
Mental Health Service Administration’s (SAMHSA's) ruling to amend 42 C .F.R. Part 2 to better
align Part 2 regulations within the Health Insurance Portability and Accountability Act (HIPAA) to
integrate behavioral and physical healthcare, we believe this ruling does not go far enough to
help increase access to relevant health information among patients, payers and providers while
concurrently protecting patient privacy.

HLC is a coalition of chief executives from all disciplines within American healthcare. It is the
exclusive forum for the nation’s healthcare leaders to jointly develop policies, plans, and
programs to achieve their vision of a 21st century health system that makes affordable, high-
quality care accessible to all Americans. Members of HLC ~ hospitals, academic health
centers, health plans, pharmaceutical companies, medical device manufacturers, laboratories,
biotech firms, health product distributors, pharmacies, post-acute care providers, and
information technology companies — advocate for measures to increase the quality and
efficiency of healthcare through a patient-centered approach. Through this diversity, we develop
a nuanced perspective on the impact of any legistation or regulation affecting the privacy and
security of health consumers. We believe access to timely and accurate patient information
leads to both improvements in quality and safety and the development of new iifesaving and life-
enhancing medical interventions.

Current federal regulations governing the confidentiality of drug and alcohol treatment and
prevention records (42.C.F.R. Part 2 (Part 2)) preclude the Centers for Medicare and Medicaid
Services (CMS) from disclosing medical information to healthcare providers for care
coordination, including those engaged in accountable care organizations and bundied payment
organizations. These regulations currently require complex and multiple patient consents for the
use and disclosure of patients’ substance use records that go beyond the sufficiently strong
patient confidentiality protections that were subsequently put in place by HIPAA.
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Electronic heaith records and value-based payment models such as Accountable Care
Organizations (ACOs), Health information Exchanges (HIEs), Medicaid Health Homes, and
related Medicare and Medicaid integrated care programs were designed to create a more
holistic, patient-centered approach to healthcare where providers work together to coordinate
across their traditional silos and in some cases are held jointly accountable for the quality,
outcomes, and cost of that care. Critical to making these new models work for patients is having
access to the individuals’ health records, including those related to substance use disorders.
CMS provides participating providers of Medicare ACO and bundled payment organizations with
monthly Medicare Parts A, B and D claims under data use agreements that include criminal
penalties for misuse. Yet, due to outdated laws mentioned above, CMS is forced to remove a/f
claims where substance use disorder is a primary or secondary diagnosis. Patient safety is also
threatened with the potential pharmaceutical contraindications that couid occur without access
to the full medical record. Without this critical information, providers are prevented from
understanding the full extent of their patients’ medical needs.

We commend SAMHSA's recent rulemaking efforts, and understand the agency has probably
gone as far as possible in regards to attempts to modernize the Part 2 Rule. To sufficiently
address the need for further reform, Representatives Markwayne Mutlin (R-OK) and Eart
Blumenauer (D-OR) have introduced H.R. 3545 to ensure healthcare providers have access to
the full medical record, including information on substance use disorders, to effectively and
safely treat patients suffering from substance use disorders while guaranteeing the privacy and
security of substance use medical records. In particular, H.R. 3545 would reinforce and expand
existing prohibitions on the use of these records in criminal proceedings.

We urge the Committee to consider H.R. 3545 to amend 42 CFR Part 2 and align with HIPAA’s
treatment, heaithcare operations, and payment policy as one of several potential solutions
Congress passes to help with the opioid crisis. Thank you for your attention to this important
matter. Should you have any questions, please contact Tina Grande at 202.449.3433 or

tarande@hic.org.

Sincerely,

Mary R. Grealy
President

cc: U.S. House of Representatives
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MAR 19 201

The Honorable Markwayne Mullin
1113 Longworth House Office Building
Washington, DC 20515

Dear Representative Mullin:

Thank you for your correspondence about the revised Confidentiality of Substance Use Disorder
Patient Records Final Rule (42 CFR Part 2 or Part 2) and its impact on data-sharing by Medicare
and Medicaid programs. Your letter states that the “Centers for Medicare and Medicaid Services
{CMS) is forced to remove afl claims where substance use disorder is a primary or secondary
diagnosis,” from data shared with ACOs, bundied payment organizations, and others. You alsa
indicate that sharing of information in electronic health records (EHRs) is critical to the success
of these new payment models. You suggest that Part 2 is inconsistent with the Health Insurance
Portability and Accountability Act (HIPAA) requirements.

The Substance Abuse and Mentsl Health Services Administration (SAMHSA) is encouraged to
see Congress examine the benefits of aligning Part 2 with HIPAA. Patient privacy is, of course,
critical but so too is patient access to safe, effective, and coordinated treatment. To facilitate this
most efficiently, healthcare providers must have secure access to patient information, including
substance use disorder informaticn, in order to provide integrated and effective care. The
practice of requiring substance use disorder information to be any more private than information
regarding other chronic illnesses such as eancer or heart disease may in itself be stigmatizing.
Patients with substance use disorders seeking treatment for any condition have a right to
healthcare providers who are fully equipped with the information needed to provide the highest
quality care available.

As you note, SAMHSA has taken the steps within our purview to address some of these
concerns; however, Congressional action is needed to fully address the issue. The steps
SAMHSA has taken include the following:

»  SAMHSA’s revisions in January 2018 (83 FR 239) permit additional sharing by lawful
hoiders, including Medicare and Medicaid entities, with contractors, subcontractors, and
legal representatives for payment and health care operational purposes consistent with
those listed in HIPAA’s Privacy Rule, as long as initial patient consent is obtained.

s  SAMHSA’s 2017 final rule (82 FR 6052) notes that entitics may ask patients to consent
to use of a general designation to share their Part 2 records with all of their current or
future treating providers. The preamble to the rule specifically states that “an ACO,
pursuant to a [patient’s use of the] general designation, may disclose information

Behavioral Health is Essential To Health + Prevention Works * Treatment is Effective * People Recover
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described in the “Amount and Kind” section of a consent form [...] to “all my entity
treating providers.” The final rule also makes it clear that ACOs may share information
in accordance with Part 2 to carry out audit and evaluation activities (§2.53).

Additionally, SAMHSA recently held listening sessions related to Part 2, as required by the 21%
Century Cures Act (Section 11002). The vast majority of those who spoke at the listening
session expressed their support for further aligning Part 2 and HIPAA and acknowledged that to
achieve many of their goals, Congress would need to take action on bills such as yours.

HHS and SAMHSA appreciate your attention to this issue and stand ready to provide any
technical assistance you may request on this very significant matter. If you or your staff have
any questions, please feel free to contact Brian Altman, Acting Legislative Director, at (240}
276-2009. This response has also been sent to Representative Blumenauer.

Sincerely,

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

Behavioral Health is Essential To Heaith « Prevention Works * Treatment is Effective ¢+ People Recover
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AMERICA’S
ESSENTIAL
HOSPITALS

Statement for the Record
Committec on Energy and Commerce
Subcommittec on Health

Combating the Opioid Crisis: Prevention and Public Health Solutions
March 21-22, 2018

Thank you for your work regarding the nation’s opioid crisis. America’s Essential Hospitals
appreciates your committee’s dedication in its response to this public health threat, which affects
all communities nationwide. Below, we outline the unique role essential hospitals play in
addressing the opioid crisis, share issues that impact our hospitals, and comment on several hills
before your committee.

America’s Essential Hospitals is the leading association and champion for hospitals and health
systems dedicated to providing high-quality care to all people. Filling a vital role in their
communities, our 325 member hospitals provide a disproportionate share of the nation’s
uncompensated care and devote about half their inpatient and outpatient care to Medicaid or
uninsured patients. Through their integrated health systems, members of America’s Essential
Hospitals offer primary care through quaternary care, including tranma care, outpatient eare in
ambulatory clinics, public health services, mental health and substance abuse services, and
wraparound services vital to disadvantaged patients. More than a third of patients at essential
hospitals are raeial or ethnic minorities who rely on the culturally and linguistically competent
care that only our members can provide.

As pillars of their communities and trusted providers for all, essential hospitals have seen
firsthand how opioid use disorders have affected individuals and their surrounding communities.
Essential hospitals lead in efforts to improve population health and continue to develop
innovative programs to prevent opioid misuse among the most vulnerable populations, and they
provide treatment to all who need it. As you contiuue to develop policies to combat the erisis, we
urge the committee to consider the unique role essential hospitals play in prevention of opioid
misuse, as well as response and recovery for individuals struggling with opioid use disorders.

Essential Hospitals Response to Opioid Crisis

Essential hospitals play a unique and significant role iu the opioid crisis. Hospitals are 2 main
care provider for people experiencing opioid-related health problems, like infection or overdose,
associated with substance inisuse. As a result, hospitals have an enormous role to play in the
prevention and treatment of this widespread problem. Essential hospitals have partnered with
pharmacies, public health departments, law enforcement, emergency medical services, and other
community providers to combat the crisis.

For example, an essential hospital in Massachusetts has been a national leader in fighting the
opioid erisis. The hospital runs the largest primary care office~based opioid treatment program
in New England. The program was the first of its kind in the nation and has been replicated in
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35 states. It employs a collaberative care model using nurse care managers to provide
medication-assisted treatment (MAT) to individuals with opioid use disorder. The program has
been tailored to meet the needs of other patient populations, including adolescents and pregnant
women, In addition, this hospital created one of the first emergency department (ED)- and
urgent care-based opioid treatment programs in the country, and its inpatient addiction consult
service has reduced ED visits for participants by 30 percent. In partnership with the state health
department, the hospital has pioncered naloxone distribution programs with law enforcement
and other first responders and overdose bystanders.!

Evidence-based treatment programs, which can exist within ot outside a hospital system, are a
key component of combating opioid use. One of the most commonly used treatment models—
MAT-uses counseling in combination with drugs, such as methadone and buprenorphine, to
prevent withdrawal, suppress cravings, and support recovery. MAT has proved successful in
decreasing mortality, decreasing risk of infection, improving social functioning, and increasing
retention in rehabilitation programs. But there are large gaps between MAT capacity and
demand. To meet this need, some health systems are developing their own infrastructure and
care teams—which include physicians, licensed therapists, counselors, and/or recovery
specialists—to treat opioid misuse.® Essential hospitals are deploying protecols that sereen for
opioid use, provide MAT as necessary, and pair patients with addiction counselors.

Additionally, essential hospitals are deploying targeted improvement efforts to address opioid
prescribing patterns and align incentives that promote quality of care. For example, several
essential hospitals haye implemented new guidelines for prescribing opioids, particularly in the
ED. These hospitals urge providers tn first provide non-opioid options—~ibuprofen and
acetaminophen, for example—and then to explore alternative pain management, such as
localized nerve-blocking methods. Hospitals engage physicians, pharmacists, and nurses to
ensure all staff are committed Lo providing non-opioid regimens before prescribing stronger
medications. Tnitial evaluations show that such policies reduced by nearly 50 percent the
number of opicids prescribed to trauma patients.?

Essential Hospitals Face Challenges
42 CFR Part 2

Although essential hospitals bave deployed innovative approaches to treat patients with opioid
and substance use disorders, they continue o face challenges. When patients visit doctors and
hospitals, most assume providers have a complete medical history and an awareness of
addictions or substance use that need to be factored into treatment and preseribing. But that is
not always the case, due to an antiquated regolation—42 CFR Part 2 (Part 2).* This regulation
limits ss to and use of patients’ substance use records for certain substance use treatment
programs. Obtaining multiple consents from the patient is challenging and creates barriers to
whole-person, integrated approaches to care. As a result, many providers often learn of addiction
problems only after an adverse event or an overdose. Part 2 regulations also might lead to a
physician treating a patient and writing prescriptions for opioid pain medication for that
individual without knowing the person has a suhstance use disorder. Separation of a patient’s
addiction record from the rest of that person’s medical record creates several prohlems and

 Susman K. The Opieid Crisis: Hospital Prevention and Response. June 2017.
hitps://cssentiathospitals.org/wp-content/uploads/2017/06/Opioid-Bricf-1.pdf. Accessed March 19, 2018.
2 Ibid.

* Susman K. The Opivid Crisis: Hospital Prevention and Response. June 2017,
hitps://cssentialhospitals.org/wp-content/uploads/2017/06/Opioid-Brief-1.pdf. Accessed March 19, 2018.
*42 U.S. Code § 290dd-~2.
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impedes patients ability to receive safe, effective, high-quality substance use treatment and
coordinated care.

Tt is crucial that Part 2 is better aligned with the ITealth Insurance Portability and Accountability
Act (FIIPAA) so that health care providers can provide comprehensive and coordinated
substance use treatment and care. The Substance Abuse and Mental Health Services
Administration (SAMHSA) recently released a final rule that takes some steps to modernize Part
2, but it does not go far enough.’ Lawmakers must act to modify Part 2 and bring substance use
records into the 21st century, allowing for appropriate levels of access for providers to have a
complete picture of their patients. However, just aligning Part 2 for treatment purposes is an
insufficient approach. Such an approach is inconsistent with HIPAA language on treatment,
payment and health care operations, as care coordination activities are not considered a part of a
patient’s treatment. For Medicaid providers engaging in whole-person care management, it is
difficult to separate treatment from payment and health care operations. Also, only aligning Part
2 with HTPAA for treatment activities could preclude a robust prescription drug monitoring
program. Without all information about a patient availahle, it will be challenging to flag patients
engaging in drug-seeking behaviors.

IMD Exclusion

Medicaid does not provide reimbursement for inpatient treatment in an institution for mental
discase (IMD) with more than 16 beds. As slates consider various approaches to combat the
opiotd crisis, this IMD exclusion has hampered comprehensive treatment approaches. The
Centers for Medicare & Medicaid Services (CMS) has encouraged states to pursue innovations
and strategies to address the opioid epidemic through Medicaid Section 1115 waiver
demonstrations. In a November 2017 update to states, CMS outlined a streamlined approach to
accelerate states’ ability to respond to the crisis.® Several states, such as West Virginia, Maryland,
and Virginia, have used this approach to start comprehensive, evidence-based prevention and
treatment programs for Medicaid beneficiaries.

Additional Challenges

The Medicaid program covers MAT scrvices as an optional benefit for states under the Medicaid
statute, which has cansed available services to vary widely across states.” This limits providers as
they identify and employ the best freatment options for their patients

Essential hospitals also face the additional challenge of a workforce shortage for substance use
disorder and behavioral health professionals. There has been a shortage of addiction specialists
for decades, ang the opioid epidemic only has increased demand.? SAMHSA recognized the
serious workforce shortages for hehavioral health professionals and funded several programs and
initialives to combat the issue. Essential hospitals operate on slim margins that migbt hinder
them from offering competitive compensation packages to attract needed substance use disorder
and behavioral health professionals. Not only do they have financial constraints, many essential
bospitals find themselves either in extremely competitive urban markets or in less desirable
geographic areas.

® 82 Federal Register 6052, January 18, 2017,

& Conters for Medicare & Medicaid Services. SMD 217-003 Strategies to Address the Opioid Epidemic.
November 1, 2037. https://www.medicaid.gov/federal-policy-guidance/downloads/smd17003.pdf.
Accessed March 19, 2018,

7 Medicaid and CHIP Payment and Access Commission. Medicaid and the Opioid Epidemie. June 2017
htps:/ /www.macpac.gov/wp-content/uploads/2017/06/Medicaid-and-the-Opioid-Epidemic.pdl. Aceessed
March 19, 2018.

8 Corwin . Shortage of Addiction Counselors Further Strained by Opioid Epidemic. February 24, 2016,
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Last, essential hospitals lack adequate reimbursement for integrated care. Overall care delivery is
transforming across the health care industry, shifting from fragmentation and care siloes to a
more integrated and collaborative system. Tn responding to the opioid erisis, essential hospitals
recognize the complexity and importance of treating behavioral health issues, particularly as they
rclate to improving care for our nation’s most vulnerable patients. Essential hospitals across the
United States have dedicated substantial resources to developing innovative programs to
improve care coordination among primary care, inpatient, behavioral health, and community-
based services for individuals with behavioral health disorders. For example, an essential
hospital in Washington state began a behavioral health integration program that incorporates
behavioral health care managers and psychiatric consultants at 14 primary care clinics.® Primary
care physicians in the clinics conduet routine sereening for hehavioral health disorders among
patients, determine whether further assessment and diagnosis hy behavioral health specialists is
required, and, when necessary, provide warm handoffs to care coordinators within the same
facility. As providers of care to vulnerable populations, essential hospitals are uniquely
positioned to implement this kind of care. But funding shortfalls and reimbursement structures
pose consistent and significant obstacles to integration.

Legislative Proposals

Preseription Drug Monitoring Programs and H.R.
prescription drug monitoring programs,

, to enhance and improve state-run

Prescription drug monitoring programs (PDMPs) are state-level interventions to improve opioid
prescribing and inform clinical practice by tracking the prescribing and dispensing of controlled
prescription drugs. Some states have implemented polices that require physicians to check a
state PDMP to assess a patient’s risk of substance use disorders or nonmedical use of controlled
substances as part of the discharge planning and medication reconciliation process. The
legislative proposal before the committee would seek to improve PDMPs by authorizing the
Centers for Disease Control and Prevention to conduct certain surveillance activities to improve
data collection and integration in physician clinical workflow.

We support the goal of reducing prescription drug abuse hy increasing provider awareness of at-
risk patients. However, the challenges associated with PDMPs—including issues with health IT
interoperability, timely data transmission, and privacy and security--make this tool an
unsatisfactory option for now. Further, the guality of PDMP data must he validated before its
use in the context of a federal program, such as Medicatd. For example, PDMPs do not include
data on physician specialty or patient diagnosis, which can make it difficult to distinguish
legitimate use, such as higher doses for cancer pain management, from inappropriate use, such
as use in pediatrics. Additionally, platforms differ by state, creating a lack of uniformity in
accessing PDMP data. More work is needed to mitigate issues of cross-state PDMP data access—
e.g., allow prescribers and dispensers to obtain patients’ prescription records from across state
lines to provide a more complete in-state and out-of-state medication history for at-risk patients,
Continued state-level evaluation of PDMPs is needed to identify and evaluate promising
practices and 1o build synergies necessary for application at the federal level. We hope the
committee will consider these concerns.

H.R. 5197, Alternatives to Opioids in the Emnergency Department Act

3 Rangarao 8, Susman K. Behawvioral Health and Primary Cave Integration ai Essential Tospitals. October
2015, hiip://essentiathospitals. org/wp-conteni/uploads/2015/10/Behavioralltealth Brief_FINAL.pdf,
Accessed March 19, 2018,
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We support legislation that would encourage alternatives for opioid use in hospital EDs.
Specifically, we are encouraged by consideration of H.R. 5197, the Alternatives to Oploids
(ALTQ) in the Emergency Department Act. This legislation would allow hospitals to rein in
opioid prescribing by assessing the use of alternate medication options for pain management.
This protocol is currently underway at St. Joseph's Healtb, an essential hospital in Paterson, New
Jersey, and is an effective tool to combat opioid addiction.

H.R. 5102, Substance Use Disorder Workforee Loan Repayment Act

Health care workforce shortages presont significant challenges. Suhstance use disorder (SUD)
treatment professionals ave critical in the fight against opioid addiction, and creating incentives
for health care and other social service professionals to treat individuals with SUDs will help to
strengtben the workforce in an area with severe needs. Given the financial burden often placed
on students training in health-related ficlds, H.R. 5102, the Substance Use Disorder Workforee
Loan Repayment Act, will take a step in the right direction to encourage health professionals to
work directly on SUD treatment. By offering student loan repayment for these professionals,
essential hospitals, who often treat some of the most significant opioid addiction cases, will have
greater access to trained SUD professionals and can expand their work already underway to fight
opiotd addiction.

H.R. 5261, Treatment, Education, and Community Help to Combat Addiction Act

America’s Essential Hospitals supports FLR. 5261, the Treatment, Edueation, and Community
Help to Combat Addiction Act, which would support learning institutions that specialize in SUD
treatment education to improve how health professionals are taught about SUD and pain
management for patients. This bill would help address gaps in educational programs provided to
physicians at essential hospitals to ensure SUD paticnts receive the most comprehensive care for
their exposure to opioids.

H.R. __, Poison Center Network Enhancement Act

The Poisen Center Network Enhancement Act would reauthorize the national network of poison
control centers, which offer free, confidential, expert medical advice and serve as primary
resources for poisoning information. Essential hospitals frequently work in tandem with poison
control centers to address public health emergencies, including opioid exposures. Specifically,
these centers help lessen the burden on EDs through in-home treatment for opioid exposures.
Reauthorizing this network would allow for broader communication between the

centers to improve care for those exposed to opioids before they enter hospital systems.

Discussion Draft of HLR. ___, A Bill to Support the Peer Support Specialist Workforce

We support including language to improve the peer support specialist workforee. This provision
would expand Department of Health and Human Services grants to pecr support specialist
organizations providing recovery services. Pecr support specialists are individuals recovering
from a substance use disorder (SUD) who have received formal training on how to support and
mentor other individuals new to the recovery process. Peer support has been a suecessful tool to
support individuals newly diagnosed with a disease or disorder. Essential hospitals have
successfully used multidisciplinary approaches to the treatment of individuals with SUDs, and
peer support specialists can be a critical tool to an individuals’ recovery.

We appreciate your consideration of these provisions and look forward to working with you to
improve the legislative package to effectively eounter this ongoing crisis.
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FASAN The Honorable Michael Burgess The Honorable Gene Green
Chairman Ranking Member
Health Subcommittee House Subcommittee
House Committee on Energy House Committee on Energy and
and Commerce Commerce
O, ULFAPA. DFASAM U.5. House of Representatives U.S. House of Representatives

2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Re: 2018 Substance Use Disorder Treatment, Prevention, and Recovery
Package

Dear Chairman Burgess and Ranking Member Green,

On behalf of the American Society of Addiction Medicine (ASAM), the
nation’s oldest and largest medical specialty society representing more
than 5,100 physicians and allied health professionals who specialize in
the prevention and treatment of addiction, we are writing to offer
legislative comments and recommendations as the House Energy and
Commerce Subcommittee on Health works on a comprehensive,
legisiative response to our nation's opioid overdose and addiction crisis.

As you know, the cost of substance misuse, and untreated and
ineffectively treated addiction in the United States is staggering, both in
economic terms and in terms of human lives fost. During the twelve-
month period ending January 2017, the Centers for Disease Control and
Prevention estimates there were approximately 64,000 drug overdose
deaths.! Recently, the White House Council of Economic Advisers
announced that the cost of the opioid crisis, alone, approached $504
billion in 2015." And whiie opioid-related overdose deaths may
dominate national headlines, the associated costs are a fraction of the
total societal cost of substance misuse and addiction. Each year aicohol
misuse leads to approximately 88,000 deaths in America,® Cigarette
smoking contributes to another 480,000." These costs, however, could
be dramatically reduced by utilizing effective substance misuse
prevention practices and programs and by addressing untreated, and
ineffectively treated, addiction in this country.

Given these alarming statistics, we appreciate your leadership regarding

the possible passage of legislation aimed at addressing our country’s

crisis of addiction involving opioid use, President Donald J. Trump's

direction to declare the opioid epidemic a nationwide public health
11400 Rockville Pike, Suite 200, Rockville, MD 20852

Phone: 301.656.3920 | Fax: 301.656.3815
www.ASAM.org
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emergency on October 26, 2017 was a historic first step, but turning the tide on the current
crisis and preventing future crises related to substance misuse and addiction require a new
approach to the delivery of substance use prevention, addiction treatment, and recovery support
services. Considering all the lives we have lost and all the lives we still risk losing, the time for
transformational change is now. Thus, ASAM respectfully offers these comments for your
consideration as you embark on the hard work that lies ahead.

Advancing Cutting-Edge {ACE) Research Act (H.R. 5002/S. 2046)

The ACE Research Act would facilitate additional research into treatments for public health
epidemics such as the opioid addiction crisis by providing the National Institutes of Health (NIH)
with new tools and flexibility to approve high-impact, cutting-edge research. Patients with
addiction and patients with chronic pain, like all patients, should have available to them a robust
and varied array of treatment options, as no one treatment modality is appropriate or
therapeutic for everyone. We support research and the development of non-addictive pain
treatment options and additional therapies to treat addiction. These new treatments could not
only help save lives but help prevent addiction from taking hold in the first place. ASAM
supports the ACE Research Act and recommends that Congress incorporate it into a future
legislative package to address the opioid addiction epidemic.

The Addiction Treatment Access improvement Act (H.R. 3692/S. 2317} / Amendment in the
Nature of a Substitute to H.R. 3692

To make a meaningful and sustainabie impact on the current opioid overdose epidemic, it is
imperative that we build a robust treatment workforce. There are simply too few physicians and
other clinicians with the requisite knowledge to meet the needs of the estimated 20.1 million
Americans suffering from untreated substance use disorders. The Addiction Treatment Access
Improvement Act makes great strides in doing so by codifying the Final Rule issued by the
Department of Health and Human Services (HHS) in July 2016 that raised the DATA 2000
patient limit for certain physicians to 275 patients, eliminating the sunset date for nurse
practitioners’ {NPs} and physician assistants’ {PAs) prescribing authority for buprenorphine, and
expanding the definition of ‘qualifying practitioner’ to include nurse anesthetists, clinical nurse
specialists, and nurse midwives.

These changes would increase the number of the clinicians to meet the needs of patients who
are seeking treatment for their addiction but are unable to find a practitioner who can treat
them. It is essential that we increase the treatment workforce, and we urge Congress to include
these provisions (or the provisions in the substitute amendment that would also shorten the
timeframe to reach the 100-patient fimit in certain circumstances) in any legislative package
moving forward.

Substance Use Disorder Workforce Loan Repayment Act (H.R. 5102/S. 2524)

In addition to expanding and codifying the eligibility of existing treatment providers, it is
imperative that our country make strategic investments to incentivize clinicians to work in
programs and practices that specialize in the treatment of addiction. To accomplish this goal, the
Substance Use Disorder Workforce Loan Repayment Act helps clinicians who pursue full-time
substance use disorder treatment jobs in high-need geographic areas repay their student loans.
Many parts of the United States, and particularly rural areas, suffer from a lack of treatment
providers. ASAM supports the goals of this bill and its efforts to incentivize clinicians to work in
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substance use disorder treatment programs in these high-need areas and urges Congress to
include it in any future legislative package to address the opioid epidemic,

The Reinforcing Evidence-Based Standards Under Law in Treating Substance Abuse (RESULTS)
Act {H.R. 5272)

ASAM is pleased that the House Energy and Commerce Subcommittee on Health is holding a
hearing that includes the RESULTS Act of 2018. The RESULTS Act would require grant, ioan, and
other recipients of funds from the Department of Health and Human Services for a mental health
or substance use disorder prevention or treatment program to use evidence-based practices. We
also support research and the development of new and innovative treatments for substance use
disorders that will contribute to the body of knowledge that is needed for emergent or innovative
programs and activities to become evidence-based.

There are many misconceptions about the disease of addiction, and we need a culture change in
this country to drive patients to the treatment options that have been proven to be effective at
reducing relapse and overdose deaths and supporting patients in remission and recovery. When
it comes to opioid addiction, the most effective treatment options we have involve the use of
medications in combination with specific psychosocial interventions to support remission and
recovery. When we say, “Treatment works,” we're not referring to every approach that claims tc
be treatment. We are physicians and other clinicians who specialize in the treatment of addiction.
We're referring to those interventions that have scientific evidence to support their effectiveness.

The RESULTS Act would raise the clinical standard to a level that we demand from all other
forms of medicine—to use clinical methods and practices based on evidence—and ASAM is
proud to support that goal.

Preventing Overdoses While in Emergency Rooms Act (H.R. 5176)

With the rise in the use of potent synthetic opioids such as fentanyl and carfentanil, the rates of
opioid overdoses and emergency department visits due to opioid overdose have increased
significantly. Data from CDC’s Enhanced State Opioid Overdose Surveillance (ESOQS) program
showed opioid overdose rates increased an average of 35% in the 16 states reporting from July
2016 through September 2017. Eight states reported substantial increases (25% or greater) in
opioid overdose emergency department visits.”

People who are admitted to a hospital for a drug overdose and discharged without treatment are
at elevated risk to relapse and overdose again. H.R. 5176, the Preventing Overdoses While in
Emergency Rooms Act, works to prevent that from happening by authorizing the Secretary of
the Department of Health and Human Services to create grants for health care sites with
emergency departments to develop protocois for discharging patients who have presented with
a drug overdose and enhance the integration and coordination of care and treatment options for
individuals with substance use disorders after discharge.

Addiction is a chronic brain disease and evidence shows that treatment is effective at achieving
and sustaining remission and recovery. It is past due that we stop discharging patients from
emergency rooms without treating their addiction. ASAM is proud to support the Preventing
Overdoses While in Emergency Rooms Act and urges Congress to include it in any legislative
package to address the needs of patients who have overdosed.
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The Comprehensive Opioid Recovery Centers Act of 2018 (H.R. 5327)

Treatment of the disease of addiction, without also addressing associated social externalities
such as homelessness, will result in poorer outcomes. The Comprehensive Opioid Recovery
Center Act would help to fill this gap in wrap-around care and services, by creating competitive
grants to entities to establish or operate comprehensive opioid recovery centers. This policy
would accomplish the two-fold objective of increasing access to treatment and ensuring that the
treatment is comprehensive - offering a full continuum of clinical, vocational, and educational
services to meet the needs of patients. In addition, the grants wouid prioritize entities in a state
or indian country with high per capita drug overdose mortality rates, so the resources are
focused in areas that need it most,

As you consider this legislation, ASAM offers these additional comments:

s Selected centers should be required to ensure that intake and ongoing evaluations meet
the clinical needs of patients, including by offering assessments for services and level of
care recommendations through independent, research-validated verification processes
for reviewing patient placement in addiction treatment settings;

s Independent program evaluators shouid be required to evaluate program effectiveness;
and

¢ Selected centers should be required to report on a set of pre-identified performance
measures.

ASAM applauds this legislation which would make great strides in increasing access to
comprehensive treatment and urges Congress to include it in any upcoming legislative package
to address the oploid epidemic.

The Treatment, Education, and Community Help to Combat Addiction Act of 2018 (H.R. 5261)

This legislation would amend the Public Health Service Act to provide for regional centers of
excellence to enhance and improve how heaith professionals are educated in pain management
and substance use disorder through development, evaluation, and distribution of evidence-
based curriculum for health care professional schools. ASAM has recommended for years that
medical, nursing, dental, pharmacy and other clinical schools increase curriculum time devoted to
addiction screening and treatment, safe prescribing and pain management. We would also
encourage you to consider supporting future proposais which would establish an additional
pathway for physicians who have had comprehensive training in medical school treating and
managing opiate-dependent patients to apply for a DATA 2000 waiver.

We welcome this legislation and urge Congress to include it in any upcoming legislative package
to address the opioid epidemic.

Confidentiality and 42 CFR Part 2

The federal regulations governing the confidentiality of drug and alcohol treatment and
prevention records, 42 CFR Part 2 {Part 2}, set requirements limiting the use and disclosure of
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patients’ substance use records from certain substance use treatment programs. Obtaining
multiple consents from the patient is challenging and creates barriers to whole-person,
integrated approaches to care, which are part of our current health care framework. Part 2
regulations may lead to a physician treating a patient and writing prescriptions for opioid pain
medication for that individual without knowing the person has a substance use disorder.
Separation of a patient’s addiction record from the rest of that person’s medical record creates
several problems and hinders patients from receiving safe, effective, high-quality substance use
treatment and coordinated care.

The advent of integrated health systems and electronic medical records has improved the safety,
quality, and coordination of care for patients with any other health condition. Part 2
requirements prevent patients with addiction from sharing in these benefits, even though
electronic exchanges of other heaith information are governed by strict privacy and security
standards set by the Health Insurance Portability and Accountability Act (HIPAA) and the Health
Information Technology for Economic and Clinical Health {HITECH} Act.

ASAM holds patients' privacy rights in the highest regards but recognizes the barriers that Part 2
currently presents to coordinated, safe, and high-quality medical care cause significant harm, and
that thoughtful changes to the law are necessary to mitigate this harm while protecting patients’
privacy. Thus, we support changes that would align Part 2 with HIPAA's consent requirements
for the purposes of treatment, payment, and healthcare operations. Such a change would allow
for the sharing of patients’ addiction treatment records within the healthcare system under
HIPAA’s well-established and modern privacy and security protections, while leaving in place
Part 2’s prohibition on disclosure of records outside the healthcare system. Moreover, we also
welcome changes that would strengthen protections against the use of addiction treatment
records in criminal proceedings, a further improvement to Part 2 that we see as essential to
protect patients in treatment for substance use disorder.

CARA 2.0 Act of 2018 {H.R. 5311/S. 2456)

We appreciate the leadership of all the CARA 2.0 Act sponsors in filing this major legislative
package aimed at addressing the opioid addiction crisis in our country. With that, we would iike
to respectfully provide comments and recommendations to you on provisions of the CARA 2.0
legislation for your consideration.

Section 3. Three Day Limit on Opioid for Acute Pain.

We appreciate the desire to help reverse the exponential increases in opioid misuse, addiction,
and death by limiting initial prescriptions for opioids to three days or iess while exempting
certain conditions such as chronic pain care and pain being treated as part of palliative care.
While this goal is important, a “hard” three-day limit in federal statute is inconsistent with
evidence-based guidelines such as the 2016 CDC Guideline for Prescribing Opioids for Chronic
Pain ({the “CDC Guideline").

According to Recommendation 6 of the CDC Guideline, “[w]hen opioids are used for acute pain,
clinicians should prescribe the lowest effective dose of immediate-release opioids and should
prescribe no greater quantity than needed for the expected duration of pain severe enough to
require opioids. Three days or less will often be sufficient; more than seven days will rarely be
needed.”™ Further, the applicable CDC Guideline narrative reads as follows:
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Experts thought, based on clinical experience regarding anticipated duration of pain
severe enough to require an opioid, that in most cases of acute pain not related to
surgery or trauma, a <3 days’ supply of opioids will be sufficient . .. Some experts
thought that because some types of acute pain might require more than 3 days of opioid
treatment, it would be appropriate to recommend a range of <3~5 days or £3-7 days
when opioids are needed. Some experts thought that a range including 7 days was too
long given the expected course of severe acute pain for most acute pain syndromes seen
in primary care.”’

Considering the foregoing, we highlight three observations for your consideration. First, uniike
the CDC Guideline, Section 3 of CARA 2.0 is not limited to primary care prescribers. Second,
patients with acute pain related to surgery or trauma and for whom three days or less can be
insufficient, may have to incur financial costs and bear logistical burdens to obtain additional
medically-appropriate opioid medication. Further, such a 3-day limitation would inevitably and
disproportionately impact patients with lower incomes and patients living in rural areas {ocated
many miles from their prescribers. Third, violating a federal statute can carry significant legal
ramifications for prescribers trying to treat acute pain appropriately as compared to deviating
from a voluntary guideline, such as the CDC Guideline. Therefore, ASAM strongly recommends
that any statutory acute pain limitation passed by Congress incorporate more flexibility for
prescribers to meet the medical needs of all their patients and should more closely align with the
recommendations of the CDC Guideline.

Section 4. First Responder Training.

This section would provide funds primarily to make naloxone available to first responders to
train and provide resources for carrying and administering naloxone. While we know state and
local governments would certainly welcome federal assistance for naloxone training and
distribution given the increasing cost of naloxone in this country, we urge you to consider
enacting policy interventions which would allow the federal government to bulk purchase
naloxone at discounted prices to increase access to this life-saving medication. Our nation’s
Vaccines for Children Program may be an existing mode! Congress could rapidly replicate to
increase naloxone access for first responders, public health departments, and community
organizations.” Such a program, coupled with investments aimed at enhancing the Centers of
Disease Control and Prevention's surveillance capabilities for identifying overdose clusters and
infectious disease outbreaks, could go a long way in preventing the spread of infectious disease!
and death.

Section 6. Building Communities of Recovery.

ASAM supports additional investments in recovery support services for people trying to achieve
long-term remission and recovery from the disease of addiction. However, we strongly caution
against any statutory language which states that addiction recovery support services can be “in
lieu of addiction treatment,” Nearly 90% of Americans with addiction do not receive treatment
and 80% of individuals with opioid addiction are not treated.* * As many families know all too
well, remission and recovery from addiction involving opioid use is often only preceded by
evidence-based medical treatment. To put it simply, there is no remission or recovery if you are
dead.

Therefore, our nation must come to terms with the difficult reality in which we find ourselves:
the current addiction treatment gap will never be closed with the current addiction treatment
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workforce. While we want you to support additional investments in recovery support services,
we urge you also to prioritize federal funding for Accreditation Council for Graduate Medical
Education {ACGME}- accredited addiction medicine and addiction psychiatry felfowship
positions and a loan repayment program for students who enter the substance use disorder
treatment workforce ¥ Additionally, please consider revising the Pubiic Health Service (PHS) Act
to include addiction medicine specialists in the definition of “behavioral and mental health
professionals” within the National Health Service Corps.

Section 7. Medication-Assisted Treatment for Recovery from Addiction.

ASAM applauds the efforts in Section 7 of CARA 2.0 that would expand access to medication-
assisted treatment for remission and recovery from addiction. As previously noted, it is
imperative that we build a robust treatment workforce, and this section would make great
strides in doing so by eliminating the sunset date for nurse practitioners’' (NPs} and physician
assistants’ (PAs} prescribing authority under DATA 2000 and expanding the definition of
‘gqualifying practitioner’ to include nurse anesthetists, clinical nurse specialists, and nurse
midwives. This section would also give individual states the option to waive the limit on the
number of patients a physician can treat so fong as the state directs its applicable state
regulatory body to adopt evidence-based prescribing guidelines for the use of medication to
treat addiction involving opioid use, such as ASAM National Practice Guideline for the Use of
Medications in the Treatment of Addiction Involving Opioid Use. This policy change would help
accomplish the two-fold objective of increasing access to and the quality of the prescribing
medications for the treatment of addiction involving opioid use.

We also welcome the opportunity to work with you and the CARA 2.0 sponsors to improve the
innovative “Offer 2 Types of Medication-Assisted Treatment” minimum requirement in Section
7{d} of CARA 2.0. For example, we would recommend that such minimum, two-medication
requirement for medications to treat opioid use disorder only apply to residential treatment
providers, prisons, and jails** that receive federal funds for a program or activity offering
addiction treatment to people with opioid use disorder, especially if a residential provider is
receiving Medicaid funding due to a waiver or repeal of the institutes for Mental Diseases (iIMD)
Exclusion within the Medicaid program. We would want to avoid any policy intervention which
could resuit in an unintended consequence of decreasing access to life-saving medications
prescribed by individual prescribers treating patients whose health care is federally-subsidized.

Section 13. Require the Use of Prescription Drug Monitoring Programs (PDMP}.

ASAM believes that prescription drug monitoring programs (PDMPs} are an important tool to
inform safe prescribing. From 2014 to 2016, there was a 121 percent increase in the number of
queries by health professionals to state PDMP databases.*¥ As a result, we applaud the creative
policy innovations outlined in this section - namely that prescribers or their designees be
required to query the PDMP upon initial prescription of a controlied medication and quarterly
thereafter if treatment continues. Further, requiring proactive reports, increased timeliness of
data entry, and de-identified data sets for research and evaluation are also weicomed policy
changes. However, requiring state agencies to provide reports to law enforcement agencies and
licensing boards “describing any prescribing practitioner that repeatedly fall {sic] outside of
expected norms or standard practices for the prescribing practitioner’s field” is troubling as it
could have an unintended chilling effect on appropriate prescribing, particularly with respect to
disclosures to law enforcement outside of a court-supervised process. PDMP information
should be considered what it is: personal heaith information, and, therefore, should be protected
from release like other personal health information.
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In addition, we would be remiss not to urge you to fund research and evaluation programs that
study best practices for integrating PDMPs into EHRs and clinician workflow in a meaningful,
user-friendly manner. While PDMPs now exist in almost every state and practitioners are
increasing their use of them, the lack of integration with electronic health records continues to
inhibit the effective use of these clinical support tools. Further, in addition to improving and
integrating these programs, ASAM recommends that Congress urge the Department of Health
and Human Services to support the development of training for primary care providers to know
how to engage a patient whose PDMP report indicates he or she may be inappropriately
accessing controfled substances, Without such training, many clinicians might simply dismiss
patients from their practice without an assessment for substance use disorder or referrai to
treatment, if indicated. These clinicians are missing an important opportunity to engage patients
in treatment and should be equipped to use the PDMP report as a conversation-starter with
patients at risk of addiction or overdose death.

Telemedicine

As stated in a testimony on behalf of ASAM before the House Energy and Commerce
Subcommittee on Health, telemedicine provides significant opportunities to reach more patients
in urban and rural communities. However, the current restrictions on internet prescribing under
the Ryan Haight Act and the seven, specific “practice of telemedicine” exceptions it provides for
are of limited utility for expanding access to treatment with buprenorphine for addiction
involving opioid use via telemedicine. As you know, the Ryan Haight Act generally requires an
"in-person medical evaluation” in the physical presence of the prescribing clinician for the
prescription to be considered valid.

The “practice of telemedicine” exceptions to this requirement provide for circumstances in
which the patient is being treated by, and physically focated in, a DEA-registered hospital or
clinic, or in which the patient is being treated by and in the physical presence of another DEA-
registered practitioner. It generally does not allow for circumstances in which a patient may have
received a medical evaluation by another qualified practitioner but is not physically present in a
DEA-registered hospital or clinic or with another DEA-registered practitioner. While The ASAM’s
Standards of Care** and The ASAM National Practice Guideline for the Use of Medications in the
Treatment of Addiction Involving Opioid Use* make it clear that patients presenting for treatment
of addiction involving opioid use should receive a physical examination by a qualified and
appropriately licensed heaithcare professional as part of a comprehensive assessment process,
they specifically allow for this examination to be conducted by a healthcare professional other
than the prescriber, as fong as the prescriber “ensure{s] that a current physical examination is
contained within the patient medical record before a patient is started on a new medication for
the treatment of his/her addiction.”

ASAM recommends that Congress pass legislation to revise the Ryan Haight Act to include an
additional exception to the requirement for an in-person physical exam by the prescribing
clinician to allow for a current physical exam to be conducted by another appropriately licensed
healthcare professional and documented in the patient's medical record. Additionally, ASAM
recommends limiting this exception to the in-person physical exam requirement for patients who
will be treated with buprenorphine for opioid addiction only to those physicians who hold
“additional certification” or who practice in a “qualified practice setting” per the definitions in the
2016 SAMSHA rule that raised the DATA-2000 prescribing fimit.
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Additional Recommendations

On March 8, 2018, the Senate HELP Committee held a hearing titled “The Opioid Crisis:
Leadership and Innovation in the States.” Hearing participants discussed recommendations from
Governors across the U.S. expressed at the National Governors Association annual winter
meeting. Toward the conclusion of that hearing, Chairman Alexander highlighted the problem of
an “unevenness” in addiction treatment program quality across the country, We would be
honored to have the opportunity to meet with Congressional leaders to discuss, in greater detail,
possible federal action that could start incentivizing states to continue building out an addiction
treatment infrastructure that can consistently deliver quality care for people suffering with
addiction.

We know well that as the field of addiction treatment works to integrate more fully with
traditional medical care, it is imperative that it “catch up” with other medical specialties in terms
of clinical guideline development and quality measurement. Federal efforts to promote high-
quality addiction treatment could include support for the following:

* Development and dissemination of clinical practice guidelines for addiction treatment,
such as the ASAM National Practice Guideline for the Use of Medications in the Treatment of
Addiction Involving Opioid Use and of science-based patient guides, such as the Opioid
Addiction Treatment: A Guide for Patients, Families and Friends, that include information on
assessment, treatment overview {including treatment plans, patient participation, and
counseling}, and all the medications available to treatment opioid use and overdose;

e Establishment and maintenance of addiction treatment programs that ensure intake and
ongoing evaluations meet the clinical needs of patients by offering assessments for all
substance use disorder services and level of care recommendations through an
independent, research-validated verification process for reviewing patient placement in
addiction treatment settings; and

® Implementation of, and related technical assistance for, nationally-recognized and
research-validated treatment center certification programs that can provide patients,
families, and payers with a reliable indicator that providers are delivering a certain level
of care.

Efforts such as these are critically needed to help improve the overall quality of addiction
treatment provided in our nation and assure those who are seeking and paying for treatment
that they are receiving medically appropriate and high-quality care.
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Thank you for the opportunity to make recommendations and offer additional tools that may be
helpful to combat this public health emergency. We look forward to working with you to build
upon the progress already made and help lay the foundation for a future in which long-term
remission and recovery from addiction is not only possible, but probabile. If you have any
questions or concerns, please contact Kelly Corredor, ASAM'’s Director of Advocacy and
Government Relations, at kcorredor@asam.org or at 301-547-4111.

Sincerely,

A2 Sl

Kelly J. Clark, MD, MBA, DFASAM
President, American Society of Addiction Medicine

cc: The Honorable Greg Walden
The Honorabie Frank Pallone

' Provisional Counts of Drug Overdose Deaths, as of 8/6/2017;
https://www.cdc.gov/nchs/data/heaith_policy/monthly-drug-overdose-death-estimates.pdf

i White House: Opioid Crisis Cost US Economy $504 Biilion in 2015; https://www.voanews.com/a/us-opioid-
crisis-white-house-report/4126121 html. {Accessed on 2017 November 27].

" Stahre, M., Roeber, J., Kanny, D., Brewer , R. D., & Zhang, X. {2014}. Contribution of excessive alcoho!
consumption to deaths and years of potential life lost in the United States, Preventing Chronic Disease,
11{E109).

VU.S. Department of Health and Human Services. The Health Conseguences of Smoking—50 Years of
Progress: A Report of the Surgeon General. Atlanta: U.S, Department of Health and Human Services,
Centers for Disease Control and Prevention, National Center for Chronic Disease Prevention and Health
Promotion, Office on Smoking and Health, 2014 [accessed 2017 Nov 291,

v Centers for Disease Control and Prevention. CDC Vital Signs, March 2018.

https:/Awww.cdc gov/vitalsigns/pdf/2018-03-vitalsigns.pdf. Updated March 6, 2018. Accessed March 15,
2018,

Vi Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic Pain — United
States, 2016. MMWR Recomm Rep 2016;65(No. RR-1):1-49. DO
http://dx.doi.org/10.15585/mmwr.rré6501e1

Vit ld.

Vil Vaccines for Children (VPC) Program. Retrieved from
https://www,cdc.gov/vaccines/programs/vfc/index.html

* Legal Action Center. {2015). Confronting an Epidemic: The Case for Eliminating Barriers to Medication Assisted
Treatment of Heroin and Opioid Addiction. Washington, D.C: Legal Action Center. Available at http://lac.org/wp-
content/uploads/2014/07/LAC-The-Case-for-Eliminating-Barriers-to-Medication-Assisted-Treatment.pdf

X Saloner PhD, Karthikeyan MPP. Changes in Substance Abuse Treatment Use Among Individuals with Opioid Use
Disorders in the United States, 2004-2013. The fournal of the American Medical Association. 2015;314{14}:1515-
1517

¥ By way of further background, in 2016, addiction medicine was recognized as an American Board of
Medical Specialties {ABMS) subspecialty under the American Board of Preventive Medicine (ABPM). The
first ABMS addiction medicine board exam was offered in October 2017. While the board exam wil! be
open to any American physician with a primary ABMS board certification until 2022, after that time,
physicians will need to complete a year-long fellowship program to be qualified to sit for the exam, In five
short years, the number of accredited and funded addiction medicine fellowship programs and slots will be
the limiting factor in determining how many addiction medicine specialists can receive board certification.




151

It is critical that ali stakeholders work to maximize funded addiction medicine fellowship opportunities
before their number begins to limit qualified examinees.
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April 6, 2018

The Honorable Greg Walden The Honorable Frank Pallone
Chairman Ranking Member

House Energy and Commerce House Energy and Commerce
104 Hart 2185 Rayburn HOB 237 Cannon HOB
Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden and Ranking Member Pallone:

The National Association of State Mental Heaith Program Directors writes to seek
your support for the inclusion, within the Energy and Commerce package of
legislation designed to fight the U.S. opioid epidemic, of legislation that would
align the statute underlying the 42 CFR Part 2 regulations with the disclosure
provisions of the Health Insurance Portability and Accountability Act (HIPAA).

NASMHPD is the organization representing the state executives responsible for the
$41 billion public mental health service delivery systems serving 7.5 million
people annually in 50 states, 4 territories, and the District of Columbia.

Information-sharing among health care providers treating a patient being treated for
substance use disorders is limited under current law because of the restrictions
outlined under 42 CFR Part 2 and its underlying statute, 42 U.S.C. § 290dd-2
against the disclosure of records containing diagnosis, treatment, and referral
information without specific patient consent.

That statute, enacted in the 1970s, well before HIPAA, and its regulations prohibit
the sharing of treatment information—including pharmaceutical treatment
involving the use of opioids or opioid antagonists—among treating providers
absent specific patient consent, The inability of a patient’s other treating providers
to access that information automatically, if the substance use disorder patient has
not thought or agreed to bring his or her other providers into the treatment loop,
raises the risk of adverse prescription reactions, addiction regtession, and even
opioid overdose. It also prevents the integration of eare so crucial for patients who
so often have co-occurring substance use, mental, and medical disorders and
conditions.

While the Substance Abuse and Mental Health Services Administration
(SAMHSA) recently relaxed 42 CFR Part 2 to permit sharing for purposes of
operations and payment, the ageney specifically prohibited sharing among
providers. The ageney’s legal counsel advises that current law does not permit it to
relax restrietions on disclosures among providers. The conduits of any sharing that
might be permitted, the Heaith Information Exchanges, remain reluctant to share
substance use diagnosis, treatment, and referral information on their networks,
even for the limited purposes permitted, because of ambiguity in what the relaxed
regulations mean, the potential legal liability for mistaken disclosures, and the
expense and technological diffieulty in redacting substance use disorder
information from patient information.

H.R. 3545, as originally introduced by former Representative Tim Murphy and
now sponsored by Representative Markwayne Mullin, would have maintained the
existing statutory prohibition against the use of the subject records to initiate or
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substantiate any criminal charges against a patient or to conduct any investigation of a patient, except
under court order. Use of those records in criminal proceedings have to be excluded from evidence, and
proceedings automatically dismissed where the records were offered into evidence.

In response to concerns expressed by some attorney advocates for individuals with substance use
disorders, the amended version of H.R, 3545 offered by Represcntative Mullin in the Energy and
Comumerce Health Subcommitiee would significantly expand the existing prohibition against use in
criminal proceedings to also ban the use of substance use disorder patient treatment information without a
court order to initiate or substantiate any civil or administrative charges, claims, or aliegations against a
patient, or to conduct any investigation of a patient.

The amended bill also requires the exclusion from evidence of any substance use disorder treatment record
in any proposed or actual actions or proccedings relating to such criminal, civil, or administrative charges,
claims, allegations or investigations that has been used or disclosed to initiate or substantiate any criminal
or civil charges, claims, or allegations against a patient or to conduct any investigation of a patient. In
addition, absent good cause shown, the use of those records would result in the automatic dismissal of any
actions or procecdings for which the content of the record was offered.

The legislation also responds to the expressed fears of the same attorney advocates by specifically
restating the prohibitions against discrimination already prohibited under the existing Americans with
Disabilities Act to protect individuals in treatment for substance use disorders — prohibiting discrimination
in (i) admission or treatment for health care; (if) hiring or terms of employment; (iii} the sale or rental of
housing; or (iv) access to Federal, Statc, or local courts.

In summary, the amended bill would facilitate the integration of care and patient safety for individuals
treated for substance use disorders, while also increasing the protections against stigma, diserimination,
and prosceution, and the use of those records in criminal, civil, and administrative actions. Enabling
treating providers to share substance use disorder treatment records would not only help to integrate cate
for individuals most likely to have co-oceurring medical, mental, and substance use conditions and
disorders, but would also serve 1o avoid adverse preseription reactions and substance use and opioid
overdoses.

As such, H.R. 3545 constitutes a critically necessary tool in any Congressional toolkit to combat the U.S,
opioid erisis. We urge strongly that it be included in the {inal Energy and Commerce legislative package.

Please feel free to reach out to me by email or by phone at 703-682-5181 or to NASMHPD's Director of
Policy and Communications, Stuart Yaet Gordon, by email or by phone at 703-682-7552 with any
questions regarding this letter.

Sincerely,

Sor Hepb—

Brian Hepburn, M.D.
Executive Director
National Association of State Mental Health Program Directors (NASMHPD)

ec: Kristen Shatynski
Waverly Gordon
Pamela Greenberg
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American Association on Health & Disability

© 110 N. Washington Street  Suite 328-] Rockville, MD 20850
T.301-545-6140 F.301-545-6144 www.aahd.us

AAHD - Dedicated to better health for people with disabilities through
health promotion and wellness

April 7,2018
Re: HR 3545 — Qverdose Prevention and Patient Safety Act

The Honorable Greg Walden

Chairman

House Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington, DC 20515
Kristen.shatynski@mail.house.gov
Caleb.grufff@mail house.gov

The Honorable Frank Pallone, Jr.

Ranking Member

House Committee on Energy and Commerce
2322A Rayburn House Office Building
Washington, DC 20515
Waverly.gordon@mail.house.gov

Tiffany, guarascioZimail. house.gov

Dear Representatives Walden and Palone:

The American Association on Health and Disability (AAHD) (www.aahd.us) is a national non-
profit organization of public health professionals, both practitioners and academics, with a
primary concern for persons with disabilities. The AAHD mission is to advance health
promotion and wellness initiatives for persons with disabilities.

AAHD is a member of the Partnership To Amend 42 CFR Part 2, Medical records privacy
provisions should be aligned with and fully support integrated whole-person health care. The
focus should be on maximizing the health of individuals, consistent with precise patient-
consumer-enrollee consent and shared decision-making. Knowledge of all medications currently
used by a patient-consumer-enroflee and particularly avoidance of counter-indicated medications
should be an important component of individualized whole-person health.
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Thus, AAHD supports passage of HR 3545, consistent with the approach of the Partnership To
Amend 42 CFR Part 2,

Thank you for your consideration. If you have any questions please contact Clarke Ross at
clarkerossiO0pcomeast.net.

Sincerely,

?_Q,QQ,\DML’\?W

E. Clarke Ross, D.P.A.

Public Policy Director

American Association on Health and Disability
clarkerosst 0@comeast.net

Cell: 301-821-5410

Roberta S. Carlin, MS, JD

Executive Director

American Association on Health and Disability
110 N. Washington Street, Suite 328J
Rockville, MD 20850

301-545-6140 ext. 206

301 545-6144 (fax)

rearlin@aahd.us

ce. taylor.hittle@mail.house.gov

Kristen.donheffher@mail.house.gov
20V,
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@nAmi

National Afliance on Mental iness

April 9,2018

The Honorable Greg Walden The Honorable Frank Palione
Chairman Ranking Member

Committee on Energy and Commerce Committee on Energy and Commerce
U.S. House of Representatives U.S. House of Representatives
Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden and Ranking Member Pallone:

On behalf of the National Alliance on Mental lliness (NAMD), | am writing to offer our strong
support for the Overdose Prevention and Safety Act (HR 3545). As the nation’s largest
organization representing people living with mental illness and their families, NAMI is pleased
to support this important legislation to advance the pursuit of integrating care and improving
outcomes in behavioral health care.

NAMI believes that 42 CFR Part 2 remains an outdated and antiquated barrier to coordinated
care, particularly for individuals with co-occurring mental iliness and a substance use disorder.
As you both know, individuals diagnosed with a mental health conditions are at much greater
risk of abusing substances and failing into the grip of addiction. Additionally, we know that
siloed treatment for mental illness and addiction is ineffective and leads to negative outcomes in
both an individual’s mental health and substance use condition. In many instances, it also creates
an even greater risk that individuals will experience poorly managed co-morbid, chronic medical
conditions. This is a major contributing factor to the high rates of early mortality for individuals
living with mental illness. Numerous studies have found that life expectancy for adults with
mental illness may be as much as 25 years less than the general population.

Integrating care across not only mental health and substance use care, but also with primary and
specialty medical care, is effective at improving clinical outcomes. It also lowers overall costs
across public programs, such as Medicare and Medicaid, and private programs like employer-
provided health insurance. However, integration cannot be achieved without the sharing of
treatment records among providers. 42 CEFR Part 2 remains a significant barrier to the sharing of
clinical data and the proper coordination of carc. These burdenseme consent requirements that
arc not aligned with HIPAA further stigmatize mental iliness and substance abuse as separate
from the rest of the health care system. Parity is necessary across the health care system to ensure
that behavioral health records are managed the same as all paticnt data.

With bipartisan support, the Energy and Commerce Committee has embraced alternative
payment models (APMs) and is moving our nation’s health care system toward paying for “value
over volume.” As long as behavioral health records remain subject to separate rules that prevent

NAMI . 3803 North Fairfax Drive, Suite 100 « Arfington, VA 22203-1701
{703} 524-7600 » www.nami.org
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the sharing of data for treatment, payment and health care operations, mental health and
substance use will again be left behind the rest of the health care system. As you advance
addiction treatment legislation this spring, NAMI urges you to include the provisions that are in
HR 3545 in any bill that is produced by the Committee. This is an important opportunity to
improve coordination of care and produce better outcomes for people with mental health and
substance use conditions.

Separate is never equal. It is time to align 42 CFR Part 2 with HIPAA and move us toward the
goal of true health care integration. Thank you for your leadership on this important issue.

Sincerely,
Mary Giliberti, §.D.

Chief Executive Officer
NAMI, National Alliance on Mental Tliness
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B00 10th Street, NW
Twao CityCenter, Suite 400
— Washingion, 0 20001-495
{202} 638-1100 Phone
American Hospital wama.aha.org

Associations

April 10,2018

The Honorable Greg Walden The Honorable Frank Palione, Jr.
Chairman Ranking Member

Energy and Commerce Committee Energy and Commerce Committee
United States House of Representatives United States House of Representatives
2125 Rayburn House Office Building 2125 Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden and Ranking Member Pallone:

On behalf of our nearly 5,000 member hospitals, health systems and other health care organizations,
and our clinician partners — including more than 270,000 affiliated physicians, 2 million nurses and
other caregivers — the American Hospital Association (AHA) thanks you for your leadership in
addressing the nation’s opioid epidemic. As you begin to craft comprehensive legislation in the
Energy and Commerce Committee, we write to reiterate our strong support of H.R. 3545, the
OQverdose Prevention and Patient Safety (OPPS) Act, which would align 42 CFR Part 2 with the
Health Insurance Portability and Accountability Act for the purposes of treatment, payment and
health care operations.

Clinicians treating patients for any condition need access to their complete medical histories,
including information related to any substance use disorder (SUD), to ensure their patients’ safety,
and delivery of the highest quality care. Partitioning a patient’s record to keep SUD diagnoses and
treatments hidden from the clinicians entrusted to care for the patient, as required by 42 CFR Part 2,
is dangerous for the patient, problematic for providers and contributes to the stigmatization of
mental and behavioral health conditions.

Too many patients who suffer from an SUD have stories of how a well-intentioned emergency room
physician or other clinician nearly prescribed them an opioid or another drug that would have
endangered their life or sobriety. Such incidents occur because current law prevents some clinicians
from accessing information on the patient’s SUD and treatment plan unless the patient has given
consent.

Clinicians in our hospitals and health systems must go to extraordinary lengths to comply with the
requirements of 42 CFR Part 2. For example, we have heard concerns from obstetricians who
specialize in treating pregnant women with SUD diagnoses and other clinicians who treat both the
physical and SUD diagnoses of patients. To ensure compliance with 42 CFR, Part 2, as currently
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The Honorable Greg Walden
The Honorable Frank Pallone, Ir.
April 10,2018

Page 2 of 2

written, they must maintain two separate computers and two separate medical records. This adds
burden and expense, but without benefit.

Recent revisions made by the Substance Abuse and Mental Health Services Administration
(SAMHSA) to the Part 2 regulations are not a significant improvement over the previous
requirements, and do little to eliminate the regulation’s barriers that impede the robust sharing of
patient information necessary for effective clinical integration and quality improvement. Complete
alignment of Part 2 with the Health Insurance Portability and Accountability Act of 1996 (HIPAA)
privacy rule will therefore require statutory changes.

The importance of coordinated care for patients in treatment for opioid use disorder cannot be
overstated, and 42 CFR Part 2, enacted more than 40 years ago, is a major barrier to such care.
Congress must amend this law, which impedes the sharing of critical patient information that is
necessary to deliver the most effective and efficient care. Applying the same requirements to all
patient information ~ whether behavioral or medical ~ would support the appropriate information
sharing essential for clinical care coordination and population health improvement, while
safeguarding patient information from unwarranted disclosure. H.R. 3545 would achieve these
goals and we, therefore, urge the Committee to report this important legislation as introduced.

If you have questions or would like further information, please contact Priscilla A. Ross, Senior
Associate Director, Federal Relations, at pross@aha.org or (202) 626-2677.

Sincetely,

Aty

A
homas P./Nickels
Executive Vice President

cc: Members of the Committee on Energy and Commerce
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Academy of
P Managed Care
i Pharmacy®

April 10,2018

The Honorable Greg Walden The Honorable Frank Pallone, Jr.

Chairman Ranking Member

House Committee on Energy and Commetce House Committee on Energy and Commerce
2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 2015

RE: H.R. 3545 — ““‘Overdose Prevention and Patient Safety Act™
Dear Chairman Walden and Ranking Member Pallone:

The Academy of Managed Care Pharmacy (AMCP) is writing in strong support of

H.R. 3545 — the “Overdose Prevention and Patient Safety Act”. As you know, H.R. 3545 has bipartisan support
and was introduced by Reps. Markwayne Mullin (R-OK), Ear} Blumenauer (R-OR), Jim Renacci (R-OH),
Buddy Carter (R-GA) and Pat Mcchan (R-PA). Under your leadership the Energy and Commerce Committee
continues its bipartisan efforts to address the opioid epidemic. We applaud your efforts and are especially
supportive of your approach to the problem because you acknowledge that it must be addressed on many fronts.
To that end, H.R. 3545 is designed to addresses the issue of patient substance abuse disorder records by
bringing those records under the protection of the Heaith Insurance Portability and Accountability Act (HIPPA).

AMCP is the nation’s leading professional association dedicated to increasing patient access to affordable
medicines, improving heaith outcomes and ensuring the wise use of health care doliars. Through evidence- and
value-based strategies and practices, the Academy’s 8,000 pharmacists, physicians, nurses and other
practitioners manage medication therapies for the 270 million Americans served by health plans, pharmacy
benefit management firms, emerging care models and government. AMCP is also a member of the Partnership
to Amend 42 CFR Part 2, a coalition of more than 40 organizations representing stakeholders across the health
care spectrum committed to aligning Part 2 with the Health Insurance Portability and Accountability Act
(HIPAA) to allow appropriate aceess to patient information that is essential for providing whole-person care.

The restrictions implemented by 42 CFR Part 2, under authority granted by a law passed more than 40 years
ago, limit the ability of health care providers to implement treatment protocols designed to provide “whole-
person” care which includes the use of multi-disciplinary heaith care provider teams to diagnose and treat
patients. Pharmacists, as medication experts, are integral members of those provider teams. However,
pharmacists, doctors, nurses and other health care providers do not have complete access to addiction treatment
records. Access to a patient’s complete medical record is critical to patient treatment, safety, and recovery.

Of equal concern for patient safety and treatment, is the multitude of unintended consequences of drug to drug
interactions, adverse reactions, and even death. Opioids obtained legally, such as those containing oxycodene,
and those obtained illegally, such as heroin, may have significant side effects when used with other legalty
prescrihed medications. If a person with an addiction has taken an opicid either legally or illegally and then

675 North Washington Street | Suite 220 | Alexendria, VA 22314 | 703 684 2600 | wwwamcporg
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receives an additional dose of another opioid, an individual may either experience impairment in their ability to
breathe, known as respiratory depression, coma, or even death.

As you know, the opioid epidemic is an ongoing crisis for many patients, their families, the health care system
and every state has their “number” of known deaths from overdoses and the mounting tol! faced by thase
suffering from addiction and financial losses resulting from it. By integrating those substance abuse disorder
records into a patient’s medical records under HIPAA critical information would be available for treatment,
payment and operations, yet safeguards and legal protections are also present to assure patients of privacy.

We urge you to support H.R. 3545 as one of the ways to stem the tide of this deadly and costly epidemic. We
must continue to work together and if we can provide additional information, please do not hesitate to contact
me at 703-684-2600 or at scantrell@amep.org.

Sincerely,
Susan A. Cantrell, RPh, CAE
Chief Executive Officer
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Averai

3900 W. Avera Drive

Sioux Falis, SD 57108-5721
{605) 322-4700

Fax: (605} 322-4799

www.avera.org

April 10, 2018

The Honorable Greg Walden The Honorable Frank Palione

Chairman Ranking Member

House Energy & Commerce Committee House Energy & Commerce Committee
2125 Rayburn HOB 2322A Rayburn HOB

Washington, DC 20515 Washington DC 20515

On behalf of Avera Health, a Catholic sponsored health system serving patients in eastern South Dakota and
the surrounding states, | am writing in strong support of the Overdose Prevention and Patient Safety Act {H.R.
3545). As the country continues to struggle with how to address the opioid problem, Avera’s hospitals and
physicians need access to public health data and the patient's full medical record in order to assist in fighting
this epidemic. Under current law {42 CFR Part 2} a patient suffering from a substance use disorder is in control
of their medical record, unlike every other disease covered by HIPAA, This separate privacy rule is hindering
our ability to treat and coordinate care for those suffering from substance use disorder.

As Congress works on the opioid package, which will likely include many proposals such as expanding the
utilization of medication assisted treatments, expanding and improving continuing medical education on
opioid prescribing, and possibly more funding for states to tackle the crisis, Avera urges the Energy and
Commerce Committee to include H.R. 3545, which would align 42 CFR Part 2 with HIPAA so that medical
providers can see the full medical record and safely treat patients suffering from addictions.

Sincerely,

Lt Zisiturs - lerrare—

Deb Fischer-Clemens, BSN, RN, MHA
Senior Vice President of Public Policy

Sponsored by the Benedictine
and Presentalion Sisters
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April 11, 2018

The Honorable Greg Walden The Honorable Frank Palione

Chair Ranking Member

Committee on Energy & Commerce Committee on Energy & Commerce
US House of Representatives US House of Representatives
Washington, DC 20515 Washington, DC 20515

RE: Overdose Prevention and Safety Act {HR 3545}
Dear Chair Walden and Ranking Member Palione:

On behalf of OCHIN, inc., the largest federally-funded Health Center Cantroiled Network {HCCN) in the
nation headquartered in Portland, Oregon, | am writing this letter to convey our strong suppart of HR
3545 known as the “Overdose Prevention and Safety Act.” OCHIN is a collaborative of health care
organizations that are working together to provide integrated care for our nation’s most vulnerable
patients. We provide technology and telehealth, training, research, analytics, consuftation, advocacy,
and other wrap-around support services to nearly 800 clinic locations nationwide.

OCHIN believes integrated care is a priority for not only our network of federally-qualified heaith
centers, public health systems and other safety net clinics, but it is also a key component of ensuring
cost-effective, safe, and truly holistic care for all patients served throughout the country. As you are
aware, 42 CFR Part 2 {Confidentiality of Substance Use Disorder Patient Records} has served a vital role
in supporting individuals as they engage in recovery from drugs and alcohol; however, it was
constructed in an era that predated modern technology. The authors and supporters could not even
begin to conceive of how patient care would evolve in the following decades. Today, we know that
integrated primary, behavioral, dental and other heaith care is essential for delivering safe, effective,
responsible, and affordable care. it is time that these outdated rules are updated to reflect the
technology and processes that are foundational to coordinating treatment and other services, including
the exchange of records via health information technology. Unfortunately, 42 CFR Part 2 continues to
serve as a barrier to coordinated and safe care. Physicians, counselors, therapists, pharmacists, and
others need to be able to easily share information about their shared patients in seamless manner.

OCHIN is extremely encouraged by the bi-partisan support that the Energy and Commerce Committee
has already received in its promotion of alternative payment models and other key activities. Aligning 42
CFR Part 2 with the federal HIPAA and HITECH rules is a next logical step in achieving streamiined,
integrated care that is safe and effective, while supporting value-based pay. As you are evaluating your
support for addictions treatment, we urge you to incfude the provisions that are in HR 3545 in any bill
that is produced by the Committee.

OCHIN strongly supparts the adoption of HR 3545 and aligning and streamlining care for our members.
Thank you for your leadership on this very important issue.

Respectfully,

Stedf
ennifer$toll

VP, Government Relations and Public Affairs, QCHIN

1881 SW Naito Parkway, Portland, OR 97201 | :503.543.2500 | £:503.943.2501 | www.ochin.arg
Pagelofl
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Introduction

PCMA appreciates this opportunity to submit a statement for the record for the hearing,
“Combating the Opioid Crisis: Improving the Ability of Medicare and Medicaid to Provide
Care for Patients.” PCMA is the national association representing America’s pharmacy
benefit managers (PBMs), which administer prescription drug plans for more than 266
million’ Americans with health coverage provided throug f-insured employers, health
insurers, labor unions, Medicare, Medicaid, SCHIP, Federal Employees Health
Benefits Program (FEHBP). America’s PBMs proces vast majority of the nation’s
4.5 billion annual prescriptions. '

We appreciate the Health Subcommittee’
ongoing efforts to address the nation’s op e

specific pharmacy or prescribe
committee’s prior work.

time and through the software systems
taring, and adjudicate claims, PBMs can

on networks improve and physicians move to e-
s, PBMs and prescribers will have almost complete

| where, and when prescriptions for controlled
substances are obta ispensed. Where the law will allow it, PBMs also wili be
able to use coverage deterrhinations to address opioid prescriptions exceeding the
CDC-recommended days’ supply or morphine-equivalent dosage. PBMs already can
lock in patients at risk to an appropriate pharmacy or pharmacy chain for their controlled
substances in most state Medicaid programs and the commerciai insurance market, and
because of congressional action in CARA, next year will start a similar program in
Medicare Part D.
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There are significant additional steps policymakers can take to help private sector
efforts to reduce opioid abuse.

Common-Sense Policy Solutions to Curb the Cpioid Crisis

While the factors driving America’s opioid crisis are complex and do not lend
themselves to easy solutions, targeted palicy changes can help curb prescription opicid
abuse and diversion. Below we suggest a number of polit easures to curb the crisis.

passed laws requiring its use, a
EPCS mandatory.

prescriptions by ap 0% (from 60,000/month to 31,000/month).¥ The switch
also resulted in signifi ‘ savings. Across the heaith system savings averaged
$850,000 per month, which has thus far added up to engoing cost savings of $5.1M
from EPCS tools.Y Similarly, one New York hospital examined its emergency
department prescription velume for opioids from before and after New York State
adopted an EPCS mandate. The hospital reported a decrease of 53% of prescribed

opiates, seeing decreases in ali 15 comman emergency diagnoses studied.
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Further, e-prescribing platforms typically provide physicians a patient’s medication
history, which informs physicians of prescriptions that other prescribers have written and
pharmacies have dispensed, even cnes for which patients have paid cash. This can be
especially important for controlled substances, where patients may engage in doctor
shopping to find one or more doctors to write a prescription for a dangerously addictive
drug.

According to a recent study by Visante and Point of Carg
with access fo comprehensive medication history wer
prescribers and pharmacies rose to optimal levels

ariners, if the use of EPCS
red nationally and its use by
ed States wouid realize

o $18 billion to $37 billion in reduce fatalities related to
opioid abuse;

o $7 billion to $14 billion saved due t: , decreased
treatment costs, workp pal justice
costs; and

o $1.6 billion saved from g
pharmacies, increased rs given they do not

e medicalion history were required for
scribers and pharmacies rose to optimal
gs of more than $2 billion annually,

to Medicare beneficiaries of:

ed healith care costs, decreased
oductivity gains, and reduced criminal justice

greater efficiencies in physician offices and
pharmaci ased convenience for consumers.\

improve and Integrate State PDMPs and Require Prescriber Check: As described
above, PDMPs can be an important too! to help identify and prevent prescription drug
abuse. A key problem keeping PDMPs from operating optimally is that state PDMPs
vary as to who may use a PDMP or receive its data. States also vary with respect to the
agencies operating FDMPs and some fund their PDMPs adequately while others devote
few resources. While there are efforts to make PDMPs interoperable across state lines,
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at present many are not. Some state PDMPs have up-to-date data, while in others the
data lags by months. The differences in data access, material support, and
administration can make it difficult to make the best and timely use of PDMP data.

The Subcommittee could use federal health program payment policy to encourage
PDMP data be updated in a timely manner, be interoperable across state lines, and
easily accessible to prescribers and pharmacies. Requiring the use of, and integrating
EPCS with, PDMPs may be particularly helpfu! in this Additionally, prescribers
should be required to check state PDMP databases w rescribing opioids, at least

Suspension of Claims in Part D Where
Misuse: In Medicare Parts A and B, Medj

the suspected fraud. To close t
suspend payment of suspect claim
a Part D plan sponsor

allegation of fraud, When
lar claim, the plan should

L
A recent Departmen ices (HHS) office of the Inspector
General {(Q : icare Part D beneficiaries received a
prescrip 1 [ i tad questionable opioid prescribing
patte se—patterns far outside the norm,
which { rutiny.® The same report also found over 22,000
Part D be e doctor shopping (i.e., they received high
amounts of opl itiple prescribers and pharmacies).* Allowing Part D plan
sponsors to sus nding investigation would limit fraudulent transactions
and could discourage ik o seek to commit fraud from filing fraudulent claims in

the first place.

In the specific case of the Part D stand-alone plans, the Bipartisan Budget Act of 2018
(BBA) affows them access to their enrollees’ Part A and Part B Medicare data as of
2020. if the implementation of this provision could be accelerated to occur in 2019, it
could allow Part D plan sponsors to better detect potential opioid fraud and misuse
sooner, Additionally, policymakers shouid make it clear that that the use of Part A and
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Part B data to detect and ameliorate opioid fraud and misuse should not be interpreted
as making “coverage determinations” as otherwise restricted in the BBA.

Reconsider Limits on Use of Medicare Parts A and B Data by Medicare Part D
Plans: In the recent two-year budget deal, Congress included language that made
Medicare Part A and Part B data available to Part D plans, but forbade Part D plans
from using the data in any way to inform coverage decisions. As a result, plans will be
unable to use data gleaned from a beneficiary’s inpati outpatient record to help
guide patient-specific decisions on step therapy or pi horization. Indeed, given the
constraints, it is uncertain what the utility of the e and many Part D plans
likely will not request the information. We recory Subcommittee reconsider
. . by Part D plans.

Refrain from Requi
for opioids may.

mulations (ADFs) for Opioids: ADFs
chensive efforts to stanch abuse of

ied deepening of the crisis despite wide
ADF a ili ol seen as a magic bullet to stop opioid abuse.

more expensive fermulations will dramatically raise
costs but do littlel id abuse. PCMA welcomed FDA Commissioner
{ that FDA will be “{aking a flexible, adaptive approach

Public policy that promotes ADF-only opioids assumes that all patients who use opioids
are drug abusers, and, moreover, ignores research showing that a large percentage of
those abusing opioids ingest the drug. While technological innovations such as ADF
have been developed to prevent opioid medications such as OxyContin from being
crushed, dissolved, chewed, or cut, this does not prevent abuse and potential overdose
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because an individual can still ingest opioids as intended and in increasing amounts,
whether they are ADF opioids or non-ADF opioids.

The Institute for Clinical and Economic Review (ICER) recently released a report
examining the evidence on abuse-deterrent opioids. X ICER rated the net health benefits
of the ADF formulation of OxyContin and found no compelling evidence it was better
than non-abuse-deterrent opioids, for producing lower rates of opioid abuse ™ Despite
the fact that the evidence for abuse reduction isn’t com hg, the pharmaceutical
industry persists in advocating for their mandatory ause they are far more
expensive than generic opicids,*" and therefore fitable for the drugmakers.

Align Substance Abuse Treatment Priva o Encourage Better
Care Coordination: To help facilitate ca ering from
substance abuse, we encourage the Subc: nce abuse
records privacy policies with the Health Insura bility Act

tment privacy law at 42 CFR
al, written consent from

ian clinicians — the only

e, by contrast, allows for
eatment, payment, and

ubject to a minimum

Part 2, addiction treatment provid
patients in order to share any infori
exception being for “trug.e

information necessa ents are given a notice explaining how
their informati ining multipie consents from a patient,
as requ d creates barriers to integrated
appro maes for patients. The separate and

care silos, af care. It also perpetuates the unnecessary division
between physit | health and may serve to perpetuate stigma in the
contemporary era g, ealth records (EHRs), integrated health care, and

Conclusion

We thank the Subcommittee for this opportunity to share our views on how common-
sense policy proposals can help curb America’s opioid crisis. PCMA stands ready to
work with the Subcommittee, the full Committee, and all Members of Congress to
address the overuse of opioids.
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' PR Newswire, “PBMs Provide Policy Solutions to Increase Competition, Reduce Rx Costs,” Feb 04, 2016.

 Seript volume figure from Quintiles IMS Institute, “Medicines Use and Spending in the U.S.: A Review of 2016 and Outlook to
2021," May 2017.

7 See, e.g., Amber Porterfield, Kate Engelbert, and Alberto Coustasse, “Electronic Prescribing: improving the Efficiency and
Accuracy of Prescribing in the Ambulatory Care Setting” Perspect Health Inf Manag. 2014 Spring;

April 1, 2014.See also, U.S. Department of Health and Human Services {HHS), “Electronic Prescribing of Controlled Substances
{(EPCS)" November 4, 2016. hitps://www.healthit. gov/opioids/epes

¥ imprivata, "State EPCS Adoption Legislation,” 2018. hifps:/Awww.imprivala. com/;
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Staten island University Hospital, Staten Isfand, NY
DO https:/idoi.org/10.1016/. annemergmed.2017.07. 195

Y Visante, “Mandatory Elgctronic Prescribing of Controfled S
United States up to $53 Billion Annually” Prepared for PCMA, B
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¥ FDA, "Statement from FDA Commissioner Sco
Formutated to Deter Abuse.” November 21, 201
hitps:fwww fda gov/iNewsEvents/Newsroom/Press
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STRBNGEN IAN ABNCTIG

Aprii 10, 2018

The Honorable Greg Walden The Honorable Frank Pallone, Jr.

House Committee on Energy & Commerce House Committee on Energy & Commerce
2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

The Honorable Michael Burgess The Honorable Gene Green
Subcommittee on Health Subcommittee on Health

House Committee on Energy & Commerce House Committee on Energy & Commerce
2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden, Ranking Member Pallone, Chairman Burgess and Ranking Member Green:

Thank you for your ongoing efforts to fight the opioid crisis. Addiction became personal for me and my
family when | lost my son Brian to the disease on October 20, 2011. in the months that followed, it
haunted me knowing how many families were being shattered every day by this disease. Shortly
thereafter, | founded Shatterproof, the first national nonprofit organization dedicated to attacking
addiction from ali perspectives and sparing other families from the devastation my family has suffered.

Unlike most other chronic medical ilinesses, substance use disorders {SUDs) have always carried a
negative connotation. Years of misconstruing addiction heavily fueled our country’s public health crisis
and have left the quality of treatment SUDs decades behind other chronic ilinesses.

As a result, the epidemic continues to worsen according to recent data from the Centers for Disease
Controt {CDC), with an estimated 30 percent increase for emergency department visits due to suspected
opioid overdoses from July 2016 through September 2017. In 2016, opioid overdoses took the lives of
over 42,000 people.

While Congress has acted on the crisis with the Comprehensive Addiction and Recover Act (CARA) and
21% Century Cures Act, and most recently provided nearly $4 billion in funding through the Fiscal Year
2018 Omnibus, there is more that can and should be done. Today, we respectfuily submit the following
recommendations and endorsements of legislation currently under consideration by the Committee,
many of which would not require additional or new funding:

Prevention and Intervention

Provider Training Requirements. H.R. 2063, the Opioid PACE Act introduced by Rep. Brad Schneider (D-
IL-10}, would help to improve provider training on SUD issues by requiring training as a condition of
obtaining and renewing a controlled substance registration with the Drug Enforcement Administration
(DEA}. It is critical that those who prescribe opioids have the proper training to do so, and therefore
Shatterproof also strongly recommends the following additions to the bill:
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1} Include fanguage to ensure that the Department of Health Human Services (HHS) may only
establish or support training modules that adhere to the Centers for Disease Control {CDC)
Guideline for Prescribing Opioids for Chronic Pain,

2) Add arequirement that any provider obtaining or renewing a DEA registration number also be
required to complete the Drug Addiction Treatment Act (DATA} 2000 waiver application process
which would save many lives by increasing the number of qualified providers that are eligible to
prescribe buprenorphine to treat opioid addiction.

Improving the Effectiveness of Prescription Drug Monitoring Programs (PDMPs}. While we know
legislation on this issue is still under development, Shatterproof strongly recommends that states do not
receive any PDMP funding after August 1, 2019, unless and until the following PDMP standards have
been met:

1) Mandatory query of the PDMP for schedule Il 1t and IV at first prescribing event and at least
every 90 days thereafter;

2} Require input of dispensation information into the PDMP within 24 hours;

3) PDMP must include the most recent 12 months of prescription history (at a minimum);

4) Allow Medicare, Medicaid, health plans and pharmacy benefit managers to request access to
state PDMP information; and

5} Require interstate PDMP data sharing with adjoining states {at a minimum).

The five preceding best practices have all been recommended in numerous white papers, and not
including them in the final opioid package would be a lost opportunity to save countless American lives.

Shatterproof also recommends that PDMP funding should incentivize i) Integration of PDMP information
into Electronic Heath Records (EHR} and Pharmacy Dispensation Systems (PDS} and ii} Inclusion of data
analytics and substance use disorder tools in the PDMP; both of these would be very beneficial to
clinicians in helping their patients.

Prescribing Limitations. Shatterproof supports limiting prescriptions for controlled substances to three
days for acute pain, with sensible exceptions for situations iike chronic care and hospice. H.R. 5311, the
CARA 2.0 Act introduced by Reps. Marsha Blackburn {R-TN-07) and Tim Ryan (D-OH-13) includes a three-
day limit. We also support providing the Food and Drug Administration {FDA) with the authority to
require unit dose packaging and/or safe disposal packaging. Limiting the pill count for acute pain
prescriptions is critical to preventing more patients from becoming addicted in the first place.

Treatment

Evidence-Based Treatment. H.R. 5272, the Reinforcing Evidence-Based Standards Under Law in Treating
Substance Abuse (RESULTS} Act introduced by Reps. Steve Stivers (R-OH-15) and Eliot Engel (D-NY-16),
would require applicants for mental health or substance use disorder funding to demonstrate to HHS
that the prevention or treatment activities are evidence-based. it is a fact that a large part of federal
funding goes to prevention and treatment that is hased on outdated methods, rather than going to
prevention and treatment programs that utilize the research that has proven to save American lives.
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This requirement would make significant progress towards incentivizing evidence-based approaches,
while including a sensible exception for innovative programs.

Health Information Technology for Behavioral Health Providers. H.R. 3331, the improving Access to
Behavioral Health information Technology Act introduced by Reps. Lynn Jenkins {R-KS-02} and Doris
Matsui {D-CA-06) would provide long overdue incentive payments to behavioral health providers for
adopting certified EHR technology, via a Center for Medicare and Medicaid Innovation (CMMI}
demonstration. As you know, behavioral health providers were left out of the HITECH Act funding in
20083 for incentives to adopt electronic health records. Research has proven that one of the most
important factors in successful treatment is coordination of care among the various professionals
treating a patient. It is only right and morally just that these providers are able to adopt health iT to
ensure care coordination with other provider types, just like any other disease.

Changes to 42 CFR Part 2. Rep. Markwayne Mullin’s {(R-OK-02) amendment in the nature of a substitute
to H.R. 3545, the Overdose Prevention and Patient Safety Act, strikes the right balance between
allowing SUD records to be shared for the purposes of treatment in accordance with the Health
Insurance Portability and Accountability Act (HIPAA}, while also providing protections for discrimination
or unauthorized disclosure. As stated above, one of the most important factors in successful treatment
is coordination of care among the various professionals treating a patient. This can be accomplished
most effectively through the use of EHRs; however in order to be effective, the EHRs need all refevant
patient information including SUD records. This amendment will allow for the inclusion of this vital
information in the EHR which will save fives by improving care coordination and also provide stronger
HIPAA protections for this sensitive patient information. in addition, this also supports the important
goal of ending the shame and stigma for American afflicted with this disease.

Workforce Capacity. H.R. 5102, the Substance Use Disorder Workforce Loan Repayment Program
introduced by Reps. Katherine Clark {D-MA-05) and Hal Rogers {R-KY-05), would aliow for student loan
forgiveness up to $250,000 for those who offer their training and talent in a 5UD position. We
desperately need more qualified health professionals in SUD professions and this student loan
repayment incentive would go a long way toward meeting that need.

Another bill that would assist with improving workforce capacity is H.R. 3692, the Addiction Treatment
Access Improvement Act introduced by Reps. Paul Tonko {D-NY-20) and Ben Ray Lujan {D-NM-03). This
bill would make permanent the provisions from CARA to allow nurse practitioners and physicians
assistants to prescribe buprenorphine, while also expanding on the eligible provider types to inciude
clinical nurse specialists, certified nurse midwives and certified registered nurse anesthetists. it would
also codify current regulations that allow certain providers to treat up to 275 patients with
buprenorphine. The more qualified health providers who are able to prescribe buprenorphine, the more
American lives that will be saved.

Naloxone Training and Funding. H.R. 992, the Opioid Abuse Prevention and Treatment Act introduced
by Rep. Bill Foster {D-IL-11} would provide funding for training on how to safely administer naloxone.
Shatterproof also recommends providing additional funding or other means to make it possible for
every American at risk of an overdose caused by opioids and everyone in a position to save their lives to
access naloxone. if naloxone is administered in time, it can save lives and give our loved anes a second
chance.
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Enforcement of the Mental Health and Addiction Equity Act of 2008. H.R. 4778, the Behavioral Health
Coverage Transparency Act introduced by Rep. Joseph Kennedy (D-MA-04} would require health plans to
disclose additional information to better assess how the law is being implemented. The bill would also
require a minimum of 12 random audits per year to ensure the law is being implemented and enforced.
We must ensure this law is being implemented fully to make treatment available to those who are
dealing with addiction,

Best Practices for Post-Overdose Care. H.R. 5176, the Preventing Overdoses While in Emergency Rooms
Act introduced by Reps. David McKinley (R-WV-01} and Mike Doyle (D-PA-14), would create a pilot
program with 20 health care facilities to develop best practices for emergency departments as they
discharge patients who have had an overdose. With opioid overdoses increasing, improving post-
overdose care with proven best practices is crucial to helping a patient get a second chance.

There are many other smart initiatives being considered by this and other Committees to address the
opioid crisis, but | strongly encourage you to include the proposals outlined above in any final package.
These will make a lasting and meaningful impact on the opioid epidemic in the near-term and for years
to come.

Every morning, | wake up thinking of the Serenity Prayer. The serenity to accept what | cannot change,
and the courage to change the things we can. Our society must find the serenity to accept the ives that
have already been lost, but waste no time in working together across party lines to find “the courage to
change the things we can” and save countless lives. If there is anything that Shatterproof can do to assist
in your efforts, please do not hesitate to call on us.

Sincerely,

A Tuts

Gary Mendell

Founder & CEOQ, Shatterproof
www.shatterproof.org
gmendell@shatterproof.org
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April 10, 2018

The Honorable Greg Walden The Honorable Frank Pallone, Jr.
Chairman Ranking Member

Committee on Energy & Commerce Committee on Energy & Commerce
The Honorable Michael Burgess, MD The Honorable Gene Green
Chairman Ranking Member

Subcommittee on Health Subcommittee on Health

Re: Trinity Health Comments on Combatting the Opioid Crisis
Dear Chairmen Walden and Burgess and Ranking Members Pallone and Green,

Trinity Health appreciates the work of this Committee on ways in which it can address the
devastating impact of the opioid crisis. Our following recommendations reflect a strong interest in
public policies that support better health, better care and lower costs to ensure affordable, high
quality, and people-centered care for all. We also believe that reverence — honoring the sacredness
and dignity of every person — is inherently necessary to reducing opioid harm.

We strongly believe that health systems and hospitals must play a critical role in addressing opioid
use and misuse. Trinity Heaith is committed to developing and implementing important opioid
utilization reduction strategies, ensuring comprehensive education and awareness programs,
engaging in robust advocacy, and measuring impact to ensure continuous improvement for ait
populations that we serve. Committed to putting the people and communities we serve at the center
of every behavior, action and decision, Trinity Health is broadly collaborating—through our Opioid
Utitization Reduction {OUR) initiative—for the system-wide development, evaluation and
dissemination of evidence-based tools and protocols for optimizing care and reducing opioid harm.

Trinity Health is one of the largest multi-institutional Cathoiic health care delivery systems in the
nation, serving diverse communities that include more than 30 million people across 22 states.
Trinity Health includes 93 hospitals as well as 109 continuing care locations that include PACE,
senior living facilities, and home care and hospice services. Our continuing care programs provide
nearly 2.5 million visits annuaily. Committed to those who are poor and underserved, Trinity Heaith
returns $1.1 billion to our communities annually in the form of charity care and other community
benefit programs. We have 35 teaching hospitals with Graduate Medical Education (GME) programs
providing training for 2,095 residents and fellows in 184 specialty and subspecialty programs. We
employ approximately 131,000 colleagues, including more than 7,500 employed physicians and
clinicians, and have more than 15,000 physicians and advanced practice professionais committed to
22 Cliinically integrated Networks that are accountable for 1.3 million fives across the country.

if you have any questions on our comments that follow, please feel free to contact me at

wellstk@trinity-health.org or 734-343-0824. We look forward to working with you as the Committee

advances a legislative package on these issues.

Sincerely,
s

Tonya K. Wells

Vice President, Public Policy & Federal Advocacy

K.ulb&.-—

Sponsored by Catholic Health Ministries | 20555 Victor Parkway « Livonia, Mt 48152 » 734-343-1000 - trinity-heaith.org
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Trinity Health is committed to partnering with ali stakeholders to address opioid use through
prevention, intervention, treatment, and recovery initiatives. As we work to address the country’'s
culture of pain, we must also recognize that a patient's experience of pain depends on many factors
including comorbidities, stress levels, and social supports. Trinity Health strongly believes that
altering the course of opioid and substance use disorders must include the following imperatives that
encompass prevention, intervention, freatment and recovery:

+ Building awareness, education and engagement across all stakeholders including patients,
providers, pharmacists, families and communities. Broad community education is critical.

s Ensuring resources and coordinated, comprehensive solutions across local, state and federal
levels of government.

s Supporting a whole-person approach to meet the full range of an individual’s physical,
behavioral and social support needs in an integrated fashion and recognizing that each of
these dimensions impacts a patient's experience of pain as weli as his/her health and
wellness.

s Enhancing prevention through communication, fransparency and accountability among all
stakeholders.

« Breaking down barriers to effective treatment and recovery inciuding reducing stigma and
ensuring appropriate insurance coverage.

While many state legislatures have enacted targeted measures to address the opioid crisis, a
coordinated nationwide strategy that prioritizes appropriation of federal funding for programs
to support the opioid efforts of state and local governments, hospitais, and community-based
organizations is required. Ensuring that federal and state mitigation measures and provider
education requirements or initiatives are as consistent as possibie across all states to avoid
duplication, confusion, and undue burden on providers is of critical importance.

SUPPORT WHOLE-PERSON CARE

Comprehensive Coverage

it is of critical importance that Congress ensure comprehensive insurance coverage is
maintained for all vulnerable populations, including through Medicaid. Comprehensive
coverage is especially important to opioid and substance use disorder prevention and treatment.

42 CFR Part 2

Congress is urged to align confidentiality requirements for sharing a patient's substance use disorder
records (known as 42 CFR Part 2) with the requirements in the Health Insurance Portability and
Accountability Act (HIPAA) so that opioid and substance use disorders can be treated like other
medical conditions, improving patient safety and continuity of care. Aligning the confidentiality of
substance use records with HIPAA requirements — thereby granting health care providers
access to information to diagnose and effectively treat patients who use opioids and other
controlled substances — will better ensure integrated care across providers and settings. As a
result of these antiquated regulations, opioid and substance use disorder diagnosis and treatment
information gets locked away from other providers and care managers, fueling bifurcation, limiting
care coordination, and creating safety risks for beneficiaries. Specifically, we urge Congress to
include the Jessica Grubbs Legacy Act ($.1850})/the Overdose Prevention and Patient Safety
Act (H.R. 3545} in any opioid-related package.

Access to Non-Opioid and Non-Pharmacological Alternative Approaches to Pain
Management

Across Trinity Health's continuum of care providers, we daily hear of struggies associated with
coverage and access to non-opioid and non-pharmacological alternative approaches to pain
management. Meaningful coverage — from both Centers for Medicare and Medicaid Services
{CMS) and third-party payers — to non-opioid and non-pharmacoiogic alternatives is one of
the most important long-term strategies policymakers can address to combat the opioid
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crisis facing our nation. The Food and Drug Administration (FDA) also has an important role in
supporting research into these aiternatives and speeding alternatives and approvals to market. More
comprehensive utilization of these modalities have great potential to reduce opioid use and improve
patient functionality and outcomes.

As an example of non-opioid alternatives, Lyrica (pregabalin) is an extremely vaiuable medication in
treating numerous neuropathic pain syndromes but has only been approved for minimai indications,
such as fibromyalgia. This non-opioid medication is extremely effective for treating several
neuropathic pain syndromes, but it is very difficult for a patient to garner approvat for its use.
Additionally, utilizing procedures — for example injections such as epidural steroids that can be used
to treat acute exacerbations of radicular pain - is another criticai example to reducing opioid use in
patients. Coverage for these procedures, however, are increasingly being denied. Non-
pharmacological alternatives — such as physical therapy and cognitive behavioral therapy ~ as well
as compiementary approaches — such as acupuncture and chiropractic therapy — are aiso critical.
More comprehensive utilization of these alternative approaches is paramount to minimizing the risk
that people develop opioid or other substance use disorders. Ensuring access to and low or no
co-payments for non-opioid and non-pharmacological pain management modalities couid
reduce opioid misuse and improve patient functionality and outcomes.

Current CMS reimbursement policies, as well as those from other health insurance payers, create
barriers to the adoption of these alternative strategies. This is a significant barrier in clinicians being
able to consistently and more broadly embrace utilization of these alternative and compiementary
pain management approaches. We strongly urge that a broader range of pain management and
treatment services — including alternatives to opioids, physical therapy, cognitive behavioral
therapy, acupuncture, and chiropractic therapy — be adequately reimbursed by payers,
including Medicare and Medicaid. Specifically, CMS should review and modify rate-setting
policies that discourage the use of non-opioid treatments for pain.

Supporting a Team-Based Workforce

A critical component of ensuring that alf individuals receive the best, evidence-based prevention,
screening, and assessment is an effective workforce. We urge Congress to ensure CMS provides
appropriate reimbursement and financial incentives for supporting a collaborative, team-
based environment that includes psychiatrists, addiction medicine specialists, advance
practice clinicians {e.g., PAs, NPs), psychologists, social workers, nurses, care coordinators,
community health workers (CHWs), and peer-to-peer support specialists. Allowing these
individuals to practice at the highest level of their education, training and licensure is also important.

Mental Health Parity

The Mental Health Parity and Addiction Equity Act of 2008 built on the Mental Health Parity Act of
1996 by requiring that coverage provide the same level of benefits for substance use and mentat
health as it does for other medical care. While parity is a requirement, enforcement remains a
chalienge. Parity regulations must be adequately and uniformly enforced for these policies to
be effective and to ensure evidence-based, coordinated care is received for those with opioid
and substance use disorders. CMS has an important role in this imperative. We also urge the
Committee to examine additional ways to ensure ali beneficiaries of federai heaith programs
are benefiting from mental health parity and treated equitably relative to commercial and
managed care plans.

OVERPRESCRIBING AND DATA TRACKING

Prescribing Guidelines and Requirements

It is critical that policymakers acknowledge and recognize the importance of ensuring that the
pendulum not swing too far in the other direction as we collectively work to reduce opioid misuse and
abuse. We strongly urge that public policies intended to reduce inappropriate use of opioids
do not simultaneously create access barriers to pain management for patients for whom
opioids are medically indicated and who are benefiting from such treatment,
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Whiie Trinity Heaith supports and, as discussed later in these comments, is widely
disseminating the Centers for Disease Control (CDC) Guidelines for Prescribing Opioids for
Chronic Pain, it is important that these clinical guidelines not be narrowly interpreted into
overly restrictive policy and across-the-board requirements that couid result in numerous
negative, unintended consequences. For example, the CDC states: "This guideline provides
recommendations for primary care clinicians who are prescribing opioids for chronic pain outside of
active cancer treatment, palliative care, and end-of-life care.” Trinity Health strongly urges that
public policies to address inappropriate opioid use should always inciude exceptions for
hospice care, cancer diagnoses, end-of-life care, and palliative care. Many institutions and
payers are establishing dose and time limits for ali patients, irrespective of their underlying
diagnosis, context or goals. Again, public policies must not be so overly restrictive that it inhibits
clinical decision-making on the needs and circumstances of individual patients.

We also have significant concerns with the proposed 3-day limit on initial opioid prescriptions for
acute pain in the CARA 2.0 package introduced in the Senate. A 3-day limit is overly restrictive
public policy, as it inhibits clinical decision-making based on the needs and circumstances of
individual patients and could cause significant harm for surgery patients in particular. Patients with
legitimate pain needs could be left on a weekend, for example, without the availability of a clinician
to provide additionally needed days of a prescription to treat their pain. Limiting the initial supply
of an opioid prescription for acute pain to 7-days is a more reasonable approach to
addressing the reservoir of unused prescription opioids, and less problematic for clinicat
decisions based on individual patient's circumstances and needs. The CDC states: "When
opioids are used for acute pain, clinicians should prescribe the lowest effective dose of immediate-
release apioids and should prescribe no greater quantity than needed for the expected duration of
pain severe enough to require opioids. Three days or fess will often be sufficient; more than seven
days will rarely be needed." CDC's clinical guidelines acknowledge that three days is often sufficient
but not always. Limiting to 3-days could also encourage prescribers to write second and third
prescriptions to be used at a later date which could further exacerbate the problems surrounding
opioid misuse and abuse.

To ensure that the pendulum not swing too far in the other direction and create access barriers to
pain management for patients for whom opioids are medically indicated, we would also support
funding to improve the pain management evidence base. This could, for example, support a
supplement to the CDC Guidelines that provides greater direction beyond the primary care audience
for which these Guidelines were originally intended.

Improving PDMP Utility

Prescription Drug Monitoring Programs or PDMPs hold great promise as demonstrated by the recent
Health Affairs study, which found that both the number of opioid prescriptions and spending was
significantly lower in states with a registration mandate or a registration and use mandate, compared
to states without either. For example, opioid prescriptions declined 28 percent in Massachusetts
from 2015 to 2017 with 97 percent of heaith care providers registered with their awareness tool
that's getting an average of 125,000 searches a week. And the Ohio database processed more than
24 million queries from physicians and other health professionals in 2016 while the number of
opioids dispensed to Ohio patients decreased 20 percent since 2013.

However, it is critical that policymakers address inadequate databases and ensure cross-
state information exchange. This is particularly important for providers that practice near borders
and have patients coming from a neighboring state to seek care. Additional investments should
be made in innovative technology that advances interoperability and interstate data-sharing
among PDMPs nationally. As a national heaith system operating in 22 states, we are proactively
mapping out a system-wide strategy to ensure our electronic health records (EHRs) are able to
capture states’ PDMP data to make the process as seamless as possible for providers. Ensuring
cross-state exchange of information and active alert systems are critical next steps. We afso urge
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that these database efforts — including related requirements on providers — not be overly
burdensome and are integrated into these existing databases, systems and workfiow.

COMMUNICATION AND EDUCATION

Provider Education

Trinity Health's OUR initiative has identified prescriber education as the most critical need for our
hospitals and clinicians to be successful with reducing opioid utilization and related harm. While we
support increased prescriber education initiatives, we also have concemns that the varying
requirements coming from local, state and federal entities is quickly hecoming confusing. Ensuring
that government mitigation measures ~ including provider education requirements - are not
duplicative in nature and are as consistent as possibie across all states is critically important
to avoiding confusion and undue burden on providers.

Trinity Health strongly believes that providing prescribers with resources and education about
national guidelines for safe and appropriate opioid prescribing is the foundation for opioid utilization
reduction education. We support wide dissemination of the CDC Guidelines. Additionaily, across the
entire Trinity Heaith system, two critical prescriber education platforms are being rolled out — first is
the SCOPE of Pain for basic overview training and secondly is the Center to Advance Palliative Care
(CAPC) for pain management competency based training. Supporting advancement of responsible,
evidence-based opioid prescribing and counseling through pain management education, safe
prescribing training, and addiction training for all prescribers and dispensers throughout medical
schooling and beyond is critical to policymaking. Additionally, Trinity Heaith has developed ~ and
integrated into our electronic health record (EHR) — the attached, two-page opioid discharge
education piece for patients. If the Department of Heaith and Human Services (HHS), including
Medicare and Medicaid, were directed to coordinate the development of a national curricuium
and standard of care for opioid prescribers, we strongly urge that all of the above referenced
educational resources be utilized. We also urge that the Committee prioritize education
requirements that are as consistent as possible across all states to avoid duplication,
confusion, and undue burden on providers.

TREATMENT

Coverage and Access to Treatment

Breaking down barriers to effective prevention, screening and treatment is critical, and any opioid
reduction strategy must be accompanied by increases in access to treatment. According to the
National institute on Drug Abuse (NIDA), every doliar invested in addiction treatment yields a return
of up to $7 in reduced drug-related crime and criminal justice costs. When health care savings are
included, the return on investment can exceed $12. CMS must ensure meaningful insurance
coverage of and access to evidence-based medication-assisted treatment (MAT) for opioid
use disorder. This includes limiting prior authorization requirements and ensuring there are
no lifetime limits and no arbitrarily low dose and time limits for treatment of these patients in
order to effectively improve patient outcomes. Significant access challenges also resuit from
having too few providers certified to prescribe these medications, such as Buprenorphine, as well as
the costs of these medications often prohibiting access as well. Congress shouid appropriate
funding to expand MAT training and provide financial incentives for prescribers willing to
secure waivers to prescribe Buprenorphine.

The impact of opioid use disorders impacts all age groups and demographics. Eliminating the
restriction on Medicaid payments for inpatient treatment at farge residential facilities (i.e., the
Institutions for Mental Diseases (IMD} exclusion} is important to expanding treatment for
those covered by Medicaid. For those covered by Medicare, it's important that Methadone
treatment be covered not just in the inpatient setting but in the outpatient setting as well.

ATTACHMENT TO THESE COMMENTS: Trinity Health's Patient Discharge Instructions on Opioids
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What You Should Know About Opioid Medicine
What is an Opioid?

Opioid medications are used to treat moderate to severe pain. Morphine, Oxycodone (Percocet®),
Hydromorphone (Dilaudid®) and Hydrocodone (Norco®) are some types of opioids.

How do Opioids work?

Opioids reduce the pain signals sent to your brain, which decrease your feelings of pain. Opioids may
reduce your pain, but may not take all the pain away.

What are the risks from taking opioids?

Prescription opioids carry serious risks of physical dependence, addiction and overdose, with long term use. If
you take too much of an opioid it can cause sudden death.

Other risks include but are not limited to:

e Physical dependence means you have symptoms of withdrawal when a medication is stopped.

e Addiction is a brain disease. Medications change the structure of the brain and how the brain works.
These brain changes may be long lasting and can lead to harmful behaviors,

s Overdose means you tock too much medication, Opioid overdose can result in death,

Make sure you read all of the medication sheet you received with your preseription.

Call 911 right away if you have any of these signs of overdose:
e Pale or bluish skin color
*  Troubie breathing
e Severe confusion; not knowing where you are
e Your heart is beating slower than normal
*  You see or hear things that are not real

Tell the people you live with that you are taking a medicine that can stop your breathing. Ask them to watch for
slow, shallow, or trouble breathing. Tell them to call 911 right away if you have trouble breathing or they
cannot wake you up.

What you need to know while taking Opioid medication:

e Do Not take more medication, or higher doses than preseribed, as you may stop breathing or pass out.

» Do not take opioids more often or in higber doses than prescribed. Call your doctor if your pain is not
controlled.

» Do Not drink alcohol (beer, wine or liquor) while taking this medication, as you may stop breathing or pass
out.

e Do Not take sleeping pills (like zolpidem {Ambien®) or temazepam (Restoril®) or anti-anxiety medication
(like alprazolam (Xanax®), diazepam (Valium®), and lorazepam (Ativan ®) while taking this medication,
as you may stop breathing or pass out.

* Do Not crush or alter opioid medication or take it in ways not preseribed by your doctor

* Do not drive or do tasks that require you to be alett after taking this medication.

s If you are pregnant, talk to your doctor, Opioids may harm your pregnancy or baby.

What are the side effects from taking opioids?
The most common side effects are:
e Hard stools (Constipation)
o Upset stomach, throwing up and dry mouth
e Feeling sleepy
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Feeling more pain

Confusion

Depression, low mood, feeling sad or nervous
Itching and sweating

Trouble passing urine

Wili | become addicted to opioid medication?

Addiction is not common when this medication is used for a short time, But, when opioid medications are
misused addiction is possible. Talk with your doctor about how to switch to using onty non-opioid pain
treatment. Please talk to your doctor about your concerns about addiction.

How do | safely store and dispose of my opioids?

Storage:

Keep your medications secure.

Keep your medications, including any medication patches, out of reach of others (this includes children,
friends, family and pets).

Keep your opioids, and all medications, in the pili bottle from the pharmacy. Keep the lid closed.

Disposal:

Safely throw out unused opioids: Contact your loeal pharmacy for how to throw out unused opioid
medications or find your local medicine take-back site { htip:/disposemymeds.org/ )
Follow these steps if you can't find a medicine take-hack site to throw out expired, unused or unwanted
medicines;

o Step #1: Mix medicine with used coffec grounds, dirt, or kitty litter.

o Step #2: Put medicines in a sealed plastic bag.

o Step #3: Place plastic bag in the trash.

o Step #4: Take prescription bottle and scratch out personal information, then recycle or throw

away.

Throw out patch medications by folding them in half with the sticky sides together, and then flushing
them down a toilet. Do not place them in the houschold trash where children or pets can find them.

It is against the law to share or sell your opioid medication.

What eise can i use to treat my pain?

What ar

Non-opioid pain medications (such as Tylenol®, Motrin®, and Aleve®) may also help with your pain. If
your doctor approves, these medications may be used with an opioid medication ordered for you. Non-
opioid pain medications also have risks and side effects; please ask your doctor if these medications are safe
for you.

Many opioid medications also have acetaminophen (Tylenol®) in it. Very bad, and sometimes deadly,
liver problems can happen with too much acetaminophen use.

e other ways to help ease your pain?

Heat or ice

Stretching

A pillow under the painful area

Massage

Talking to someone about how your thoughts and feelings affect your pain
Listening to music

Talk to your doctor to make sure these actions are safe for you.
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ABHW

Association for Behavioral
Health and Wellness

Advancing benefits and services
in mental health, substance use
and behavior change.

April 11,2018

The Honorable Greg Walden, Chairman The Honorable Frank Pallone, Ranking Member
House Committee on Energy & Commerce House Committee on Energy & Commerce
2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden and Ranking Member Palione:

On behalf of the Association for Behavioral Health and Wellness (ABHW) 1 am writing to express our support for
H.R. 3543, the Overdose Prevention and Patient Safety Act (OPPS Act), sponsored by Representatives Muliin and
Blumenauer, and to strongly encourage inclusion of the OPPS Act in the opioid package that your committee is
currently developing.

ABHW is the Jeading association working to raise awareness, reduce stigma, and advance federal policy to improve
mental health and addiction care. Our mesmbers include top regional and national health plans that collectively care
for approximately 175 miltion people.

HL.R. 3545 would align 42 CFR Part 2 (Part 2) with the Health Insurance Portability and Accountability Act
(HIPAA) for the purposes of health care treatment, payment, and operations (TPO) and strengthen protections
against the use of substance use disorder records in criminal proceedings. Part 2 is an outdated 1970s federal
regulation governing the confidentiality of drug and alcoho! treatment and prevention records and it needs to be
reformed. Part 2 sets requirements limiting the use and disclosure of patients’ substance use disorder (SUD) records
from [ederally assisted entities or individuals that hold themselves out as providing, and do provide, alcohol or drug
use diagnosis, treatment, or referral for treatment. This can prohibit health plans, and others, from sharing this
information with the health care providers on the front line caring for patients suffering from opioid and other
substance use disorders. ABHW members say Part 2 is one of the biggest — if not the biggest — barriers to fighting
the opioid erisis.

Obtaining multiple consents from the patient is challenging and obstructs whole-person, integrated approaches to
care, which are part of our current health care framework. Part 2 regulations may lead to a doctor treating a patient
and writing prescriptions for opioid pain medication for that individual without knowing the person has an opioid
use disorder. Without written consent from the patient, ABHW member companies have had cases where the health
plan cannot speak to the patient’s primary care provider and other specialists about the patient’s SUD, even if that
provider is prescribing opioids to the patient.

For example, one health plan notes that it found over 200 members had been to emergency departments (EDs) over
seven times in a six-month period. The health plan wanted to share this information through an automatic feed to
the respective providers so they could take action in helping these members. However, because the information
may have included whether or not a member was categorized as having a SUD, the plan was not able to provide the
feed. This was especially troubling, since in reviewing the data, the health plan also found that some members were

1325 G Street, NW, Suite 500, Washington, DC20005 | Tel 202.449.7660 | Fax 202.449.7659 | www.abhw.org
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attempting to obtain opioids from several different EDs. Unfortunately, because of Part 2, the health plan was not
able to inform the provider that it appeared their patient may be misusing opioids.

The Substance Abuse and Mental Health Services Administration (SAMHSA) released two final rules on Part 2
in the past year. Both rules take small steps to modernize Part 2, but they do not go far enough. Legislative action
is also necessary in order to modify Part 2 and bring substance use records into the 21st Century. Aligning Part 2
requirements with HIPAA allow the use and disclosure of patient information for TPO and improve patient care
by ensuring that providers and organizations with a direct treatment refationship with a patient have access to his
or her complete medical record. Without access to a complete record, providers cannot properly treat the whole
person and may, unknowingly, endanger a person’s recovery and his or her life.

Harmonization of Part 2 with HIPAA would also increase care coordination and integration among treating
providers and other entities in communities across the nation. We support provisions that preclude Part 2
information from being disclosed for non-treatment purposes to law enforcement, employers, landiords, divorce
attorneys, or others seeking to use the information against the patient. We do not want consumers to be made
vulnerable as a result of seeking treatment for a substance use disorder, However, disclosures of substance use
disorder records for treatment, payment, and health care operations should be allowed. Separation of substance
use from the rest of medicine increases the stigma around the disease and hinders patients from receiving safe,
effective, high quality substance use treatment and integrated care.

Thank you for your leadership in addressing the opioid crisis, ABHW appreciates the opportunity to express our
support for H.R. 3345 and we fook forward to continuing this dialogue and working with you to end the overdoses
and deaths that are ravaging our country. Please feel frec fo contact me at (202) 449-7660 to discuss these issues
further.

Sincerely,

(7N Brunbug

Pamela Greenberg, MPP

President and CEO

1325 G Strest, NW, Suite 500, Washington, DC 20005 | Tel 202.449.7660 | Fax 202.449.7659 | www.abhw.org
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April 11,2018

The Honorable Greg Walden The Honorable Frank Pallone, Jr.

Chairman Ranking Member

House Committee on Energy and Commerce House Committee on Energy and Commerce
2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden and Ranking Member Pallone:

Mental Health America (MHA) applauds the House Energy & Commerce Committee for its attention to
the nation’s opioid epidemic, and writes to urge the inclusion of H.R. 3545, the Overdose Prevention and
Patient Safety Act, in any final package passed by the Committee.

MHA — founded in 1909 — is the nation's leading community-bascd nonprofit dedicated to addressing the
needs of those living with mental illness and to promoting the overall mental health of all Americans. Our
work is driven by our commitment to promote mental health as a critical part of overall wellness,
including prevention services for all, early identification and intervention for those at risk, integrated care,
services, and supports for those who need it, with recovery as the goal.

Based on over a century of experience, MHA believes that individuals have a right to control the
disclosure and dissemination of their protected health information (PHI). We also believe strongly that
separate authorizations perpetuate stigma and lead, perhaps unintentionatly, to discrimination and lack of
parity in care without giving the individual any more control over their information. They also constitute
a significant barrier to integrating treatment. H.R. 3545, the Overdose Prevention and Patient Safety Act
would allow for a single authorization for sharing integrated health information while enhancing
protections against discrimination as a result of improper disclosures.

The Health Insurance Portability and Accountability Act (HIPAA) requires an individual to sign a form
allowing their health care provider to disclose their health information to others, such as other providers
or family members. For substance use information, 42 CFR Pt II, an archaic rcgulation dating back to
1970, requires an individual to sign a separate form in addition to the HIPAA form to allow disclosure of
their substance use information. Federal law does not say explicitly that a separate authorization is
required for mental health information, but providers often interpret the law regarding substance use to
include all other behavioral health information as well. In the absence of statutory clarity, SAMHSA has
been unable to conform the two rules.

Separate authorizations contribute to discrimination in care. When an individual goes in for substance use
treatment and receives a special authorization form, it implies that they should be wary of disclosure and
that they might be doing something others could view negatively. Separate authorizations also complicate
the coordination and integration of treatment, because often the behavioral health information does not
get transmitted along with other health information. Providers understand that you cannot treat a whole

Menta! Health America, 500 Montgomery Street, Suite 820, Alexandria VA 22314 703-684-7722
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person with half a health record, and overwhelmingly support action to address this deficiency. We agree.
When a special authorization is required for behavioral health information, a provider receiving a record
with no behavioral health information in it cannot know whether the person has no behavioral health
records, whether they have declined to share them, or whether they were never even asked. This at best
contributes to confusion and at worst to poor quality or even dangerous care.

On the other side, MHA has found no evidence that additional formalities actually accomplish the privacy
goals of legal advocacy organizations, or guarantee protections beyond those that are inherent in the
Americans with Disabilities Act, also enacted after 42 CFR Pt. 2. H.R. 3545 would allow for a single
authorization to be used, giving individuals full control over their health information, while promising
better integrated care. Individuals will still decide when and to whom to disclose their own PHI, with
additional protections from H.R. 3545 for wrongful disclosures.

MHA thanks the House Energy & Commerce Committee’s consideration of including H.R. 3545 in the
final package, and looks forward to continuing to work with the Committee to address addiction and
overdose. Please do not hesitate to contact Nathaniel Z. Counts, J.D., Senior Policy Director of MHA, at
ncounts@mentathealthamerica.net for follow-up or questions.

Sincerely,

¢t Con

Paul Gionfriddo
President and CEQ

Mental Health America, 500 Montgomery 5treet, Suite 820, Alexandria VA 22314 703-684-7722
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National Association of
Medlicaid Directors

Y

April 11, 2018

The Honorable Lamar Alexander The Honorable Patty Murray
Chairman Ranking Member

Committee on Health, Education, Committee on Health, Education,
Labor, and Pensions Labor, and Pensions

U.S. Senate U.S. Senate

Washington, DC 20510 Washington, DC 20510

The Honorable Greg Walden The Honorable Frank Pallone
Chairman Ranking Member

Energy and Commerce Committee Energy and Commerce Committee
U.S. House of Representatives U.S. House of Representatives
Washington, DC 20510 Washington, DC 20510

Dear Chairman Hatch, Ranking Member Wyden, Chairman Walden, and Ranking Member
Pallone:

On behalf of the nation’s Medicaid Directors, we are writing to request your consideration of
statutory modifications to the rules governing the disclosure of substance use disorder (SUD}
patient history and information. Specifically, Medicaid Directors seek alignment of 42 CFR Part
2 rules with the privacy protections under the Health Insurance Portability and Accountability
Act (HIPAA), and believe this alignment will support the care coordination and integration
activities that are critical to addressing the ongoing opioid crisis.

The National Association of Medicaid Directors (NAMD) is a bipartisan, nonprofit, professional
organization representing leaders of state Medicaid agencies across the country. Our members
drive major innovations in health care while overseeing Medicaid, which provides a vital health
care safety net for more than 72 million Americans, The Medicaid program is one of the primary
payers of behavioral health services in the nation.

The Part 2 statute is outdated and does not reflect current SUD treatment best practices, clinical
understanding of addiction, or contemporary healthcare operations. While the Substance Abuse

444 North Capitol Street, Suite 524 = Washingion, DC 20001 « Phone: 202.403.8620 - www.medicaiddirectors.otg
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W NAMD

Medicaid Directors

and Mental Health Services Administration (SAMHSA), the agency responsible for
administering Part 2, has worked to modernize Part 2 regulations —and in doing so has
acknowledged Medicaid auditing authority and the role of managed care entities in today’s
healthcare landscape — we continue to view Part 2 as creating serious barriers to effective SUD
treatment. These barriers ultimately derive from the statutory misalignment between Part 2 and
HIPAA.

Part 2 statute and SAMHSA regulations create more stringent privacy protections for patient
SUD data than for other sensitive health data protected by modern HIPAA rules. Specifically,
Part 2 requires patient consent each time a new provider would need access to the patient’s
SUD medical records, rather than HIPAA's generalized consent.

The lack of alignment between Part 2 and HIPAA creates challenges across the healthcare
system, from state Medicaid agencies to managed care plans and down to individual provider
practices. SAMHSA’s most recent rulemaking earlier this year still explicitly prohibits
disclosure of Part 2 data for purposes of diagnosing, treating, or referring patients to SUD
treatment (including care coordination and case management) without patient consent. This
prohibition inhibits the integration of SUD care into primary care and other care models, places
unnecessary administrative costs on states, plans, and providers, and can result in patient harm
or death due to lack of full access to relevant SUD data.

Additionally, evidence shows significant comorbidities for individuals with SUD. For example,
in FY 2011, 51% of Medicaid beneficiaries with SUD also had a mental health condition, nearly
13% had asthma, and over 10% had diabetes.! As this data predates the option for states to
expand Medicaid to 138% of the federal poverty level, these figures are likely higher today,
further emphasizing the need for integrating SUD services into the full continuum of physical
and behavioral health care.

We recognize the serious consequences that stem from illegal and unauthorized disclosure of
SUD data. NAMD supports the prohibition on using SUD data to initiate or substantiate
criminal, civil, or administrative proceedings against individuals with SUD. Statutory changes
should facilitate appropriate data sharing across integrated care teams to support effective
treatment and continue to assure patients that they will not face adverse action for seeking
treatment. We believe the HIPAA construct, which protects other sensitive health information,
is an appropriate vehicle for achieving these goals.

! Government Accountability Office, “Medicaid: A Small Share of Enrollees Consistently Accounted for a Large

Share of Expenditures.” May 201S. https://www.gao.gov/assets/680/670112 pdf.

Page 2 of 3
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Medicaid Directors

Thank you for your consideration of these comments. Please do not hesitate to reach out to
NAMD for additional information on these requests.

Sincerely,

4 Mok P Y
Judy Mohr Peterson Kate McEvoy
Med-QUEST Division Administrator State Medicaid Director
State of Hawaii State of Connecticut
President, NAMD Vice President, NAMD

Page 3 of 3
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233 N, Michigan Ave.,21st Fi
Chicago, il 60601-5800

phone » (312) 233-1100
MA fax  w(312) 233-1080
web  » www.ahima.org
American Health Information

Management Association®

April 12, 2018

The Honorable Greg Waiden The Honorable Frank Palfone, Jr.

Chairman Ranking Member

House Committee on Energy and Commerce House Committee on Energy and Commerce
2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden and Ranking Member Palione:

On behalf of 103,000 health information management professionals, the American Health information
Management Association {(AHIMA} wishes to express support for H.R. 3545, the Overdose Prevention
and Patient Safety {OPPS) Act. The legislation seeks to align the 42 CFR Part 2 regulation with the Heaith
Insurance Portability and Accountability Act {HIPAA) for purposes of healthcare treatment, payment and
operations.

AHIMA’s credentialed and certified health information management {HiM) members can be found in
more than 40 different employer settings in 120 different job functions—consistently ensuring that
health information is accurate, timely, complete, and available to patients and providers. The Part 2
regulation presents an operationat challenge for HIM professionais working in designated Part 2
programs. HIM professionals working in such programs are often forced to work with paper records. In
instances where a Part 2 program may have an electronic health record {EHR), data segmentation
functionality is often not available, Lacking such functionality, HIM professionals must keep a patient’s
addiction records separate from the rest of the patient’s medical record—resulting in the creation of
two separate medical records. Because such information is kept separate, providers are often unaware
of the risks to their patient from multiple drug interactions and co-existing medical problems even
though substance use disorders can have a cascading effect on an individual’s health and must be
carefully managed and coordinated.

The Part 2 regulation is also an impediment to HiM professionais working in states with integrated care
delivery models that encourage information sharing to support care coordination and integration of
patient care, Despite the fact that state law may encourage information sharing {including substance
abuse treatment information), the Part 2 regulation often limits the sharing of both mental health and
substance abuse treatment information for purposes of care coordination. in turn, this compromises the
intent of integrated care by putting individuals with substance use disorders at a disadvantage over
other patients because providers have an incomplete picture of their patient thereby hindering a
clinician’s ability to deliver informed, coordinated care—the foundation of integrated care delivery
models.

A major tenet of the HIPAA Privacy Rule is to ensure that “protections for patient privacy are
implemented in a manner that maximizes the effectiveness of such protections while not compromising
either the availability or the quality of medical care.”* AHIMA believes that the same justification should

167 FR 53181,
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hold true for patients receiving substance use disorder treatment in a Part 2 program. Access to an
individual's medical record, including addiction records, for purposes of healthcare treatment, payment
or operations will help ensure that providers have the information necessary to provide safe, effective,
high-quality treatment and care.

We appreciate your leadership on this issue and look forward to working with you and other Members
of Congress to advance H.R. 3545,

Sincerely,
N v A B
Ailn e i el
Hyls Hegr F
Dr. Wylecia Wiggs Harris, PhD, CAE

Chief Executive Officer
AHIMA
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BlueCross BlueShield
Assoclation

An Association of Independent
Hue Cross and Bhue Shield Plans

April 23, 2018
1310 G Street, N.W.
Washington, D.C. 20005
The Honorable Greg Walden 202.626.4780

Chairman Fax 202.626.4833
House Committee on Energy and Commerce

2125 Rayburn House Office Building

Washington, DC 20515

The Honorable Frank Palione, Jr.

Ranking Member

House Committee on Energy and Commerce
2322A Rayburn House Office Building
Washington, DC 20515

RE: Passage of H.R. 3545, the “Overdose Prevention and Patient Safety (OPPS) Act” to
Amend 42 C.F.R. Part 2 and align the Federal Privacy Regulation of Protected Heaith
Information

Dear Chairman Walden and Ranking Member Pallone:

The Blue Cross and Blue Shield Association (BCBSA) is writing to you in support of the
passage of H.R. 3545, the “Overdose Prevention and Patient Safety (OPPS) Act.” This
important legisiation would enable the appropriate exchange of information necessary to ensure
those suffering opioid use disorders (OUD) and substance use disorders (SUD) obtain safe and
effective treatment, gain their most applicable financing and receive their deserved assistance in
the form of care management and other healthcare operations.

BCBSA is a national federation of 36 independent, community-based and locally operated Biue
Cross and Blue Shield Plans that collectively provide healthcare coverage for one in three
Americans. For more than 80 years, Biue Cross and Blue Shield companies have offered quality
health insurance coverage in all markets across America — serving those who purchase
coverage on their own as well as those who obtain coverage through an employer, Medicare,
and Medicaid. Today, Blue Plans are also working with qualified 42 C.F.R. Part 2 treatment
programs to ensure that their members with OUD and SUD are provided the care and support
to achieve successfut health outcomes.

BCBSA commends the efforts of the Substance Abuse and Mental Health Services
Administration (SAMHSA) to better align the regulations governing the confidentiality of drug
and alcohol treatment and prevention records (42.C.F.R. Part 2 (Part 2)) with the Health
Insurance Portability and Accountability Act's (HIPAA) Privacy Regulations. However,
SAMHSA's efforts do not go far enough to enable the needed access to relevant health
information among patients, payers and providers and batance the protection of individual
privacy with individuals’ expectations of care.

Current Part 2 federal regulations preclude the disclosure of medical information to heaithcare
providers for care coordination, including those engaged in alternative payment models. These
regulations currently require complex and muitiple patient consents for the use and disclosure of
patients’ substance use records that go beyond the sufficiently strong patient confidentiality
protections that were put in place by HIPAA. For example, a heatth plan or provider should be
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permitted to inform a treatment facility that the individual being admitted was recently released
from a different treatment entity’s care — information vital to patient safety and quality outcomes.

We are aware that aligning the Part 2 regulations with HIPAA for the purpose of treatment only
is under consideration. But treatment purposes cannot be separated from payment and heaith
care operations. For payers, treatment, payment, and operations all are interrelated—and the
following examptes help illustrate future challenges if the alignment is for treatment oniy:

* Medicaid requires whole-person care management. Payers could not participate in certain
prescription monitoring activities without the potential to share information for treatment,
payment, and operations. For example, health plans that want to be active in identifying
members who are engaging in drug-seeking behavior or providers who are inappropriately
prescribing addictive drugs would not be able to send warning letters to the members’
primary care physicians and other providers to alert them to the inappropriate prescription
activity.

* Health plans might be prevented from partaking in normal customer service activities, like
parents caliing in about their minor children’s authorizations and claims, or family members
or friends helping a patient with the financial end of things (claims issues, appeals,
questions about coverage).

+ Health plans may be blocked from offering significant support to providers in their networks
to assist and to help the providers coordinate the patient's entire care. Health plan case
management programs, and longer-term data collection, are important pieces of a person’s
QUD/SUD history and support for them and their family when they are not directly engaged
in a program. Most of the time, a patient is at home, with family and friends, and health
plans’ case management programs offer the supports necessary to assist and to help the
providers coordinate ali the patient’s care.

SAMHSA has acknowledged that the agency has done as much as it can though reguiatory
efforts under the limitation of the current statutes. Legislative action is necessary in order to
modify Part 2 and bring OUD and SUD access regulations to a configuration that supports the
21st Century healthcare approaches and stem the current plague of substance use disorders.
BCBSA urges the Committee to include H.R. 3545 to amend 42 CFR Part 2 and align
SAMHSA’s OUD and SUD regulations with HIPAA’s treatment, healthcare operations, and
payment policy as Congress passes legislation addressing the opioid crisis.

Sincerely,

Justine Handelman
Senior Vice President,
Office of Policy and Representation

Cc: Kristen Shatynski
Caleb Graff
Waverly Gordon
Tiffany Guarascio
Taylor Hittle
Kristen Donheffner
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1155 15" Street, N.W., Suite 600 | Washington, DG 20005
A( AP Tel. 202.204.7508 | Fax 202.204.7517 | www.communityplans.net
. . John Lovelace, Chairman | Margaret A. Murray, Chief Executive Officer
Association for Community
Affiliated Plans

April 24, 2018

The Honorable Michael Burgess, MD, Chairman The Honorable Gene Green, Ranking Member
Health Subcommittee Health Subcommittee

House Energy and Commerce Committee House Energy and Commerce Committee
Rayburn House Office Building Rayburn House Office Building

Washington, DC 20515 Washington, DC 20515

Chairman Burgess and Ranking Member Green:

On behalf of the Association for Community Affiliated Pfans (ACAP), | am writing to express our gratitude
and support for the House Energy and Commerce Heaith Subcommittee’s commitment to move a
comprehensive slate of bilis to address America's devastating opioid crisis. ACAP particularly applauds
the Committee’s bipartisan recognition of the important role that the Medicaid program has in
addressing the opioid epidemic and we look forward to working with members of the Committee and
the Administration, as welf as the states, to maximize Medicaid’s potential to address the opioid crisis.

ACAP represents 61 member plans in 29 states serving more than 20 million Americans receiving
coverage through Medicaid, CHIP, Medicare Advantage D-SNPs, and the Heaith insurance Marketplaces.
While ACAP supports a comprehensive approach to addressing the opioid issue in America, we want to
specifically voice our support for several pieces of common-sense Jegislation that represent policy
priorities for America’s safety net heaith plans. We urge the Committee to ensure these bills are part of
any legislative effort that moves through the legisiative process. ACAP particularly urges the members
of the Subcommittee to support the following:

s H.R____, Require Medicaid Programs to Report on All Core Behoviorol Heaith M es, to
require state Medicaid programs to report on the 11 behavioral health measures that are
included in CMS’s 2018 Core Set of Aduit Health Care Quality Measures for Medicaid. This
legisiation is vital to help federal and state policymakers better understand how state Medicaid
programs are addressing the opioid crisis and to provide opportunities to share best practices in
this area. ACAP has long advocated for state reporting of the Medicaid core quality measures,
we applaud the Subcommittee for this legislation and urge its passage; and

* H.R. 3545, the Overdose Prevention and Patient Safety Act, to align the use of substance use
disorder {5UD) treatment records with the Health {nsurance Portability and Accountability Act
(HIPAA] for the purposes of treatment, payment, and healthcare operations. Safety Net Heaith
Plans strongly support the protection of patient privacy and confidentiality. However current
federal law and regulation {42 CFR Part 2) creates bureaucratic hurdles to the treatment of and
care coordination for health plan members suffering from SUD, including those receiving
coverage in Medicare, Medicaid, and through the health insurance exchanges. This legisiation
will protect patient confidentiality while improving the ability of health plan providers to provide
vital heaith care services to plan members and we urge its support by the Subcommittee.
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1166 16" Street, N.W., Suite 600 | Washington, DC 20005
ACAP Tel. 202.204.7508 | Fax 202.204.7617 | www.communityplans.net
o s . John Lovelace, Chairman | Margaret A, Murray, Chief Executive Officer
~ Association for Community
Affilisted Plans

ACAP recognizes and applauds the Subcommittee’s efforts to provide a comprehensive solution to
America’s substance abuse epidemic and we stand prepared to work with the bipartisan members of
this Committee to ensure these bills become faw.

Please do not hesitate to contact me or Jenny Babcock, Vice President for Medicaid Policy & Director of
Strategic Qperations, if ACAP can be of any assistance to you.

Sincerely,
s/

Margaret A. Murray
Chief Executive Officer

Ce: Members, House Energy and Commerce Committee
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== Hazelden Betty Ford
April 15,2018

Chairman Michael C. Burgess, M.D.
Energy & Commerce Health Subcommittee
United States House of Reptesentatives
2336 Rayburn House Office Building
Washington, DC 20515

Dear Chairman Burgess:

Thank you for your continued leadership oa the federal response to the opioid crisis. We are writing to
express strong support for the Overdose Prevention and Patient Safety Act, H.R. 3545, in its
original bipartisan form and to urge against the adoption of the “Amendment in the Nature of a
Substitute” drafted by the bill’s sponsor, Rep. Markwayne Mullin.

We deeply appreciate Rep. Mullin’s leadership on this bill but believe his substitute proposal would fail
to solve the significant problems the original legislation set out to address. The original, oo the other
hand, would be an essential piece of any opioid response package produced by the House this session.

As background, the Hazelden Betty Ford Foundation is the largest nonprofit provider of substance use
treatment, education and prevention services in the world. We have provided leadership in the field of
addiction treatment for nearly 70 years. In 2017 alone, our organization touched the lives of more than
21,000 people affected by addiction and other co-occurring medical and mental health conditions. We
have 17 sites nationwide, serving children, adolescents, adults, families, schools and communitics, and
all of our treatment facilities are licensed or certified and have achieved accreditation by The Joint
Commission.

To address the opioid overdose epidemic and the underlying addiction crisis in this country, we need
your help to closely #nfegrate addiction care within the broader health care system so patients have
multiple aecess points and can get support for this chronic condition beyond the acute care stage. The
original H.R. 3545 reforms the outdated 42 CFR Part 2 (*Part 27) privacy regulations, which have
become a barrier to access and deprive patients of the full benefits of modern health care services.
That’s why we support this bill to align the Part 2 requirements with those of the Health Insurance
Portability and Accountability Act (“HIPAA™), which apply to all health care providers and allow the
use and disclosure of patient information when needed to facilitate optimal care.

Part 2 is outdated and onerous

Part 2 is a 45-year-old law that was created a quarter century before HIPAA specifically to protect the
privacy of patients who sought care within the very young and largely un-professionalized addiction
treatment industry of that time. When HIPAA was enacted in 1996, Part 2 was left in place, despite
providing little to no extra privacy protections beyond those HIPAA began providing for all patients
regarding ail health conditions, and despite addiction care integrating more and more over time with the
rest of health care.

Generally speaking, Part 2 requires many specific, written consents by the patient for his or her
substance use-related health records to be shared among doctors, hospitals, specialty care providers Like
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the Hazelden Betty Ford Foundation, insurers and others who may support the patient’s care. HIPPA,
on the other hand, allows fot streamlined blanket consents that better facilitate needed information
sharing. Both laws provide protections for privacy violations, and the federal government regularly
prosecutes HIPAA violators. But not a single enforcement case has ever arisen from Patt 2, partly
because full compliance is a practical impossibility that often poses risks to patient care, and also
because legitimate infringements on patient privacy are already well covered by HIPAA.

Part 2 is not fairly and uniformly applied

It’s also important to note that, ualike HIPAA, Part 2’s unnecessary ptivacy regulations do not apply to
all health care providers who serve patients seeking care for substance use disorder. Generally, Part 2
only applies to the patients of nonprofit specialty treatment providers and those that treat the poor and
elderly through public insurance. Most for-profit treatment providers are not subject to the Part 2
regulations; nor are most primary care providers and independent mental health professionals, who
increasingly are part of the care continuum for people with a substance use disorder; and nor is the
Veterans Administration. As a result, thousands of patients receive treatment services at non-Part 2
providers throughout the country, and their information is protected by HIPAA and state law. The
good news is that HIPAA is meeting the needs of those patients just fine, without the barriers that Part
2 poses for patients of Part 2 facilities.

Part 2 is largely unnecessary

Opponents of H.R. 3545 have testified it would create a framework by which, for example, a father in
recovery could be denied visitation with his children because he was in addiction treatment, a mother
could be threatened with eviction from a shelter because she was being treated with prescribed
methadone for her opioid addiction, or a young man receiving worket’s compensation could be cleared
for work by a doctor but forbidden from returning due to the discovery of a previous treatment for
addiction. The fact is that none of those scenarios plays out differently under HIPAA v, Part 2, All
would involve disclosures made by the patients themselves, not providers — who would be equally
bound under cither law. Remedies in each of these situations would be best pursued under
discrimination laws.

What is needed for substance use patients is legal protection from disctimination, not laws that impede
information-sharing for legitimate treatment, payment and operational pusposes. The idea that Part 2
provides extra protection against discrimination is, practically speaking, an illusion, While some have
testified that harmonizing privacy laws would discourage people from seeking treatment, neither the
law itself nor our experience as a frontline treatment provider supports that assertion.

Part 2 compromises care

In the end, Part 2’s costly, onerous rules don’t add meaningful protections for patients and, in fact,
compromise care by forcing hospitals and doctor’s offices to keep records from Part 2 providets on
paper or in separate systems from all of the other electronic patient data maintained by their HIPAA-
compliant systems. The result of the dual systems is that addiction treatment data are often not shared
among doctors. This means doctors may not know if their patients have a history of drug or alcohol
misuse or even if they’ve gotten treatment, and hospitals and doctors in integrated care models can miss
crucial information to prevent misdiagnosis and harmful medical interactions for the patient. This
separation of the data also makes it difficult for addiction treatment providers to patticipate in some
integrated care models, for which they have to share their patient data. The reality is that the health care
system is designed around HIPAA, and now that addiction care is integrating with mainstream
medicine to serve patients better, Part 2 poses a dangerous disconnect. The dual policies are simply
incompatible with health care today.
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As it is, we are faced every day with balancing the impossible requirements of Part 2 with a sacred
commitment to our patients, whose care is compromised by the letter of this outdated law.

One example: A recently discharged, hard-of-hearing patient used a relay service interpreter to
contact us, a call we cannot legally take without a signed release from the patient for that
interpreter. This type of scenario forces us to choose between two risks: breaking the law to
help the patient, or abiding by the law and risking patient harm? It’s an easy decision in the end,
but a double-jeopardy with which we shouldn’t even be confronted.

Another example: A patient was prescribed suboxone during residential treatment and
returned to his home state. As part of his discharge plan, he was to engage a physician to
continue his care. He delayed engaging a physician in his home area, which necessitated a call to
the treatment center physician with a request to send his prescription to the local

pharmacy. The patent was unable to immediately execute and deliver a written consent to the
local pharmacy, however, meaning our physician at the treatment center could not legally call in
the prescription refill or consult with the pharmacist.

Anything less than full alignment with HIPAA is problematic

Rep. Mullin’s drafted amendment would dial back the scope of his original proposal hy aligning Part 2
with HIPAA only for treatment purposes but not for payment or operations purposes. Unfortunately,
this further bifurcation of health care records only complicates compliance further and keeps the
requitement that dual systems be maintained. It also will hurt patients.

Part 2, as it relates to payment, creates access and quality care batriers, starting with patients first call
for help to determine if they have benefits and if the insurer will issuc the necessary preauthorization.
These barriers continue through the adjudication of the claim through the insurer as well'as the peer
review and utilization review processes, and on to any eventual application for disability benefits. The
mote patients are confronted by barriers like this, the less likely they are to follow through with their
intent to access and complete treatment. In serving thousands of patients every year, we know financial
impact is one of the most important factors for them — and can be a barrier to access.

Part 2, in fact, requires specific written consent for each person who touches a record within the
insurance payment process, and each provider staff member who needs to touch the record as part of
day-to-day operations. The average patent at the Hazelden Betty Ford Foundation, for example, is
asked to sign about a dozen releases during the course of his or her care. Imagine people who have a
heart attack being asked to provide consents to every person in the emergency room, hospital,
insurance payment pipeline, and in their health care history who may have information pertinent to
optimal care. It's unreasonable and an impossible requirement for Part 2 providets to meet in many
cases, but still a federal criminal law. So, responsible organizations like ours do everything we can to
comply, at great frustration, expense and harm to care.

Part 2 is a frustration to many patients, not a benefit. Payment alone takes, on average, three to five
consents. Having to revisit those conversations throughout the treatment process is a barrier between
patients and their care, and often takes an emotional toll on patients. Worse, if mistakes are made at any
point, or if anything changes in the process of insurance review, providers often cannot make even the
simplest changes without the patient’s express consent. And if providers are unable to locate the patient
in a timely manner—due to the complicated logistics of obtaining written consents from patients not
physically on site, a batrier that does not exist for the rest of healthcare or for non-Part 2 treatment
providers—bills end up becoming the patient’s responsibility, the stress of which can significantly
impact recovery in a negative way. Under HIPAA, on the other hand, presenting your insurance card at
the outset provides consent for the whole payment process, a much more patient-friendly policy.
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Part 2 institutionalizes stigma

Repeated consents also send patients the signal that the illness for which they’re getting care is one that
requires unusual secrecy. In that way, Part 2 institutionalizes and exacerbates the very stigma it purports
to protect against. We have fought for decades to have addiction viewed and treated as a healthcare
condition, and yet Part 2 validates—even if unintentionally so—the stigmatized view that it is instead a
moral failing, worthy of hiding,

Part 2 also needs to be aligned with HIPAA for operations purposes. Part 2 programs need to be able
to utilize patient information for administrative, regulatory financial, and quality programs. It is
impossible for a Part 2 program to obtain consent for every activity and person within the organization
that may need to touch patient information for operations activities like fulfilling our licensing and
accreditation requirements and performing quality assurance. Some specific examples of operations-
related needs include (but are not limited to) utilizing patient information to: examine the most effective
treatment options; improve documentation; defend the organization or its partners in a legal dispute;
conduct training programs for students, trainces or practicing clinicians; review the competence or
qualifications of our multi-disciplinary team of professionals; and evaluate clinical performance.

Alignment supports “parity”

By aligning Part 2 with HIPAA for “treatment,” “payment,” and “operations” purposes, the original
H.R. 3545 would continue Congress’s effott to bring much-needed parity between care for addiction
and care for physical health conditions. At the same time, the bill would actually strengthen Part 2’s
protections against discrimination and other potential abuses of information in criminal and civil courts;
we know how important this is because we get subpoenas every day for patient records, which our
Legal Department fights strenuously.

When Patt 2 was enacted in the 1970s, there was no insurance coverage for addiction treatment, few
states regulated facilities or providers who delivered services, and there were no other federal or state
privacy regulations of comparable scope. However, much has changed in the decades since. Thanks to
the 2008 Mental Health Parity and Addiction Equity Act, millions of Americans are now able to utilize
their insurance benefits, Many states also now regulate facilities and providers, and providers are subject
to federal regulations as well — most notably, HIPAA. 1t’s time to bring about the regulatory changes
necessary for providers to meet the needs of our patients.

It is critical that the otiginal FL.R. 3545 be preserved to align Part 2 with HIPAA for “treatment,”
“payment,” and “operations” and included in any opioid package enacted by this Congress.

We have led the way in advocating for the rights of people with addiction for decades. In this case, the
concerns of those opposed to the original bill are not supported by facts or our frontline experience.
We feel strongly that maintaining unnccessaty barriers to care during the nation’s worst addiction crisis
ever would be a missed opportunity and potentially grave mistake.

Thank you very much for your consideration and leadership on this important topic.

Sincerely,

57 AN

Wil e ’
Mark Mishek Marvin D. Seppala, MD
President and Chief Executive Officer Chief Medical Officer

Hazelden Betty Ford Foundation Hazelden Betty Ford Foundation
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CENTERSTONE

April 16,2018

The Honorable Greg Walden, Chairman
House Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington, DC 20515

The Honorable Frank Pallone, Jr., Ranking Member Ce: Kristen Shatynski
House Committee on Energy and Commerce Caleb Graff
2322A Rayburn House Office Building Waverly Gordon
Washington, DC 20515 Tiffany Guarascio

Re: Support for alignment of Part 2 with HIPAA for purposes of TPO

Dear Chairman Walden and Ranking Member Palione,

We are very encouraged by Congress’s dedication to reversing the opioid epidemic. Centerstone is
grateful for all the efforts Congress has made, particularly in the past year, to find ways to better treat patients
with substance use disorders. Specificaily, Centerstone thanks you for all your work in drafting dozens of
legislative proposals to become part of a larger CARA 2.0 package. We appreciate the Committee’s continued
leadership in working toward well-vetted, high-quality solutions to our nation’s opioid challenge. Once again,
we reiterate our support for a legislative vehicle to align Part 2 with HIPAA for the purposes of treatment,
payment, and healthcare operations (TPO).

The Confidentiality of Substance Use Disorder Patient Records rule — 42 CFR Part 2 — is a stringent rule
that prevents providers from systematically treating OUD/SUD patients in reliance on complete and accurate
patient histories. In moving towards more robust integrated care models where every member of a
patient’s treatment team needs to understand a patient’s full medical/SUD history, Part 2 stands as a
hindrance to whole-person care. Part 2 has never been applied universally: only federally assisted aleohol and
drug abuse programs providing SUD diagnosis or treatment are subject to the stringent Confidentiality of
Substance Use Disorder Patient Records rule — 42 CFR Part 2.2 Part 2 prevents these federally funded
providers from accessing a patient’s full substance use history witbout the patient’s prior written consent, In
contrast, non-federally assisted providers throughout the country are governed only by HIPAA, Re-disclosures
of protected patient information occasionally cited by patient privacy groups are currently illegal. Thus,
improper re-disclosures of information are not a reflection of a weak privacy law, but rather, are a reflection of
improper on-the-ground practice, which can be challenged in court. Thus, we urge lawmakers to align 42 CFR
Part 2 with HIPAA for the purposes of treatment, payment, and health care operations. Common sense
legislation tike The Overdose and Patient Safety Act (H.R. 3545), would align Part 2 with HIPAA for the
purposes of treatment, payment, and health care operations. The Amendment in the Nature of a Substitute to
H.R. 3545 has strengthened language regarding penalties for improper re-disclosures. Centerstone supports that
added language, but stresses the need for the statutory alignment to be for purposes of treatment, payment, and
healtheare operations, and not solely for the purposes of treatment (as in the AINS).

! hitps://www samhsa. gov/sites/default/files/fags-applying-confidentiatity-regulations-to-hie pdf
2 http:/rwww.jh org/wp fuploads/2013/09/42-CFR-Part-2-final.pdf
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CENTERSTONE
Substance use disorders can have complicated ripple effects on a patient’s health that need to be
carefully identified and coordinated.® The current outdated rule poses a serious safety threat to persons with

substance use disorders due to risks from multiple drug interactions and co-existing medical problems. To
illustrate this, an examplie from a Centerstone Indiana patient follows:

A young man was referred to Centerstone from a surgeon who had concerns about depression in his
patient. The referred individual had complex medical needs due to an injury. Upon initial referral, it appeared as
though the young man had some mental health concerns that were being treated with an anti-depressant and a
benzodiazepine, as prescribed by the surgeon. When assessing the young man at our community mental health
center for mental health and addiction services, we developed serious concerns about the possibility of
overlapping addictive disorders including opiate, benzodiazepine, and alcoho! addiction, in addition to a
depressive disorder. Due to the severity and combination of drugs the man was using, there were major safety
concerns. The young man’s support system was shallow - he was not from the area and had no friends or family
that lived locally. He had concerns about signing releases of information for any of his family that lived out of
town or for any other health care provider because he feared he would no longer be able to hide his addiction
from them, or obtain medication from other providers to support his addiction. Due to the complexity of his
medical condition, he was able to easily obtain both opiates and benzodiazepines from separate medical
providers. Being honest about his addiction would have resuited in him no longer having access to the
drugs that were being legally prescribed to him — ones that were threatening his wellbeing and posing
high levels of lethal risk of overdose.

After consulting with psychiatric staff, we determined he was in need of an additional psychiatric
assessment before potentially starting him on Suboxone to aid in staving off his addiction to opiates. The fear
remained, though, that he would continue to access benzodiazepines, which, if combined with Suboxone, could
be dangerous. As part of the terms of his Suboxone treatment, he had to agree to sign releases of information to
his other medical providers so that his psychiatrist could inform them of his fuil condition, which, if ignored,
could be more Icthal than any of the other complex conditions he was being treated for, After several months,
the young man agreed to be more open about his opioid use, and agreed to involve more and more individuals in
his care by signing additional releases of information. Shortly after he signed a release for his mother, he had a
significant relapse. Thanks to the ability to correspond with his mother, the treatment team intervened to get him
immediate medieal attention and follow-up inpatient treatment that led to a longer term residential placement. If
the young man had not signed the ROIs for his mother or his other health care providers, his providers would
have been extremely limited in how to proactively respond to his needs. Without an ability to share the young
man’s full medical history, he would have been at high risk of death.

SAMHSA recently released two final rules which take some steps to modernize Part 2, but they do not

go far enough. Legislative action through The Overdose and Patient Safety Act (H.R. 3543) is necessary to
modify Part 2 to the full TPO extent. We hope you will consider examples like these in finalizing a CARA 2.0

package to make care safer for all those who seek it. Thank you for your continued attention to these matters.

Sincerely,

David C. Guth, Jr.
Chief Executive Officer
Centerstone

? hitp://www.helpendopioidcrisis.org/
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April 20,2018

The Honorable Greg Walden The Honorable Frank Pallone, Ir,
Chairman Ranking Member

House Energy & Commerce Committee Housc Energy & Commerce Committee
2125 Rayburn HOB 2322A Rayburn HOB

Washington, DC 20515 Washington, DC 20515

Decar Chairman Walden and Ranking Member Pallone:

On behalf of the 3,900 hospitals, hundreds of thousands of clinicians and 150,000 other provider
organizations in the Premier healthcarc alliance, we thank you for your leadership in finding
solutions to address the opioid crisis that is plaguing our communitics. We believe critical stcps are
needed to equip patients, healthcare providers, payers and others in our communities to better deal
with the challenges that this cpidemic presents and the Committee’s role has been instrumental in
devcloping legislation to accomplish this.

As you mark-up your opioid package, we would like to highlight why it is important to include H.R.
35435, the Overdose Protection and Patient Safety Act, introduccd by Representatives Markwayne
Mullin and Earl Blumenauer, which would align 42 CFR Part 2 (Part 2) with HIPAA’s treatment,
payment and operation protcctions. Part 2 was enacted more than 20 years before HIPAA and 40
years prior to the utilization of electronic health care records. When Part 2 was first enacted

it played an intricatc rolc in protecting the paper medical record from improper use or seizure by
taw enforcement for those suffering from substance usc disorder.

While these protections were important in the 1970's, Congress went on to enact HIPAA in 1996,
which provides strong protections for every medical condition (i.e. mental health, HIV/AIDs,
STD's, Hep. C) with the exception of conditions related to substance use covered by Part 2. The
cnactment of the 21* Century Cures Act then put in motion the transition from paper medical
records to interoperabic electronic medical records with the aim of connecting our siloed health care
system to allow true integrated delivery models that could improve patient safcty, quality and
outcomes and reduce costs to cnsurc the longevity of Medicare and Medicaid. Today, many
integrated hcalth care providers, such as accountable care organizations, are using electronic health
records to better coordinate care for patients among all participating health carc providers, including
for the purpose of medication reconciliation at the time of diagnosis and treatment.

Premier believes changing Part 2 to align with the HIPAA standard of care for treatment, payment
and healthcare operations is essential to ensuring many of the proposals being considered by the

13034 Batlantyne Corporate Place T 704.357.0022 A44 North Capitol Steeet, NW, T 202.3930860 PREMIERING,COM
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Energy & Commerce Committee can achieve their intended goals. The opponents of H.R. 3545
cannot provide specific examples how H.R. 3545 would legally allow employers or landlords to
access an individual’s medical record, as they claim could occur. The bill’s co-sponsors have heard
them loud and clear and have added protections for substance use data to the bill that go beyond
HIPAA’s current robust protections. That said, they continue to argue that data breaches happen,
but this can be said of any industry in the country, not just healthcare.

The Premier healthcare alliance is committed to helping healthcarc providers with their ongoing
efforts to reduce adverse drug cvents, dependence and addiction. Our members are always driving
toward continuous improvement and toward finding solutions to this national problem, We are at a
point in which the opioid / heroin / fentany] crisis is moving in the wrong direction, evidenced by
the latest CDC reports that show emergency department visits are up 30 percent for overdoses. We
are committed to protecting patients’ privacy and believe that can be achieved by aligning Part 2
with HIPAA protections. Under current law the penalty for misusing or sharing information covered
under Part 2 is $50 (some argue this may havc cxpired) and only enforceable by the Department of
Justice. If Part 2 is aligned with HIPAA, the penalties would range from $150,000 to $1.5 million,
providing a much stronger recourse if any wrong doing occurs.

First, if we are to effectively care for Medicaid beneficiaries suffering from substance use
disorders, wouldn't it be prudent to allow the states to receive much needed public health data to
ensure they can identify problem areas in their state and allocate the proper resources to address
them? Last year, Virginia's Secretary of Homeland Security and Public Health Brian Moran's
written testimony highlighted the need to amend and align Part 2 with HIPAA. He also clearly
noted the state of Virginia was flying blind on how to address the deadly opioid crisis.

Second, effective utilization of state preseription drug monitoring programs will require making
changes to Part 2. Currently, patients covered under Part 2 will not have their prescriptions reported
into the state Prescription Drug Monitoring Program (PDMP). This presents many challenges,
especially in regards to preventing patients from doctor shopping for prescriptions, or identifying
bad actors in the medical community.

Finally, if we are to cxpand access to medication assisted trcatments for more individuals,
shouldn’t we ensure that the healthcare community has access to the full medical record? Do we
really think it is safe to say that every Part 2 patient is openly and willingly sharing their fuit
medical record with all of their health care providers? As you know, buprenorphine and drugs
similar in nature contraindicate with many other drugs patients may be taking. In order to prevent
unnecessary adverse events and ensure the best care is being delivered and medications are being
safely prescribed, shouldn't the medical community be able to fully reconcile a patient's drug
history?

13034 Balantyne Carporate Place T 704.357.0022 444 North Capitol Street, NW, T 202.3930860 PREMIERING.COM
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We would welcome the opportunity to share more information about our work to address the
opioids epidemic and explore ways in which we can help tackle the problem within the Medicare
program.

Sincerely,

Blair Childs
Senior vice president, Public Affairs
Premier healtheare afliance

13034 Ballantyne Corporate Flace T 704.357.0022 444 North Capitol Straet, NW. T 202.393.0860 PREMIERINC.COM
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April 6,2018

The Honorable Greg Walden The Honorable Frank Pallone

Chair, Energy and Commerce Committee ~ Ranking Mcmber, Energy and Commerce Committee
U.S. Housc of Represcntatives U.S. House of Representatives

Washington, D.C. 20515 Washington, D.C. 20515

RE: Overdose Prevention and Safety Act
Dear Chairman Walden and Ranking Member Pallone,

On behalf of the Catholic Health Association of the United States (CHA), the national leadership
organization of more than 2,000 Catholic health care systems, hospitals, long-term care facilities,
sponsars, and related organizations, I am contacting you regarding the opioid crisis affecting far
too many of our nation’s communities. We have heard from our health systems, hospitals and
clinics across the nation how this crisis is affecting their ability to provide health care, and we are
pleased to see the variety of legislative solutions being considered in the hearings held by the
Energy & Commerce Heaith Subcommittee.

As the Committee continues consideration of legislation, we wish to express our strong
support for the Overdose Prevention and Safety Act as originally introduced (H.R. 3545).
This legislation would align current regulations for substance use disorder (SUD) records
with existing patient protections for treatment, payment and health care operations, so that
SUD and other medical records would be treated in the exact same way. We also support
adding provisions to the legislation to ensure even stronger protections for patient privacy and
anti-discrimination, as well as appropriate penalties for violations of these protections.

Catholic health providers recognize that each human life is sacred and possesses inalienable
worth, and that health care is essential to promoting and protecting the inherent dignity of every
individual. We also recognize that supportive and readily available substance use disorder (SUD)
treatments are essential facets of holistic, person-centered and effective health care. The first
principle in our Vision for U.S. Health Care affirms our call to pay special attention to those
most likely to lack access to health care, many of whom are in desperate need of SUD services.
This commitment is why the Catholic health ministry strongly supports efforts to increase access
to these services and ensure that they become fully integrated into our health care system.

CHA supports H.R, 3545, the Overdose Prevention and Safety Act, as an important tool for
achieving that integration. Most importantly, H.R. 3545 as originally introduced would

allow “use or disclosure” of the content of records to carry out SUD treatment, payment or
health care operations as defined under current HIPAA regulations. These three pieces of a

1875 Eye Street NW, Ste. 1000 Washington, DC 20006 phone 202.296.3993 fax 202.296.3997 www.chausa.org
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patient’s record are inseparable in existing electronic health records (EHRs). They enable
the essential flow of patient information among providers that is critical to the timely and
effective delivery of health care and critical to patient safety and quality. That is not
possible when having to maintain and access two separate sets of records for the same
patient. For health providers, the alignment with HIPAA for SUD treatment as well as
payment and health care operations is essential to providing whole-person care. Full
coordination of physical care and SUD treatment, including medical records, is also necessary to
minimize the risk of relapse or future addiction among patients. And it is a key component for
licensing requirements, accreditation standards and maintaining best practices to ensure that
those requiring SUD treatment receive the most effective care possible.

We understand from our member organizations treating substance use disorders that the current
system, with separate charts and records for SUD patients, has made the provision of care
unnecessarily burdensome and curtailed their ability to expand options for care and treatment
even as the opioid epidemic continues. The full alignment of SUD records with HIPAA across
treatment, health care operations and payment settings, as originally provided for in H.R.
3545, is essential to their work, mission and patient safety.

Thank you again for your attention to the urgent matter of opioid and other substance use
disorders. We know that you share the goal of our Catholic health ministry in providing the best
possible care and treatment for those who need it, and we look forward to working with you on
legislative solutions that can meet the current challenges.

Sincerely,

Michael Rodgers
Senior Vice President, Advocacy & Public Policy

1875 Eye Street NW, Ste. 1000 Washington, DC 200068 phone 202.296.3993 fax 202.296.3997 www.chausa.org
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April 23,2018

The Honorable Greg Waiden The Honorable Frank Pallone, Jr.
Chairman Ranking Member

House Committee on Energy and House Committee on Energy and
Commerce Commerce

2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Re: HR 3545 — The Overdose Prevention and Patient Safety (OPPS) Act
Dear Congressmen Walden and Pailone:

The College of Healthcare information Management Executives (CHIME) is pleased to
support HR 3545, the Overdose Prevention and Patient Safety (OPPS) Act. The legislation
would be integral in managing opioid addiction records through seeking to align 42 CFR
Part 2 regulation with the Health Insurance Portability and Accountability Act (HIPAA) for
the purposes of payment, treatment and health care operations.

CHIME is an executive organization dedicated to serving chief information officers {ClOs),
chief medical information officers (CMIOs), chief nursing information officers (CNiOs) and
other senior healthcare IT leaders. With more than 2,500 members in 51 countries and over
150 healthcare IT business partners, CHIME provides a highly interactive, trusted
environment enabling senior professionat and industry leaders to coliaborate; exchange
best practices; address professionat development needs; and advocate the effective use of
information management to improve the heaith and heaithcare in the communities they
serve.

Recently, in the face of the almost 45,000 lives lost in 2016 to opioid addiction and
overdose CHIME’s Opiaid Task Force is undertaking several initiatives aimed at curbing
the pattern of addiction inctuding reviewing the impact of technology and data driven
solutions.

When a provider is caring for a patient’s health, it is essential that they have a complete
medical history with all relevant information that will help them make clinical decisions to
the best of their ability. To ensure the highest quality of care possible, information
pertaining to substance use disorder (SUD) is pertinent. However, as it currently stands as
required by 42 CFR Part 2, SUD treatment and diagnoses are kept confidential from
providers which can be extremely problematic when a clinician is attempting to treat
someone but doesn’t know their prior addiction history. Our members strongly support
synchronizing these consent policies and reducing the burdens imposed by these two
different sets of rules and facilitating consent for the purposes of treatment, payment and
healthcare operations pursuant to HIPAA.



Oftentimes, someane is prescribed an opioid for pain because the physician doesn't have
any knowledge of problematic substance abuse history. if they had been able to access
this information, they would often have been able to keep those vulnerable for misuse safe
from the harm of the highly addictive painkiller. HR 3545 would align 42 CFR Part 2 with
HIPAA which would altow the sharing of patient information with clinicians treating the
patient, so they can make the most informed decisions possible. By ailowing this, the
information would still be safeguarded under the rules of HIPAA while giving clinicians
electronic access to a broader picture of a patient’s health; therefore, resuiting in a better
care experience for the patient.

We appreciate your continued interest and leadership on this subject. We stand ready to
work with you and your colieagues toward the passage of this important legisiation, which
would help clinicians treat those patients struggling with addiction. Shouid you have any
questions about our position or require additional information, please contact us at

policy@chimecentral.org.

Sincerely,
At U f
W C R
L
Russell Branzell, FCHIME, CHCIO Cletis Earle, Chair, CHIME Board of Trustees
CEO & President, CHIME Vice President and CIO Information

Technology Kaleida Health
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PARTNERSHIP TO AMEND 42 CFR PART 2

A COALITION OF OVER 40 HEALTH CARE STAKEHOLDERS COMMITTED TO ALIGNING
42 CFR PART 2 (PART 2} WITH HIPAA TO ALLOW APPROPRIATE ACCESS TO PATIENT
INFORMATION THAT IS ESSENTIAL FOR PROVIDING WHOLE-PERSON CARE.

April 23,2018

The Honorable Greg Walden, Chairman The Honorable Frank Pallone, Ranking Member
House Committee on Energy & Commerce House Committee on Energy & Commerce
2125 Rayburn House Office Building 2322A Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden and Ranking Member Pallone:

On behalf of the Partnership to Amend 42 CFR Part 2, the undersigned organizations thank you for holding

many hearings on the opioid crisis and putting forth thoughtful legislation to address this epidemic. The Committee
on Energy and Commerce hearings have covered many challenges facing states and commumities,

patients, providers, and payors across the country,

As you mark-up your opioid package, we would like to highlight the importance of including H.R. 3545, the
Overdose Protection and Patient Safety (OPPS) Act, sponsored by Representatives Markwayne Mullin and Earl
Blumenauer. The OPPS Act would align 42 CFR Part 2 (Part 2) with the Health Insurance Portability and
Accountability Act (HIPAA) for the purposes of health care treatment, payment and operations (TPO).

Part 2 was enacted more than 20 years before HIPAA and 40 years prior to the utilization of electronic health care
records. While different treatment of substance use disorder (SUD) records were important in the 1970's, Congress
went on to enact HIPAA in 1996, which allows for the sharing of medical records without an authorization for
TPO. Ready access to treatment and efficient payment for health care are essential to the effective operation of our
health care system. Additionally, certain health care operations, such as administrative, financial, and quality
improvement activities, are essential to support treatment and payment. Afigning Part 2 with HIPAA for purposes
of treatment alene would not allow for care coordination, payment to providers, or fraud and abuse detection
without an authorization. HIPAA applies to every single illness, including other stigmatized diseases like mental
health, HIV/AIDS, and SUD. However, because HIPAA sets the “floor” or minimum protections for health
information, the overly-stringent restrictions imposed under Part 2 supersede HIPAA and prevent alignment with
all other health care conditions.

The members of the coalition are committed to quality care and protecting patients’ privacy and believe that can be
achieved by aligning Part 2 with HIPAA for the purposes of TPO. H.R, 3545 maintains all of the protections
against the use of SUD records outside of TPO, including in criminal proceedings or investigations, currently in
Part 2 and in fact, strengthens them. For example, it currently is not, and is not under H.R. 3545, legal to share an
individual’s SUD record with an employer, law enforcement, or a landlord. Further, H.R. 3545 will require the
automatic dismissal of any criminal proceeding or investigation based upon a SUD record that was not properly
obtained using the longstanding court order process set forth under Part 2. Additionally, under current law the
penalty for misusing or sharing infosmation covered under Part 2 is from $500 to $5,000. If Part 2 is aligned with
HIPAA, the penalties will range fraom $100 to $1.5 million, providing a much stronger recourse if any wrongdoing
oceurs.
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We believe changing Part 2 to align with the HIPAA standard of care for TPQ is essential in order to integrate care,
stop opioid prescriptions from getting into the hands of individuals with a SUD, and to ensure many of the
proposals being considered by the Committee an Energy and Commerce can achieve their intended goals.

Sincerely,

Academy of Managed Care Pharmacy (AMCP)
American Association on Health and Disability
American Health Information Management Association (AHIMA)
American Hospital Association

American Psychiatric Association

American Society of Addiction Medicine

American Society of Anesthesiologists

America’s Health Insurance Plans

AMGA

Association for Ambulatory Behavioral Healtheare
Association for Behavioral Health and Wellness
Association for Community Affiliated Plans

Catholic Health Association of the U.S.

Centerstone

Gilobal Alliance for Behavioral Health and Social Justice
Hazelden Betty Ford Foundation

Health IT Now

Healtheare Leadership Council

InfoMC

Mental Health America

National Alliance on Mental Iliness

National Association for Behavioral Healthcare
National Association of ACOs

National Association of State Mental Health Program Directors (NASMHPD)
Netsmart

OCHIN

Otsuka America Pharmaceutical, Inc.

Premier

The Joint Commission
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Attachment 6
CONFIDENTIALITY
COALITION
February 20, 2018
The Honorable Greg Walden The Honorable Frank Pafione
Chairman Ranking Member
U.S, House of Representatives U.S. House of Representatives
Committee on Energy and Commerce Committee on Energy and Commerce
2125 Rayburn House Office Building 2125 Rayburn House Office Building
Washington, D.C, 20515 Washington, D.C. 20515

Dear Chairman Walden and Ranking Member Pallona,

The Confidentiality Coalition is writing to you to urge passage of H.R. 3545, the Overdose
Pravention and Patient Safety (OPPS) Act, to enable the appropriate exchange of necessary
information among medical professionals who are treating individuals with substance use
disorders, including opioid abuse. While the Confidentiality Coalition commends the U.S.
Substance Abuse and Mental Health Service Administration’s (SAMHSA's) ruling to amend 42
C.F.R. Part 2 to bettar align Part 2 ragulations within the Health insurance Portabllity and
Accountability Act (HIPAA) to integrate behavioral and physical healthcare, we believe this
ruling does not go far enough to help increass access to relevant heaith information among
patients, payers and providers while concurrently protecting patient privacy.

The Confidentiality Coalition is a broad group of organizations spanning alf sectors of healthcare
working to ensure that policies are implemented to appropriately balance the protection of
confidential health information with the efficient and interoperatile systems needed to provide
high quality healthcare. Access to timely and accurate patient information leads to both
improvements in quality and salaty and the development of new lifesaving and life-enhancing
medical interventions.

The Confidentiality Coalition is comprised of hospitals, medical teaching colleges, heafth plans,
pharmacies, pharmaceutical companias, medica! device manufacturers, vendors of electronic
health records, biotach firms, amployars, health product distributors, pharmacy benefit
managers, health information and research organizations, clinical laboratories, and others.
Through this diversity, we develop a nuanced perspective on the impact of any legisiation or
regulation affecting the privacy and security of health consumers.

Current federal regulations governing the confidentiality of drug and alcohot treatment and
prevention records (42.C.F.R. Part 2 (Part 2)) preclude the Centers for Medicare & Medicaid
Services {CMS) from disclosing medica! information 1o heaithcare providers for care
coordination, inciuding those engaged in accountable cars organizations and bundied payment
organizations. These regulations currently require complex and multipte patient consents for the
use and disciosure of patients’ substance use records that go beyond the sufticiently strong
patient confidentiality protections that were subsequently put in place by HIPAA.
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Electronic health records and value-based payment modeis such as Accountable Care
Organizations {ACOs}, Heallh Information Exchanges (HIEs}), Medicaid Health Homeas and
related Medicare and Medicaid integrated care programs were designed to create a mors
holistic, patient-centered approach to healthcare whera providers work together to coordinate
across their traditional siios and in some cases are held jointly accountable for the quality,
outcomes and cost of that care. Critical to making these new models work for patients is having
access to the individuals' health records, including those related to substance use disorders.
CMS provides participating providers of Medicare ACO and bundied payment organizations witt
monthly Medicare Parts A, B and D claims under data use agreements that include criminat
penalties for misuse, Yet, due to outdated laws mentioned above, CMS is forced to remove al/
claims whera substance use disorder is a primary or secondary diagnosis. Patient safety is also
threatenad with the potential pharmaceutical contraindications that coutd occur without access
to the full medical record, Without this critical information, providers are prevented from
understanding the fuil extent of their patients’ medical needs.

We commend SAMHSA's recent rule making efforts, and understand the agency has probably
gone as far as possible in regards to attempts to modernize the Part 2 Rule. To sutficiently
address the need for further reform, Representatives Markwayne Mullin and Eari Blumenauer
have introduced H.R. 3545 to ehsure healthcare providers have access to the full medical
record, including information on substance use disorders, to effectively and safely treat patients
suffering from substance use disorders while guaranteeing the privacy and security of
substance use medical records. In particular, H.R. 3545 would reinforce and expand existing
prohibitions on the use of these records in criminal proceedings.

We urge the Committae to consider H.R. 3545 to amend 42 CFR Part 2 and align with HIPAA's
treatment, heaithcare operations and payment policy as one of several potential soiutions
Congress passes to help with the opioid crisis. Thank you for your attention to this important
matter.

Sincerely,

Tina Grande

N

Tina Grande
Healthcare Leadership Councit on behalf of the Confidentiality Coalition

cc: U.S. House of Representatives
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¥ PORT GAMBLE S'KLALLAM TRIBE

Statement for the Record of the Port Gamble S’Kiallam Tribe
Before the House Energy and Commerce Subcommittee on Health
For the Hearing Record for
"Combating the Opioid Crisis: Improving the Ability of Medicare
and Medicaid to Provide Care for Patients"

April 11,2018

The Port Gamble S'Klallam Tribe provides these comments for the record for the
Committee’s hearing held on April 11 and 12, 2018, entitled, "Combating the Opioid
Crisis: Improving the Ability of Medicare and Medicaid to Provide Care for Patients.”
These comments communicate the impacts of the opioid epidemic on our Tribe, our
response, and what we need from Congress in order to effectively confront this issue. We
are proud of the steps our Tribe has taken towards formulating and implementing a multi-
faceted, comprehensive approach to respond to the opioid epidemic in our community,
and we are pleased to share our expericnees with the Committee. We look forward to
further opportunities for discussion on this important topic and invite the Committee to
contact us with any follow up questions.

L About the Tribe, our Health Care System and Relevant Programs

The Port Gamble S’Klallam Tribe is a federally recognized, self-governing tribe with 100
percent of its reservation lands in trust, We are located on the northern tip of the Kitsap
Peninsula in Kitsap County Washington. The Tribe’s Reservation is home to about two-
thirds of the Tribe’s 1,200 enrolled members. The Tribe is the only Indian health care
provider of both primary and behavioral health services in Kitsap County, and proudly
provides culturally appropriate health care to our members and approximately 800 other
American Indians and Alaska Natives (AI/AN) and community members living on our
Reservation.

The United States has a trust responsibility to provide health care to our tribal members,
as recognized in our treaty and reflected in numerous statutes. In 1976, Congress
amended the Social Security Act to recognize the Federal Government's commitment to
honoring tribal sovereignty, upholding the trust responsibility, and recognizing our
government-to-government relationship by authorizing Medicare and Medicaid
reimbursement for services provided in the Indian Health Service (IHS) and tribally
operated health care facilities. The Centers for Medicare and Medicaid Services (CMS)
plays an essential role in fulfilling the Federal Government's trust responsibility to Tribes
by ensuring access to and the quality of critical healtheare programs and services to
Al/AN communities.
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Medicaid funds represent 13% of total IHS funding, and provides coverage for 34% of
non-elderly AI/ANs and over half of AI/AN children, but that only amounts to a fraction
of one percent of total Medicaid funding. Over 44% of patients at the PGST clinic are
Medicaid eligible and 28% remain uninsured. Over half of our uninsured patients are
tribal members. Medicaid payments represent approximately 20% of our funding in
health services.

Medicaid reimbursements are essential to filling the gap created by chronic underfunding
of IHS, and are a critical source of funding for self-governance tribes like ours. Qur IHS
funding alone would not allow us to provide comprehensive primary care services. Our
third-party revenue allowed us to hire additional medical staff and support staff, as well
as nurse case management and funding for the essential prevention work.

The Tribe joined the Tribal Self-Governance Project, a consortium of self-governing
Indian Tribes, in 1990 and has directly provided health services to its members for over
20 years. We fund our health services though a compact with the THS under the Indian
Self-Determination and Education Assistance Act, and operate and manage our entire
health system on our Reservation.

Our health system includes primary care, dental, mental health and substance abuse
services. We provide our primary care services out of our outpatient primary care health
clinic, which is staffed with 2 physicians, a physician assistant, and 4 registered nurses.
Our dental building is next door and includes 2 dentists, 1 dental health aide therapist,
and a dental hygienist. Qur behavioral health clinic is approximately two miles away. It
includes 1 physician, | Advanced Registered Nurse Practitioner (ARNP), 4 substance
abuse counselors, 5 mental health counselors and 2 prevention specialists. It provides
outpatient substance abuse treatment, relapse prevention, group, individual and family
mental health counseling, psychiatric evaluation and medication management, and
Medication Assisted Treatment (“MAT™). Over 98 percent of our behavioral health
clients are also served by our primary care clinic. Community Health Representatives
and transporters fill an essential role for both clinics, providing clinical linkages to the
community and transportation services.

In addition, relevant to the opioid issue, our Tribe operates a police department, which
consists of nine officers and places a strong emphasis on community-oriented policing for
all residents and visitors. We also operate a Tribal Court with jurisdiction over criminal,
civil and juvenile matters. Appeals are heard by our three-judge Court of Appeals.

Our Children & Family Services Department includes our Behavioral Health Division
and the Community Services Division and works to enhance the quality of life of our
Tribal members and their families through a culturally sensitive approach that encourages
living a healthy lifestyle and promotes self-sufficiency. The Port Gamble S'Klallam
Tribe operates all eligible programs under Title [V of the Social Security Act; Temporary
Assistance to Needy Families (TANF) Part A, Child and Family Services (Part B), Child
Support (Part D), and lastly, Fostcr Care and Adoption Assistance (Part E).
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11. Impacts of the Opioid Crisis on the Tribe

In Washington State, the Native American overdose rate is more than twice as high as
that of white Washingtonians.! The data shows that AVAN in Washington State die of
drug overdoses at a rate of 34.4 per 100,000 people, more than twice the rate of the next
highest group (15.1 for Pacific Islanders), and almost three times that of whites at 12.4
and African Americans at 12.3. Other rates are 1.1 per 100,000 for Latinos, and 1.2 for
Asian Americans.” For every opioid overdose death, there are 10 treatment admissions
for abuse, 32 emergency room visits, 130 people who are addicted to opioids, and 825
nonmedical users of opioids.*

Further, misuse of prescribed opioids frequently leads to abuse of other drugs such as
heroin. According to the National Institute of Drug Abuse, 21 to 29 percent of patients
prescribed opioids for chronic pain misuse them, and 4 to 6 percent who misuse
prescription opioids transition to heroin. About 80 percent of people who use heroin first
misused prescription opioids. The death rate for heroin overdoses among Native
Americans has also skyrocketed, rising 236 percent from 2010 to 2014.* That exponential
increase is the result of and now a part of the prescription opioid crisis.

The CDC reports that American Indians/Alaska Natives had the highest national drug
overdose death rates of any race in 2015, and a 519% increase in the number of non-
metropolitan overdose deaths from 1999-2015.% Alarmingly, approximately 1 in 10
American Indian youths ages 12 or older used prescription opioids for nonmedical
purposes in 2012, double the rate for non-Hispanic white youth.?

These statistics reflect the heartbreaking reality on the Port Gamble S*Klallam
Reservation as we struggle to confront the devastation caused by opioids flooding our
community. We have had numerous overdoses and deaths in our community as a result of
the opioid crisis, and not only from the vast supply of such drugs coming into our
community through the black market. It has been estimatcd that approximately 60% of

! Austin Jenkins, Inslee Wants Washington State to Declare Opioid ‘Public Health Crisis,” KUOW .org (Jan
12, 2018), available at http://kuow.org/post/inslee-wants-washington-state-declare-opioid-public-health-
crisis.

? Washington Department of Health Death Certificate Data.

* National Institute on Drug Abuse. Opioid Abuse Crisis. Available at https://www.drugabuse.gov/drugs-
abuse/opioids/opioid-overdose-crisis (last accessed March 8, 2018).

# Dan Nolan and Chris Amico, How Bad is the Opioid Epidemic?, PBS.org (Feb, 23, 2016), available at
https://www .pbs.org/wgbh/frontline/article/how-bad-is-the-opioid-epidemic/ (last accessed Feb. 27, 2018).
5 CDC Morbidity and Mortality Weekly Report (MMWR), available at

https://www cde. gov/mmwr/volumes/66/ss/ss66 19al.htm?s_cid=ss6619al_w (last accessed March 8,
2018).

¢ National Congress of American Indians, Reflecting on a Crisis Curbing Opioid Abuse in Communities
{Oct, 2016), available at http://www .ncai.org/policy-research-center/research-data/pre-
publications/Opioid_Brief.pdf (last accessed Feb. 27, 2018).
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3

the opioids that are abused come, directly or indirectly, through the standard, “lawfu}
channels of distribution.”

On our Reservation, the deaths include members who were prescribed opioids as pain
medication and accidentally overdosed. In the recent past, the Tribe experienced an
overdose by a young mother and the death of a toddler, just two years old, who got into
his parents’ opioid medication. We have grieving children, parents, grandparents, and
great-grandparents who have lost family due to this scourge. Every family on our
Reservation has been impacted by this epidemic.

At a government level, these impacts cut across all departments, complicating funding
priorities and creating competition for scarce resources. Our Health, Behavioral Health,
Children & Family Services, and Housing Departments, as well as our courts, law
enforcement, and administration, all have a role to play in responding to this crisis.

One specific example of the impacts we face involves dependency cases that the Tribe
files to ensure a child’s safety and well-being. One of the key roles of our Children &
Family Services Department is to keep children with their families. However, when the
Department is dealing with children who are removed from a home due to abuse and
neglect, they nced to find alternative care for those children. We have both relative
placements and 20 Tribal licensed foster homes. As a result of the opioid erisis, the
Department has secn a substantial increase in dependency cases. Ninety-eight percent of
all dependency cases are now the result of drug use. In the first eight weeks of 2018, the
Tribe filed four new dependency cases, three of which were related to parent(s) opioid
abuse. This already surpasses the total new cases filed in 2017. These new cases are in
addition to the open dependency cases that the Tribe has already filed. The increased
number of dependency cases due to opioid abuse or overdose has overwhelmed our
capacity. Opioid abuse impacts the whole family. Our Tribal member grandparents are
often raising their grandchildren. In addition to this role, they often struggle to help their
own child who is suffering from addiction.

The increased number of dependency proceedings burden existing child welfare services
staff and resources, and require additional hires. Every child who comes into the Tribe’s
care and custody needs an array of intervention and services, including mental health
counseling, medical services, substitute care, and housing. The parents who survive need
treatment and counseling as well. Children who are exposed to opioids in utero suffer
from opioid withdrawal and Neonatal Abstinence Syndrome, and often bear scars that will
last a lifetime. These infants are immediately transferred 1o a neonatal intensive care unit
for a period of days, weeks, or even months, frequently requiring emergency evacuation
for care to save the infant’s life. Such emergency transportation costs the Tribe thousands
of dollars for cach occurrence.

" As we have alleged in our fawsuit (discussed below), the practices that the defendant manufacturers and
distributors have engaged in by moving massive amounts of prescription opioids into our community are in
fact unlawful.
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The crisis has forced the Tribe to staff new positions at great expense, including additional
substance abuse counselors to deal with the substantial increase in opioid addiction, a
nurse specializing in substance abusc disorders for case management related to the opioid
epidemic, and physicians to provide Medication Assisted Treatment with drugs such as
naltrexone for opioid addiction and abuse.

The Tribe has provided naloxone HCl, also known as “Narcan”, a nasally administered
overdose reversal drug, and the training to use it, to all law enforcement personnel. Due to
their work in the field in our Tribal community, those officers regularly encounter
individuals suffering from opioid overdose symptoms who can only be assisted and saved
from death by timely administration of Narcan. The Tribe provides Narcan and training in
its use to other members of our community, because the need for such emergency
treatment is severe. Approximately 120 Tribal members have been provided with Narcan
and trained on how to administer the drug. These steps are necessary, but they also cost
money, which affects our Tribe’s budget and priorities for budget spending.

In terms of housing, the Tribe receives federal funding under the Native American
Housing Assistance and Self-Determination Act (NAHASDA) to develop and operate
affordable housing for low-income Indian families. Due to the substantial increase in
opioid abuse, the Tribe has seen a parallel increase in evictions of Tribal members and
other Indian families (since NAHASDA requires all leases to have language authorizing
eviction for “drug-related criminal activity™). When those families are evicted from the
Tribe’s housing they generally become homeless, and as a result they are then in even
greater need of social, medical, and child welfare services from the Tribe.

The opioid crisis is overwhelming to our law enforcement and social services programs
as they are not presently resourced sufficiently to meet the needs arising from the opioid
epidemic. We are working as hard and as efficiently as we can with the resources we
have, but additional resources in terms of funding, personncl and authorities are needed
to combat the myriad problems the opioid crisis causes.

This epidemic is a complex issue, and there is no quick and easy fix for resolving the
problem. Rather, we need a multifaceted, comprehensive approach with tactics that
work. Our Tribe has been working to implement such an approach but we need your help.

II1. What Port Gamble S’Klallam Tribe is Doing to Combat the Crisis

The Tribe has shown leadership in its aggressive and comprehensive response to the
opioid epidemic through our cross-governmental Tribal Healing Opioid Response
program, collaboration with Washington State, through participation in the Three County
Coordinated Opioid Response Project (3CCORPS), and, most recently, like many other
state and tribal governments, by seeking to cut the flow of opioids into our community
and seek compensation for the devastation caused by the crisis by filing a lawsuit against
the manufacturers and distributors of these drugs for their role in creating this crisis.
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A. THOR - Tribal Healing Opioid Response

The Tribe convened two Tribal town hall meetings last year to share the local impacts of
the opioid crisis and determine a path forward. The extraordinary attendance at these
community events demonstrated the intense and widespread impact of the crisis. Our
Tribal Council then met with Kitsap County officials to discuss a response to the opioid
crisis. The Tribe recognized that the crisis affects all our members and Tribal agencies
and requires a cross-government response. These cfforts led to the creation of our Tribal
Healing Opioid Response (THOR), a project led by the Tribe’s Behavioral Health and
Health Services Departments. THOR is now the heart of our opioid response on our
Reservation.

THOR has three main goals, and Departments across the Tribe—not just health-related
entities—are responsible for achieving them. These three main goals and the associated
strategies are;

(1) preventing opioid misuse and abusc by changing prescription practices, raising
awareness of the danger of overdose, youth prevention programs, safe storage
and disposal education, and drug supply reduction;

(2) expanding access to opioid use disorder treatment by training health providers
to recognize disorder symptoms, increasing access to treatment, applying
treatment practices in the criminal justice system, implementing syringe
exchange and overdose prevention/treatment training, and reducing instanccs
of opioid withdrawal in newborns; and

(3) preventing deaths from overdose by educating the Tribal community in how to
recognize and respond to an overdose, and expanding access to overdose
reversal medication.

Since January 2017, the Tribe has convened monthly THOR workgroup meetings
composed of Tribal Council Members, Department Directors, staff, and other community
members to implement the THOR goals. The workgroup is responsible for developing,
reviewing and updating the Tribe’s local response plan. It reviews the statewide opioid
response plan and other best practices, identifies appropriate strategies, and assigns tasks
and responsibilitics to workgroup members.

Significantly, our Tribe took note of the November 2016 Surgeon General’s Report on
Alcohol, Drugs and Health which identified prevention as key to the fight against abuse
and addiction. We pulfed strategies from this report and put them into practice in our
effort to get ahead of potential addictions by creating a Prevention Team. Our Prevention
Team is responsible for numerous programs that focus on youth and using evidenced-
bascd approaches to keep youth active in the community. The youth services program
offers extended hours, a safe space, and education about substance abuse and suicide
prevention 6 days a week. Through our Chi-e-chec Tribal Coalition, we collaborate with
adults in the community and provide substance abuse cducation and prevention activities
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to adults and families, Chi-e-chee can be translated to “the workers or the do-ers.” The
coalition has been active for over 20 years and is identifying and implementing events
and activities around issues that are significant to our community.

The Tribe provides education to the community, focusing on pain treatment with
excrcise, mental health and non-opioid medications. Our ultimate goal through this effort
is to significantly reduce the number of opioid prescriptions. Town hall meetings are
held quarterly to help educate the community on current issues/topics that are significant
to the community and are well attended.

THOR assigns specific responsibilities to each of the Tribe’s departments to reach the
THOR goals.? For prevention, the Health Department is responsible for promoting best
practices in prescribing and promoting sale storage and disposal of prescriptions; the
Behavioral Health Department is responsible for awareness programs; Chi-e-chee is
responsible for preventing misuse in youth; and the Police Department is responsible for
attempting to interdict and decrease the supply of illegal opioids. For treatment, the
Health and Behavioral Health Departments, along with the Police Department, train
providers to recognize abuse, and the Behavioral Heaith Department, Health Department
and Re-Entry Program work together to increase access to treatment and offer syringe
and needle exchange. To prevent overdose deaths, Chi-e-chee, Fluman Resources,
Behavioral Health and Health work together to educate the entire community to
recognize and respond to overdoses, including through the administration of naloxone.

As a tribal government, we are focused on providing culturally appropriate treatment to
our members sulfering from opioid addiction and the host of health and mental health
issues that come with it. These include programs such as our weliness activities, talking
circles, and group therapy. The Healing of the Canoe Project is a collaborative project
among the Port Gamble §°Klallam Tribe, the Suquamish Tribe, and the Alcohol and
Drug Abuse Institute at the University of Washington. Its central mission is to develop a
life skills curriculum for tribal youth that includes drug abuse materials. The Project has
made its curriculum available and has trained a total of 350 attendees from 46 Tribes and
14 tribal organizations in how to adapt and implement the currieulum.

One of central reasons why our THOR program is so effective is because the Tribe is not
only a health care provider for our community, we are also a government with the ability
to coordinate with State, County, and regional groups. Our clinics, Police Department and
social services departments have the ability to quickly work through bureaucracy for
eross departmental collaboration, providing better services to both Tribal members and
the community as a whole.

® Tribal Healing Opioid Response Program,
https://www.nihb,org/docs/12032017/Tuesday%20Sessions/THOR%20Presentation.pdf (last accessed
March 11, 2018).
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B. Collaboration with Washington State and Accountable Communities of
Health (ACH)

Washington State has a Section 1115 waiver under the Social Security Act which funds
experimental, pilot, or demonstration projects that are found by the United States
Secretary of Health and Human Services to be likely to assist in promoting the objectives
of the Medicaid program. These demonstration projects provide states additional
flexibility to design and improve their programs with an eye toward evaluating state-
specific policy approaches to better serve Medicaid populations. Through its Section
1115 waiver authority, Washington State has created Accountable Communities of
Health, which bring together leaders from multiple health sectors around the state with a
common interest in improving health and health equity. ACHs seek to align resources
and activities to support wellness and a system that delivers care for the whole person.
ACHs are also working to shift health care reimbursement strategies away from a system
that pays for volume of service to one that rewards quality and outcomes.

Through the Section 1115 waiver and the creation of these ACHs, the Tribe has been able
to form partnerships that were not otherwise easily accessible or workable. Now, on the
opioid issue, specifically, the Tribe has multiple partners at different levels with whom it
can and has been coordinating to develop and implement a variety of tactics to address
the many issues arising from the epidemic. The Tribe collaborates with Washington State
on the Washington State Opioid Response Plan and, on the regional level, the Olympic
Community of Health (OCH) which is implementing the Three County Coordinated
Opioid Response Project (3CCORPS).

C. Olympic Community of Health and 3CCORPS

OCH is an Accountable Community of Health whose objectives are to improve patient
care, reduce the cost of health care and improve the health of the population in Clallam,
Jefferson and Kitsap Counties. Each of the seven Tribal Nations within the three county
region, including our Tribe, is represented on the OCH Board of Directors.

3CCORPS, OCH’s specific opioid response, was launched in September of 2016 and
convened an opioid summit in January 2017. It was not long before this summit that one
of our Tribal members died due to missing a dose of naltrexone. This tragedy spurred
momentum for our Tribe’s active opioid response.

3CCORPS is currently in the implementation phase of its opioid response plan.
Addressing the opioid epidemic is a required project in the Medicaid Transformation
Project (MTP) of the OCH. 3CCORPS’ foundations are the same 3 goals and strategies
that the Tribe has adopted and adapted as our own opioid response plan. They also align
with the statewide plan. The alignment of goals and strategies allows for quick
duplication of evidence-based strategies and the ability to coordinate within the broader
regional and state level, and also facilitates evaluation and data collection efforts.
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3CCORPS is our work on the regional level with the OCH. Other groups that participate
in 3CCORPS are independent clinics, police departments, and social service agencies that
serve many different communities.

D. Litigation to Curtail Oversupply of Opioids and to Obtain Compensation for
Damages

On March 5, 2018, the Port Gamble S’Klallam Tribe, along with the Suquamish Tribe
and the Jamestown S’Klallam Tribe, filed a complaint in federal district court naming
various opioid manufacturers and distributors, inciuding Purdue Pharma LP, McKesson
Corp., Cardinal Health Inc., AmerisourceBergen Corp. and others. Our complaint alleges
that these companies spread false and misleading information about the safety of opioids,
negligently created an illicit market for opioids, and failed to control the flow of opioids
to our Tribal members. The complaint details the same devastating impacts that we report
to you today, and asks the court to find that the defendants broke the faw though fraud,
negligence, public nuisance, violation of Washington State consumer protection laws,
other laws, and racketeering, Through the lawsuit, we seek compensation for the cost of
responding to and treating opioid-related addiction and punitive damages. We are also
seeking injunctive relief to stop these defendants from continuing these devastating
actions. In filing this lawsuit, we join over 400 other plaintiffs across the country,’
including state and tribal governments, in secking to hold these companies accountable
for the devastation caused by the opioid crisis.

IV.  Lessons Learned and Strategies All Tribes Can Choose to Put in Place
A. Cross-Government Coordination

Through THOR and our 3CCORPS program with the OCH, we have learned many
lessons in the fight against opioid addiction and efforts to treat those affected. At the
forefront, we learned that coordination and communication across our government is key
as well as ensuring that all of our Departments pitch in to the effort however they can.
As the opioid epidemic affects all facets of our community, we have taken an “all-hands-
on-deck™ approach as a government. As explained above. we draw on any and all of our
Departments that can help so that we can attack the crisis from many angles. Our
monthly THOR workgroup meetings have been key to synchronizing our programs and
generating action items to address the opioid problems in our community.

B. Culturally Appropriate Care

Recognizing that traditional healing practices, cuitural beliefs regarding approaches to
treatment, and differences in interpersonal communication contribute to significant
variances in effectively meeting the healthcare needs of AI/AN, cultural competency is
an inherent part of who we are, who we serve and what we do.

¢ =Can This Judge Solve the Opioid Crisis?”, New York Times, March 5, 2018, available online at
https://www.nytimes.com/2018/03/05/health/opioid-crisis-judge-lawsuits.html, (last accessed March 8,
2018).
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C. Abuse Prevention
Prevention is the cornerstone for any opioid response, as the Surgeon General’s Report
on Alcohol, Drugs and Health (November 2016) states. We realize that availability of
resources is different in different parts of Indian Country. Yet, there are strategies that
any Tribe can put into place in its fight against the opioid epidemic. Our Tribe has a
“toolkit” which we share with other Tribes in their opioid fight. We are happy to share
our “toolkit” with any Tribe who would like access to it. Our “toolkit” includes:

(1) Our Pain Agreement — used in the clinic for clients with opioid prescriptions
for chronic pain;

(2) Our Narcan Standing Orders & Policy — provides Narcan to any Tribal
member or houschold that requests it, and to any patient with an active opioid
prescription; and

(3) Our Good Samaritan Tribal Code — provides liability protection for those who
act in good faith and seek medical assistance for any person who is
experiencing a drug-related overdose.

Collaborating with federal agencies has been very helpful in our Tribe’s fight against the
epidemic. We suggest that Tribes regularly call upon their regional federal agency
officials from IHS, SAMHSA, HRSA, BIA, DOJ, and others. These agencies have
resources, technical assistance and connections that they can share. Further, Tribes may
find that partnering with their neighboring governments on this particular issue yields a
variety of benefits. Accessing additional resources is always a benefit, whether they are
financial resources or non-financial resources such as experience, expertise and technical
assistance. Brainstorming and sharing ideas with federal agencies and neighboring
governments with mutual interest in stemming the opioid crisis can lead to innovation
and cooperation.

Our Tribe has benefited from having close collaboration with federal agencies at the
regional level. The Acting Regional Director of the Department of Health and Human
Services (HHS), and the Regional Director of the Substance Abuse and Mental Health
Services Administration (SAMHSA), have both visited the Tribe recently, participating
in robust discussions on opioid prevention. As a specific example, our SAMFHSA
discussion helped clarify 42 CFR Part 2 updates and requirements.

V. Barriers and Needs to More Effectively Fight the Opioid Crisis
A. Funding Nceeds

There are several barriers that Tribes face in their efforts to overcome the opioid
epidemic. We have run into several.
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1. Adeguate Funding and Direct Funding

Adequate funding to combat this behemoth opioid crisis is, of course, a major barrier.
Getting funding out to Tribes for their on-the-ground work is an issue not only in the
amounts, but also in the manner in which such monies flow to Tribes. We strongly
encourage Congress to not only work on increasing available funding, but to also provide
direct funding to Tribes and ensure that any additional funds for opioid crisis response do
not decrease services in other areas.

We truly appreciate Congress’s inclusion of authorization for $6 billion over 2 years for
opioid efforts in the recently passed Bipartisan Budget Act of 2018. We ask the
Committec to advocate for full funding of the authorization and ensure that these funds
go directly to tribal governments for them to spend in their own communities. Such
funds should not be passed through the States. Direct funding of tribal programs is
important as it ensures that funds are available to tribal governments like ours that have
culturally appropriate programs and mcchanisms in place for fighting the opioid
epidemic.

An important bill that includes the requested direct funding mechanism is S. 2270, the
Mitigating the Methamphetamine Epidemic and Promoting Tribal Health Act. This bill,
introduced by Senator Daines, a member of this Committee, would make Tribes and
tribal organizations eligible for direct funding under the 21* Century Cures Act, which
provides an allocation to states for opioid prevention and response. S. 2270 would allow
such allocation to also be used for prevention and response for other substances, such as
mcthamphetamines, if they are having a substantial impact on the state or Tribe.

2. Full Funding of IHS Budget

Additionally, we ask you to work toward providing sufficient funding to the IHS for
opioid treatment and prevention. The FY2019 Budget Request provides §10 billion in
new resources across HHS to combat the opioid epidemic and address serious mental
iliness. As part of this effort, the Budget Request includes an initial allocation of $150
million to IHS to provide multi-year competitive grants based on need for opioid abuse
prevention, treatment, and recovery support in Indian Country. '

The Public Health Service Commissioned Corps plays a vital role in providing direct
patient care throughout the THS, and also has a direct role in the work of Tribes
combating the opioid crisis. Any restructuring of the Corps should be done in close
collaboration and consultation with Tribes.

The FY 2019 Budget Request eliminated both Community Health Representatives and
Health Education from the IHS budget. These two line items support the front line work
of Tribes and the 1HS on both the opioid crisis and daily operations and patient care.

192019 Budget in Brief https://www.hhs.gov/sites/default/files/fy-2019-budget-in-brief.pdf. As of the
preparation of this Statement for the Record, HHS has not released its detailed FY 2019 Budget
Justification, including for IHS.

11
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They need to be restored.

3. Full Funding of Contract Support Costs

The FY 2019 Budget Request fully funds Contract Support Costs at an estimated $822
million and continues the use of an indefinite appropriation, which allows IHS to
guarantee full funding of this program. Funding for Contract Support Costs supports the
costs incurred by Tribes for activities that are necessary for administering health care
service programs under sclf-determination contracts and self-governance compacts.'!
This is an important funding mechanism for self-governing Tribes like ours to administer
our opioid prevention and treatment programs.

B. Barriers Beyond Funding

1. Regulatory Hurdles

There are several barriers in the fight against the opioid crisis that are beyond funding.
One such barricr relates to funding, but is an administrative limit on accessing already
available funding. The Health Resources and Services Administration (HRSA) has
behavioral health integration funding available, but it is restricted to rural locations.
Kitsap County does not qualify as “rural” and so the Tribe is ineligible for these grants.
We recently raised this issue to HRSA, and received assurances that this issue would be
addressed. However, it would be helpful for members of Congress to encourage HRSA to
reconsider the rural restriction and develop a mechanism for channeling such monies to
Tribes. This could be through revising the definition of “rural” to include Tribes
regardless of location or “geographic trait™ of its reservation.

2. Barriers to Medication Assisted Treatment

We also want to point out certain other barricrs to our efforts to combat the opioid crisis.
Current regulations impose oncrous training and waiver requirements for providers of
Medication Assisted Treatment (MAT) prescribing drugs such as buprenorphine, even
though no such limitation exists on providers prescribing opioids. This creates barriers to
accessing MAT. Medicaid dollars used to fund transportation to opioid services could be
reduced significantly if buprenorphine, an opioid addiction treatment drug also known as
Suboxone, was easier to access at primary care facilities. Those saved funds could be
used for prevention or treatment. In addition, nurse care management as an adjunct to
MAT has been shown to be successful and is an evidence-based practice in treating
opioid addiction. We nced to expand Tribes’ access to this treatment.

3. Physician Access to Medical Records

Federal regulations at 42 CFR Part 2, related to the privacy of substance abuse treatment
records, currently prevent the Tribe's primary care and mental health providers from
accessing patient records from dependency providers so the whole person can be treated.

YT,
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This lack of access is a barrier to coordinated, safe, and high-quality medical care and can
cause significant harm. Part 2 regulations may lead to a doctor treating a patient and
writing prescriptions for opioid pain medication for that individual without knowing the
person has a substance use disorder. The President’s Commission on Combatting Drug
Addiction and the Opioid Crisis specifically mentioned the need to update 42 CFR Part

2. 12

In August 2017, Congressmen Tim Murphy and Ear Blumenauer introduced bipartisan
legislation that would help align 42 CFR Part 2 with HIPAA rules, ensuring that
substance use disorder patients can receive proper care while their data remains secure.
The Overdose Prevention and Patient Safety (OPPS) Act (HR 3545) allows access by
doctors to patients’ full medical records with all the safeguards of HIPAA, but also
makes use of such information in criminal investigations untawful. The Tribe joins others
such as the Partnership to Amend 42 CFR Part 2, a coalition of over 20 healthcare
stakcholders including the American Hospital Association, in support of HR 3545.

4. The Lack of Co-location of Health Services on Our Reservation

The Tribe is actively working to align substance use disorder treatment with primary carc
to address a person’s overall health, rather than treating it as a substance misuse or a
physical health condition alone or in isolation. As stated, our Health Facility and Dental
Facility arc nearby each other, but our Mental Health Facility and Rehabilitation Facility
are some distance away. This causes extra administrative burden and expense of
resources. Co-locating these services would improve behavioral health integration, but a
new integrated facility for all health services would cost over $8 million dollars. We
suspect other Tribes face similar problems with respect to the lack of co-location of
services. We look to Congress for innovative ideas, perhaps through its infrastructure
package, for facilitating the construction of co-located health care facilities on tribal
fands.

5. The Need to Modernize the [HS’s Health Information System.

This issue impacts the ability of Tribes to confront the opioid epidemic. Barriers to
integration within the health information system are being addressed at significant cost to
the Tribe as we left the Indian Health Service RPMS system for direct patient care
documentation years ago, although we continued to utilize that system for Purchased &
Referred Care (PRC). The system we use, NextGen, is adequate for primary care, but has
limitations for mental health and substance abuse. This has impacted our behavioral
health integration work.

The Veteran’s Administration announcement that it will pursue a contract with Cerner (a
supplier of health information technology) as a replacement for the RPMS Parent system
may provide an opportunity for both IHS and Tribes. IHS needs to ensure that the

1% The President’s Commission On Combating Drug Addiction and The Opioid Crisis, at 121-122 (Nov. 1,
2017) available at https://www.whitehouse.gov/sites/whitehouse.gov/files/images/Final_Report Draft 11-
1-2017.pdf
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replacement of RPMS will include options for non-RPMS tribes and pathways for cost
saving programs such as the VA Consolidated Mail Outpatient Pharmacy Service
(CMOPS).

6. The Need for Pilot Projects for Residential Post-Treatment Facilities on Tribal
Lands.

Our Tribe is particularly interested in initiating a pilot program for residential post-
treatment facilities. We would like to provide treatment and support past the prevailing
28-day model, utilizing evidenced-based practices with a robust evaluation component.
We have partnerships with Oxford House and Habitat for Humanity to construct and
operate such facilities, and we are well positioned to start such a pilot program. We ask
Congress to support the establishment of a pilot program by an agency such as
SAMHSA, HUD, or THS to fund residential post-treatment facilities on reservations to be
operated by Tribes for their members and families,

7. Lack of Fasy Access to Methadone Clinics

Our Tribal Members must travel to Tacoma or the greater Seattle area to a methadone
facility to receive such treatment. We are working with OCH to obtain a methadone
facility in Kitsap County to save our Members the burden and cost of traveling so far for
that treatment. We ask Congress to consider ways it can facilitate the construction and
operation of these facilities in locations accessible to tribal and rural communities like
ours. Kitsap County, where we are located, has a restriction limiting service to one
methadone clinic in the county. This limitation hampers our ability to provide expanded
services in the future.

C. Beneficial Opioid Legislation

We have shown leadership by implementing an aggressive and comprehensive approach
for responding fo the opioid epidemic in our community. However, we still need the help
of this Committee, Congress, and Federal agencies to continue our effective efforts to
respond to the opioid crisis. We support several pieces of legislation introduced in the
Senate with the hope that Congress will enact them and aid our efforts in combating the
crisis.

The Opioid Crisis Response Act, a draft package bill in the Senate, is good legislation that
will significantly advance the United States’ efforts to combat opioid issues. The Port
Gamble S’Klallam Tribe generally supports The Opioid Crisis Response Act; however,
we recommend that the Congress clarify eligibility standards for the new grant program
for comprehensive opioid recovery centers and add the necessary language to the bill to
ensure that Tribes and their communities will have adequate opioid recovery centers to
meet the needs of their members. Furthermore, we respectfully request that Congress
include the Indian Country-specific legislation (discussed below) in The Opioid Crisis
Response Act, or a similar package bill in the House, to make sure that the unique needs
of Tribes are addressed in this comprehensive effort.
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S. 2270, the Mitigating the Methamphelamine Epidemic and Promoting Tribal Health Act
(the "Mitigaiing METH Act"). This bill, introduced by Committee Member Senator
Daines, would make tribes and tribal organizations eligible for direct funding (no set-
aside) under the 21st Century Cures Act, which provides funding for prevention and
response to opioids, or other substances—such as methamphetamines—if they are having
a substantial impact on the state or tribe. The bill would increase the allocation of $500
million to $525 million. The Port Gamble S’Klallam Tribe supports S. 2270 because it
gives us access to direct funding and important resources for combatting the crisis, in
recognition of the government-to-government relationship we have with the Federal
government.

S. 2437, the Opioid Response Enhancement Act. This bill, introduced by Senator
Baldwin, would also make tribes and tribal organizations eligible for funding under the
21st Century Cures Act but through a 10% tribal set-aside. Like S. 2270, tribes and states
could use this funding for prevention and response to other substances threatening public
health—such as methamphetamines. Additionally, the bill requires the Substance Abuse
and Mental Health Services Administration (SAMHSA) to provide technical assistance to
both states and tribes for grant applications, formulating outrcach and support efforts, and
collecting data. The Port Gamble S’Klallam Tribe supports S. 2437 because it has
targeted funding for Indian Country, where Native families and communities feel the
disparate impacts of the crisis hardest.

We support direct funding as authorized in both S. 2270 and S. 2437. Adequate direct
funding means reliable resources and flexibility for our Tribe to continue implementing
our culturally appropriate, multi-faceted, comprehensive approach to abating the opioid
cpidemic sweeping the community. Additionally, adequate direct funding allows us to
plan long term for infrastructure development, program enrichment, and service
enhancements necessary for the well-being of our members and local community. We are
encouraged by the Sponsors’ recognition of the importance for direct funding. However,
we note that S. 2437 provides significant increases in funding for a longer period of time.
This additional funding is needed and could be put to use by Indian Country to carry out
important opioid response activities. Furthermore, we recommend that the Opioid Crisis
Response Act be amended to fund opioid response activities through a direct funding
mechanism to Tribes instead of grants.

S. 2440, the Comprehensive Addiction, Recovery, Education and Safety (CARES) Act.
This bill introduced by Committee Member Senator Cantwell—our Senator—would
provide law enforcement with more tools to hold drug companies accountable for
ensuring that their drugs do not enter the illicit drug market. Specifically, the bill
increases civil and criminal penalties on companies that fail to keep proper records or
report suspicious opioid distribution practices. Additionally, the bill authorizes funding
for the Drug Enforeement Agency (DEA) to investigate suspect drug companies and drug
trafficking organizations. The PGST supports S. 2440 because it aligns with our goals in
our federal fawsuit to hold drug companies responsible for failing to track orders and for
creating an ilficit market for their drugs. We also note that the Senator’s consultation with
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our Tribe for receiving early input about this bill could serve as a model for tribal
consultation when developing legislation. Our Tribe supports S. 2440,

S. 25435, the Native Behavioral Health Access Improvement Act of 2018. Recently
introduced by Committee Member Senator Smith, this bill aims to help combat the opioid
epidemic by creating the Special Behavioral Health Program for Indians (SBHPI): a grant
program modeled after the Special Diabetes Program for Indians (SDPI) and
administered by the IHS, in coordination with SAMHSA. The SBHPI would provide
THS, tribes and tribal organizations, and urban Indian health programs with access to
much-needed resources for addressing mental health needs and substance use disorders,
specifically providing $150 million in annual mandatory funding from FY 2018 to FY
2022, The grants would give tribes needed flexibility to provide tribally driven,
culturally appropriate behavioral health care to meet the specific needs of their
communities. The bill also provides that IHS, in coordination with SAHMSA, would
create a technical assistance center responsible for developing grant-reporting standards
in consultation with tribal grantees.

Our Tribe has operated a robust SDPI program for many years and is confident that its
use as a model for the SBHPI will be a success. However, we caution against providing
Tribes resources through another program funded in the form of grants. As we know
from our SDPI experience, grant reporting requirements take away from clinical time and
the self-governance model would atlow for more administrative efficiency. Additionally,
competitive funding pits struggling tribes and local governments against each other for
access to limited resources when we should be working together. One of the reasons why
our THOR program is so effective is that our Tribe has good relationships with State,
County, and regional groups to coordinate on response strategies. The Port Gamble
S’Klallam Tribe generally supports S. 2545; however, as an alternative to grant funding,
we recommend that self-governance tribes—such as our Tribe—be able to receive
funding through their self-governance compacts.

VI. Conclusion

The crisis has ripped the fabric of our community. The loss (through death or addiction)
of parents, children, brothers and sisters, uncles and aunts, nieces and nephews, and
cousins to this crisis has been devastating, and will impact the Port Gamble S’Klallam
Tribe for generations. We are doing what we can to fight it, and we want to work with
you to cradicate this crisis once and for all. It will be through your dedication and that of
your colleagues to ensure that sufficient resources and authorities are available to tribal
governments, as well as to the federal, state and local governments, to stop this scourge
on our Nation and communities which takes such a heavy toll on our children and
families.

We look forward to working with the Committee to make sure the necessary tactics are
implemented to combat the opioid crisis. Our THOR program is an example of one such
tactic. We invite you to visit our Tribe to learn more about it and other actions we are
taking to do our part in the opioid fight.

16
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Medicaid reimbursements are a critical source of funding for seif-governance tribes like
ours and play an essential role in fulfilling the Federal Government's trust responsibility
to Tribes. Our Tribe respectfully requests that the unique challenges facing Indian
Country be considered and addressed in any legislation this Committee puts forward in
its efforts to improve the role of Medicaid in combating the opioid crisis.

Thank you again for your work and for the opportunity to submit this Statement for the

Record. If you have any questions or would like to discuss this Statement for the Record,
please contact our Tribal Chairman, Jeromy Sullivan.

17
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Washingtor, 2.

Rep. Michael Burgess Rep. Gene Green
Board of Trustees i .
2017-2018  Chairman Ranking Member
House E&C Committee House E&C Committee
Heaith Subcommittee Health Subcommittee
2336 Rayburn House Office Building 2470 Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Burge§5 and Ranking Member Green;

On behaif of the American Psychiatric Association (APA), the national medical
specialty association representing more than 37,800 psychiatric physicians, we
write to offer comments on several of the opioid-related legislative proposals siated
for consideration before the House Energy & Commerce Subcommittee on Health,
The APA appreciates your leadership on this topic, and as physicians who treat
patients with substance use disorders {SUDs}, we share your continued concern
regarding the opioid crisis’ impact on patients, families, and communities. As the
Subcommittee moves forward with opioid-related legislation, we offer the
following comments for your consideration.

Access to Medication Assisted Treatment (MAT)

Assembly  The American Psychiatric Association (APA) supports expanded coverage and access
2017-2018

to MAT for patients with substance use disorders. MAT are proven to be an effective
treatment for patients with an opioid use disorder, and most effective when
combined with psychotherapy treatments. Thus, MAT should be prescribed as a
comprehensive treatment plan that includes counseling and participation in social

Pautl e

supports. As you know, Congress passed the Comprehensive Addiction and
Recovery Act {CARA) in 2016, which expanded prescribing privileges for MAT to
qualifying nurse practitioners {NPs) and physician assistants (PAs) until Oct. 1, 2021
by amending the Drug Addiction Treatment Act (DATA). Given its recent

Administration
SautLevin, MD, MEA,

implementation, this is an appropriate timeframe to better understand the impact
of expanding prescribing authority to certain practitioners under the law. However,

we are concerned with the expanded prescribing authority in H.R. 3692, the
“Addiction Treatment Access improvement Act.”
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As currently written, H.R. 3692 proposes ot on!y to remove the demcnstratmn date for NPs:and

PAs to prescribe, but to expand permanent prescn mg authenty to ‘other pract!tloners xnciudung
clinical nurse specialist, certified regastered nurse anesthetlst -and certn‘fed nurse mcdw:fe This

is a permanent expansion af pract!troners who have never had prescr;bmg authonty for MAT
Consequently, we are concerned H.R. 3692 is

kst~trackmg prescribing authority to practitioners
without understanding the: current en\nronment and the potential impact of the change.
Moreover, we are concemed_pa‘tnent‘s may not receive optimal care from an expanded list of
practitioners, to include épp‘rc‘pri‘at‘e ‘psychotherapy services, which is a vital component of the
effectiveness of MAT. fér’opiaid additibn Therefore, we recommend the Committee hbt:ekx;k)aknd
prescription authonty beyond the current law of NPs.and PAs until more data is. avaﬂable
relating to the eﬂlcacy of the current prescribing authority and any potentxal unmten&ed
consequences. : : :

Enhancmg Coilaboratscn Amongst meders : S

The currem: patsent treatment paradzgm pamculariy for patients with SUD, is moving towards 3
system buﬂt on effectwe colraboratean amongst muit;p & health care provi iders, each pract!cmg
in different specxaltses However wh;ie APA has always advocated for strong confsdentsahty
protectmns of pat;ent records we are concemed that the regu!atvons contained in 42 CFR Part 2
(Part 2) represent a pers:stent bamer to meetmg the whole health needs of patsents thh SUD

We: were pteased 1o see the Subcommtttee consu:ier H R 3545 the "Overdose Prevemaon and
Patseﬂt Safety (OPPS) Act ° Th is ampcrtant eg:slatlon would aitgn Part 2 with the Health Insurance
Portabxlxty and Accountabmty Act (HEPAA} for the purposes of health care treatment, payment,
and operatmns (TPO) The APA remams committed to the provision of quality care and protecting
patsents privacy. and asserts that this standard can be maintained while allowing for patients to
beneﬂt from new mode!s of mtegrated care by aligni ing Part 2 .with HIRAA for the purposes m‘
TPO. H.R. 3545 retams, and in some instances strengthens, ‘current prc’rectmns agamst the use
of SUb records outade of TPO mc%udmg in civil, criminal, and admxmstratwe proceedmgs or
mvestsgat;ons The APA has iong supported this legisiation and h:ghhghts the importance of
ensurmg that -a treatmg physsc;an has -gccess'to a patient’s ful! medlcal record,
Compartmentahzmg various pomons of a: pat:ent 3 ‘record jeopardlzes patfent safety by
undermining a- phys:man s abmty to prov;de whole patlent care. These barriers also increase the
chance of comphcataons related to comorb:d med:cal conditions and/or potentially lethal drug
interactions. )
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In addition, preserving the division between SUD records and all other medical records covered
by HIPAA only serves to maintain.the perceptaon‘ fSUD as somethmg ether than a med}ca
condition and impairs a system of effectrvé cal aburatien amcngst pm\nders Other condations
that carry stigmas—including HIV and mental k!!ness——are nor)ethe]ess included in a paSsent s

medical record and are covered. by HtPAA's prctecttons We urge the Subcommittee to odvance
H.R. 3545,

The Subcommittee 's‘a§$6 consfdei’mg Jessie’s Law {H.R. 5009}, If enacted, H.R. 5009 would
require HHS to devel op and dissemmate voluntary best practices regardmg the promment dssplay‘
of a patient’s SUD hrstory in thesr records, but only as authonzed under existing law. 1t dces not
contain the enhanced prehabat:ons against the use of SUD records in civil, ‘crim na{ anci‘
administrative p(oceedmgs, nordoes :t atlow a provider to seea pa;t;‘ent s entire addxcthanecord,k
As such, H.R. 5009 does not resolve the underlying barriers to integrated care created by Part

Supportmg Research for Evidence aseu‘ Treatments :

The APA supports the Cammittee s ca s:derat;on of H.R :5002 the ”Advancmg Cuttmg-Edge
Research Act.” if enacted this. legxslatton waufd prov;de the Natmnai institutes of Health {NiH)
with the additlona! toeis and ﬂext ht\; to support mnovatwe medxcal research to ‘combat the
OpIOId crms The APA supparts researc “Ialtematwes ta opsord anal ges:cs as an ;mportant
compcnent for addressmg the opiols crisi

!’c iS also: our hope that the deve cpment of non-
addictrve pam treatment optxons Wli he&p mmgate the hkeishood that a patient, part;cularly those
w:th © —occurmg depressmn or other menta | health needs, wm develop a concurrent substance
use d:sardér

Enhancmg the Workfarce of Substance Use Disorder Providers :
Ensuring a robust menta{ aﬂd behavorial health wcrkforce isa crstica! aspect of any efforts to‘
address the epimd cresss Unfertunately, there are srmpiy too few chmcaans thh the requ te
knowledge to meet the needs of the the estlmated 20.1 million Amencans suffermg fromk
untreated substance use dssorders 3 : : : 3

To help meet these héeds; we apbreciatgthe?Subc“o‘mmittee‘s consideration of H.R. 5102, the
“Substance Use Disorder Workforce Loan Repayment Act,” which‘ckreates a new student joan
repayment program to incentivize an array of health professfon‘ais‘to‘se!éct career paths that
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focus on mental health professional shortage areas. The APA supports M R. 5102 and urges the
Subcommittee to advance the bill, : : Lo :

Reducing Barriers to Tetemedlcme ; ;

Treatment of mental heath and substance use dssarders vsa telepsychsatry demonstrates
similar—and in some cases, gkupenquwqgtcomes;to in-person care, particularly amongst rural
communities, certain cultural gmups‘{sughf‘as Native American communities), and individuals
with certain diagnoses. Te!épsychia}ry‘tan also help to mitigate the stigma often associated with
seeking treatment for‘s‘ab‘st‘aﬁ{:é 1Use‘ disorders and imprave access to psychiatric services in a
variety of treatment setti‘ng‘S( S s

The Ryan Haight Act general!y pmh!bfts the prescription of controlled substances via the iﬂtemet .
but contains an exceptxon that a!lows providers to obtain a speuai registration. to‘prescnbek
controlled substances vsa Iegntimate telemedicine p!atforms Um‘ortunate!y, because the
Attorney. General has yet to promulgate regu!attons concerning th:s telemedmme reg;stratxon
provisi on, many telemedrcme and te!epsychtatry providers remain m astate of hmbc w;th regard‘
to their pat;ents suffermg from 8 SUD Therefare, the APA supports H.R. 5483, the “Special‘
Regtstratmn for Telemedscme Clanf:catmn Act," that sets a concrete timeline for the Attorhey
Generalto i zssue these regulatmns, which represents a crmcal f rst step in expanding access to
te!emedlcme : : g

Futher the APA supports the draft hill, m;::)rdving‘ Actéss to Remote Beha\kiofal Héaith
Treatment Act cf 2018 “ whxch wou Id he o to clanfy some, but not all, of the teiemedlcme
exceptsons to the Ryan Haight Act. Specrfmai v, ‘while the APA SUPPOLLS the expansnon of DEA
registratmn tc commumty mental hea!th centers and therefore allow for the administration of
controﬁed substa es through the practxce of telemedicine into these centers, as detailed in the
bill, xt does hot entlrely hel p to mitigate the persisting issue of lack of access to psycxatnsts in
response to the epsdemsc The APA believes that_activating: the: specsai regrstratton for
telemedmne for mdtvxdua! practct:oners-~regard!ess of the crigmatmg s:te of the patsent—
should: alsa be contemp ated in such legisiation. S

Mental Health Panty and CH!P e : R

Following Congress 10-year reauthonzatson of the CHIP program, we. cemmend the
Subcommittee for 1ts addltxona focus cn HR: 3192 the “CHIP Mental Health Parxty Act.” Access
to mental health care remams a crlt!ca! com;)onem of the CHIP program as approx»matety
850,000 CHIP beneficiaries experience sermus behavioral or emotional disorders, Nearly half of
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all diagnosable mental ilinesses show symptoms by age 14, and 75% begm by the age of 24,
Without early intervention services via the CH(P pmgram these d\sorders can lead to tragtc and
costly consequences, such as substance abqse. school dmpqut, cnme,‘and smcnde. o

Unfortunately, ten years after the :e‘néctmeht‘cf ‘the Mén‘ié | Heal ith Pérify and Addiction Equity
Act, providers of mental hea!th and SUD semces continue to experience disparities in
reimbursement, while patients expenence dispantaes in coverage for services. According to the
2017 Milliman report entmed ”impact ef Mental Health Parity and Addiction Equity Act,” private
insurers in 46 states and the Destrxct of Columbia offered plans with higher re:mbursement rates
for primary care ofﬂce vns:ts than for behavioral health ofﬁce visits, whc!e patlents seekmg
behavioral health ser\qces were faur times more likely to recewe treatment from out- csf-netwcrk
providers than those seekmg medrcai or surgical services. :

CHiP programs are no exceptmn to thzs phenomenon and the: exystmg statutory scheme ‘teaves

amblgmty as to whether all CHIP plans are subjec;t to parity requsrements under feéerai
3192 clanf' es tbat all CHIP pians are subject to mental health and. substance use d:serd
laws, and the APA supports :ts passage. S B :

Medvcaxd lnstitutrons for Menta§ Dlseases (!MD) Exclusnon :

We are supportwe of the Commsttee S effurts o expand restdentsai treatment at mstltutsons of
mental drsease (}MD) fm' substance use. drsorder patvents cnvered under Medtcaxd wnth a =
mamtenance of effort on other menta! health and substanc use expendltures chever we
are concerned that the Commsttee s emphasss on treatmg patxents dealmg With substance use
dnscrders exciudes the needs of patsents who need to access long-term mental health care. We
reccmmend that the Comm:ttee expand coverage for both patients struggling with a mental
:llness and/or su‘bs‘tance use dlsorders to receive treatment gt an IMD.

Prescnptton Drug Momtormg Programs

The APA supports: and apprecsates the Committee’s efforts to promote mformatmn sharmg and
data transpa(ency efforts among state PDMPs. While we support the expansmn of PDMPs and
the avaﬂabnhty of. these | programs to' share information across state lines, itis 1mp0rtant 10
recognize that PDMIPS do not capture all prescnpteon drugs that a patient is takmg lf a prov ider
doesn’t realize this when they check the PDMP he or.she may madvertenﬂy prescnbe contra»
indicated medi 1cat«on We recommend PDMIPs include o notice to providers that clearly states
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the drugs excluded from the program {such as
limitations of the data collected by the PDMP.

iethadone), so they can better understand the

Mental Health Care and the Crimina S : :
The ongoing discussions concemmg the sp xd ;rssts are mev;tably tted to nssues reiated to the
criminal justice system. Acccrdmg to the Bureau of juétsce Statistics, more than half of those in
the criminal justice System suffer from “mental iliriess, while between one-half and three-

quarters of inmates suffer from. substance use disorder. According to a recent study, former

inmates within a week !ease were over eight times more likely to die from an overdose

than inmates W!thm 90 éays toa year following their release

on ; kntk of lasting, ampactful solutlons
ﬂ:h Subcomrmttee staff on the 1egtslatxon refereneed in

Saul Levm MD MPA FRCP E
CEO and Medzcal Director -
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April 25,2018

The Honorable Greg Walden The Honorable Frank Pallone, Jr.
Chairman Ranking Member

House Energy & Commerce Committee House Energy & Commerce Committee
2125 Rayburn HOB 2322A Rayburn HOB

Washington, DC 20515 Washington, DC 20515

Dear Chairman Walden and Ranking Member Pallone:

The undersigned organizations representing accountable care organizations, physicians, hospitals and
other healthcare practitioners strongly urge you to include FLR. 3545 in the Energy and Commerce
Committee’s opioid legislative package to ensure healthcare providers who are engaged in
population health initiatives have access to the medical records they need, including information on
substance use disorders, to effectively and safely treat their patients.

Current federal regulations governing the confidentiality of drug and alcohol treatment and
prevention records (42.C.F.R. Part 2 (Part 2)) preclude the Centers for Medicare & Mcdicaid
Services (CMS) from disclosing such information to accountable care organizations and bundied
payment organizations. These regulations currently require compicx and multiple patient consents for
the use and disclosure of patients” substance use records that go beyond the sufficiently strong patient
confidentiality protections that were subsequently put in placc by the Health Insurance Portability
and Accountability Act (HIPAA). While originally intended to protect patients® privacy, Part 2 now
serves to endanger their health. Recognizing the need to revise these laws, the Substance Abuse and
Mental Health Services and Administration recently testified before your Committee and submitted a
letter for the record supporting the intent of H.R. 3545 to align Part 2 to ensure healthcare providers
have access to the full medical record.

New delivery system models such as ACOs and bundled payments werce designed to create a more
holistic, patient-centered approach to healthcare where providers work together to coordinate across
their traditional silos and are held jointly accountable for the quality, outcomes and cost of that care.
Critical to making these new models truly work for patients is having access to the individuals’
health records, including those related to substance use. CMS provides participating providers of
Medicare ACO and bundled payment organizations with monthly Medicare Parts A, B and D claims
under data use agreements that include criminal penalties for misuse. Yet, due to outdated laws
mentioned above, CMS is forced to remove all claims where substance use disorder is a primary or
secondary diagnosis. According to a recent New England Journal of Medicine study, this effects
roughly 4.5 percent of inpatient Mcdicare claims and 8 percent of Medicaid claims. Not only does
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this pose an alarming patient safety threat in light of potential pharmaceutical contraindications and
prevent providers from understanding the full extent of their patients’ medical needs, but it is a heavy
and costly administrative burden on CMS, which must manually scrub Medicare claims before
submitting to ACOs and bundled payment organizations.

We commend you for your leadership on looking at so many solutions to prevent dependency on
opioids and related deaths, as well as promoting appropriate access. While these are all urgently
needed policy changes and investments, a critical and vital piece to ensuring heaithcare providers
who are on the front-lines treating those with opioid or other substance use disorders is H.R. 3545,
which would provide an unobstructed view of a patients’ medical records. Accordingly, we call on
Congress to ensure that the Medicare, Medicaid and CHIP data feeds sent to providers that are
participating in alternative payment models such as Medicare ACOs and bundled payment
arrangements include all claims, including those where a substance use disorder is listed as a primary
or secondary diagnosis.

Sincerely,
AMGA

National Association of ACOs
Premier healthcare alliance
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April 19, 2018

Representative Greg Walden, Chair
U.S. House of Representatives
Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Palione, Jr., Ranking Member
U.S. House of Representatives

Energy and Commerce Committee

237 Cannon House Office Building

Washington, DC 20515

Opposition to H.R. 3545 “Overdose Prevention and Patient Safety Act” and Support
for Preserving and Improving Medical Confidentiality for People Receiving Treatment
for Substance Use Disorders

Dear Chair Walden and Ranking Member Palione:

National Advocates for Pregnant Women {NAPW), a non-profit organization advocating for the
heaith and rights of pregnant women, opposes H.R. 3545, the “Overdose Prevention and
Patient Safety Act.” H.R. 3545 would eliminate key confidentiality protections in the
Confidentiality of Substance Use Disorder Records regulations, 42 C.F.R. Part 2 {“Part 2”). These
privacy protections are essential to public health efforts to engage people in life-saving
treatment for substance use disorder (“SUD"). Without these protections, people will be
deterred from seeking this important health care and will have devastating health
conseguences. {n fact, experience under the existing regulations demonstrate the need to both
preserve and enhance the protections of Part 2.

Alternative methods of protecting the privacy of patients with SUD ~ such as relying on HIPAA,
relying on medical ethics guidelines, and relying on heaith care workers being trained and
knowledgeable about SUD and what they may and may not report — simply do not work.
NAPW'’s peer-reviewed research documented hundreds of cases in which women have been
charged with crimes or otherwise punished (e.g. detained, jailed, forced into treatment that is
not warranted) in relationship to pregnancy and alleged current or former drug use (including
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prescribed medications}'. Approximately 25% of the pregnant women subject to arrest for
crimes including fetal assault, attempted feticide, chemical endangerment of a child, delivery of
drugs to a minor via the umbilical cord, and criminal child abuse between 1973 and 2005 were
initially reported to law enforcement by doctors and other health care providers, who made
those disclosures despite their clear legal and ethical obligations to maintain patient privacy.
Since 2005, there have been more than 800 new arrests and detentionsz, many based on
reports from health care providers to police and other public officials. Such reports are not
necessarily mandated by any law, violate principles of medical ethics and are contrary to the
positions of every leading medical group addressing issues involving pregnant women and drug
use.

For example, health care providers in South Carolina played a primary role in reporting
pregnant patients who tested positive for certain drugs to police. The U.S. Supreme Court
eventually found these violations of patient privacy to be unconstitutional®. Even so, similar
violations of patient privacy, particularly of pregnant women, are all too common.

& Since 2006, Alabama health care providers have reported hundreds of pregnant patients
who come to them for medical help to law enforcement officials because of suspected
drug use®.

* Jamie Lynn Russell went to an emergency room in Okiahoma in such debilitating pain
that she was unable to move. Because her excruciating pain prevented her from lying
down for an examination, hospital staff labeled her “noncompliant,” and called the
palice. The palice discovered that she had two pain pills that weren’t hers. Still in pain,
she was released by the hospital as “fit to incarcerate,” arrested for drug possession,
and taken to jail, where she died two hours fater from a ruptured ectopic pregnancy”.

Pregnant women’s experiences when they have specifically sought drug treatment not only
demonstrate the continued need for the confidentiality protections of Part 2 but also the need
to strengthen it.

& When Rachael Lowe was pregnant in Wisconsin and sought help for her opioid
dependency problem, hospital staff failed to ensure her confidentiality. Instead they
reported her to state authorities. The result was to undermine medically appropriate
interventions that were being put into place; she was, instead, taken into custody by

1 https://read.dukeupress.edw/jhppl/article/38/2/299/13533/Arrests-of-and-Forced-Interventions-
on-Pregnant
2 https://thinkprogress.org/criminalization-pregnancy-us-43e4741bb514/
3 Ferguson v. City of Charleston, 532 U.S. 67 (2001)
* https://www.propublica.org/article/when-the-womb-is-a-crime-scene
5 https:/frewire.news/article/2013/01/14/dehumanizing-pregnant-women-leads-to-real-loss-life/
2

875 6™ Avenue, Suite 1807, New York, New York 10001
phone 212-255-9252 | fux 212-255-9253
[ §] NationalAdvocatesforPregnantWomen | W @NAPW
www.advocatesforpregnantwomen.org
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police, locked in a mental hospital, put on dangerous medications, and left without
prenatal care®.

® In New York, a pregnant woman’s past treatment for alcoholism was released to state
authorities in violation of federal confidentiality protections and used by a prosecutor to
support criminal charges against her’.

® A Massachusetts public health department policy supports health care providers
reporting pregnant women who are receiving SUD treatment — the treatment
recommended and supported by the U.S. Substance Abuse and Mental Health Services
Administration and the World Health Organization — to the state child welfare agency®.

¢ NAPW recently learned of a South Dakota SUD treatment facility that routinely shares
drug test results with law enforcement. Those results are then used to support criminal
drug possession charges based on prior use.

Every major medical and public health group in the United States, including the American
Medical Association, the American College of Obstetricians and Gynecologists, and the
American Academy of Pediatrics, supports measures that encourage people to get SUD
treatment when needed and opposes measures such as reporting and punishment, precisely
because they deter people from seeking help®.

For these reasons, NAPW opposes H.R. 3545 and instead supports legislative action that is
critical to preserving patient confidentiality and coordinating care between various health care
providers. Among these are:

® The Senate’s bipartisan “Opioid Crisis Response Act of 2018,” providing model
programs and materials for training health providers and compliance staff on the
permitted uses and disclosures of substance use disorder information, and for
training family members and patients on their rights to protect and obtain
substance use disorder information.

e H.R. 3331, providing needed incentive payments to SUD and behavioral health
providers to obtain certified electronic health record technology.

& http://journaltimes.com/news/local/judge-frees-addict-mom/article_0440a451-4146-565£-9808-
€6514865811e.html

7 https://www.nyclu.org/en/press-releases/court-rules-new-york-state-child-endangering-law-
may-not-be-used-punish-pregnant-0

8 http://www.mass.gov/eohhs/docs/dph/quality/heq-circular-letters/2013/dheq-1305586-sen-
guidelines.pdf

875 6" Avenue, Suite 1807, New York, New York 10001
phone 212-255-9252 | fax 212-255-9253
NationalAdvocmcs(‘orPrcgnan&Women | W @NAPW
www.advocatesforpregnantwomen.org
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® Amending 42 U.S.C. §290dd-2 and Part 2 to provide a private right of action for
patients whose SUD information has been improperly disclosed in violation of
the federal drug treatment confidentiality law.

& Amending 42 U.S.C, §290dd-2 and Part 2 to clarify that the reporting provision
for suspected child abuse and neglect does not create a sex-discriminatory
exception to confidentiality protections for pregnant women or new mothers.

Patients in SUD treatment must retain the power to decide when and to whom their records
are disclosed,

Respectfully submitted,

Lynn M. Paltfow, Executive Director
Nancy Rosenbloom, Director of Legal Advocacy

875 6™ Avenue, Suite 1807, New York, New York 10001
phone 212-255-9252 | fax 212-255-9253
'1 NationalAdvocatesforPregnantWomen | ¥ @NAPW
www.advocatesforpregnantwomen.org
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National Association for Children of Addiction wﬁ

...working to eliminate the adverse impact of alcoho! and drug use on children and families
May 8, 2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Aet” and
Support for Other Legislative Proposals to Preserve Confidentiality and Coordinate
Care

Dear Chairman Walden and Ranking Member Pallone:

I am writing to express the National Association for Children of Addiction (NACoAY's
opposition to H.R. 3545, the “Overdose Prevention and Patient Safety Act.” In the midst of the
worst opioid epidemic in our nation’s history, we must do everything possible to increase the
number of people who seek treatment, but H.R. 3545 would do the opposite. By reducing
privacy protections for individuals receiving substance use disorder (“SUD”) treatment
to allow disclosures and re-disclosures of SUD information without patient consent to a
wide range of health carc providers and plans and others with whom they work, H.R.
3545 would discourage people from entering care out of fear that their treatment records
will be used against them in many harmful ways.

NACOoOA is the voice for the 1 in 4 children whose parents suffer from substance use disorders,
These children are the unaddressed victims in the addiction epidemic that continues to sweep
our country destroying families, costing jobs, increasing family violence, and reducing the
children's opportunity for a safe and productive life each day addicted parents do not receive
treatment and recovery support. This proposed legislation will delay parental help to get well
and parental possibilities to obtain gainful employment in early recovery, thus stigmatizing and
isolating vast numbers of children from a part of mainstream American opportunity. Fear of
losing their children already helps to keep many parents from seeking treatment. H.R 3545
exacerbates that problem.

10920 Connecticut Avenue, Suite 100 » Kensington, MD 20895
1-888-55-4COAS (2627) » Fax: 301-468-0987  nacoaiinacoa.org ® Www.nacoa.org



243

SAMHSA’s amendments to Part 2 in 2017 and 2018 have made it much easier
to facilitate (with patient consent) the sharing of health information between
SUD and other health care providers in electronic health information systems
and coordinated care settings. Unfortunately, many in the health care system do
not know what these rules allow, and many SUD treatment programs do not
have adequate computer systems to enable them to maintain electronic health
records.

Patients in substance abuse disorder treatment should retain the power to decide
when and to whom their records are disclosed, given the continued prevalence
of discrimination in our society. An important consequence to preserving that
power will be the likelihood that their children will have parents who enter and
finish treatment and go on to recovery and obtain gainful employment to help
support their families, thus giving their children an equal opportunity to
succeed.

For these reasons, we oppose H.R. 3545 and instead support the foliowing bills that are critical
to prescrving patient confidentiality and coordinating care between various health providers:
¢ The Senate’s bipartisan ‘Opioid Crisis Response Act of 2018:*’ Provides
maodel programs and materials for training health providers and compliance staff
on the permitted uses and disclosures of substance use disorder information, and
training family members and patients on their rights to proteet and obtain
substance use disorder information.

¢ H.R. 3331 — Introduced by Representative Lynn Jenkins and co-sponsored
by Representative Doris Matsui: Provides needed incentive payments to
substance use disorder and behavioral health providers to obtain certified
electronic health record technology.

Thank you for considering the unintended consequences of H.R. 3545 to already vulnerable
children.

Sincerely,

Ll

Sis Wenger
President/CEQ
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Opioid Treatment Association of Rhode Island (OTARI)

Addiction Recovery Institute s Conter for Treatmant and Hecovery
CODAC « Discovery House » The Journey
April 16, 2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and Support
for Other Legistative Proposals to Preserve Confidentiality and Coordinate Care

Dear Chairman Walden and Ranking Member Palione:

The Opiold Treatment Association of Rhode Isiand (OTARI} writes to express our opposition to
H.R. 3545, the “Overdose Prevention and Patient Safety Act.” In the midst of the worst opioid
epidemic in our nation’s history, we must do everything possible to increase the number of people
who seek treatment, but H.R. 3545 would do the opposite. By reducing privacy protections
for individuals receiving substance use disorder ("SUD”) treatment to allow disclosures
and re-disclosures of SUD information without patient consent to a wide range of health
care providers and plans and others with whom they work, H.R. 3545 would discourage
peopie from entering care out of fear that their treatment records will be used against
them in many harmful ways.

OTART members provide treatment and recovery support services to over 5000 Rhode Istanders
living with Opioid Use Disorder (OUD) using the three (3) Federally-approved medications -
methadone, buprenorphine, injectable naltrexone. Additionally, our members provide treatment
and support for other Substance Use Disorders (SUD).

The heightened protections for substance use disorder records in the federal confidentiality law,
42 U.5.C. § 290dd-2 and its regulations at 42 CFR Part 2 {(coilectively known as “Part 2"), are as
critically important today as ever, They support care coordination while maintaining patient
confidentiality to help ensure that people enter SUD treatment.

Patients have relied, and still rely, on the current protections to assure their ability to enter in to,
and receive treatment without the fear of judgement, recrimination, and marginalization. Many
continue to find it difficuit to find work, housing, and compassionate medical care. Many,
particularly those in Medication Assisted Treatment (MAT), have been “abandoned” by their
medical provider, terminated from employment, and blamed for their iilness. The changes
proposed in H.R. 3545 - "Overdose Prevention and Patient Safety Act” will expose every person
receiving treatment and recovery support for the broad range of Substance Use Disorders (SUD),
including but not limited to, MAT, general outpatient for alcohol and other drugs, residential and
inpatient treatment.

e/o CODAC - 1082 Park Ave., Cranston, R 82918 2 401.275-5039 ¢ 401-942-3590 (F) ¢ mrizel.otari@gmailcom
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Opioid Treatment Association of Rhode Island (OTARI)

Adidiztion Recovery [nstitute » Center for Treatment and Recovery
CODAC « Discovery House  The Journey

Page 2.

Every person seeking and/or receiving treatment and recovery support will be required to live
with the fear and anxiety of unauthorized disclosure of personal as well as treatment information.
Many, who might be considering entering treatment may be so concerned about the loss of
confidentiality, may choose to forego treatment rather than run the risk associated with these
disclosures. As it is, there are enough barriers to treatment. In a time when we are doing our
best to get people into life-saving treatment, these proposed changes only add another,
unnecessary and life-threatening barrier to access, engagement, and recovery.

Other reasons for our opposition to this bill include the following:

» SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it much easier to
facilitate (with patient consent) the sharing of health information between SUD and
other health care providers in electronic health information systems and
coordinated care settings. Unfortunately, many in the health care system do not
know what these rules allow, and many SUD treatment programs do not have
adequate computer systems to enable them to maintain electronic health records.

« Patients in substance abuse disorder treatment shouid retain the power to decide
when and to whom their records are disclosed, given the continued prevaience of
discrimination in our society.

For these reasons, OTARI oppose H.R. 3545 and instead support the foliowing bills that are
critical to preserving patient confidentiality and coordinating care between various health
providers:

+ The Senate’s bipartisan "Opioid Crisis Response Act of 2018:” Provides
model programs and materials for training health providers and compliance staff on
the permitted uses and disclosures of substance use disorder information, and
training family members and patients on their rights to protect and obtain
substance use disorder information.

* H.R. 3331 ~ Introduced by Representative Lynn Jenkins and co-sponsored
by Representative Doris Matsui: Provides needed incentive payments to
substance use disorder and behavioral health providers to obtain certified electronic
health record technology.

Thank you for your consideration.

Sincerely,

—

Michael Rizzi, Chair
Opioid Treatment Association of Rhode Island

cfo COBAC ~ 1852 Park Ave., Cranston, RE §I918 « 401-275-5039 « 461-042.35850 (F) ® wrizzl.otari@emailcom
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Ringgold Treatment Center LLC
8292 Hwy 41
Ringgold, GA 30738

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Palione, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and
Support for Other Legisiative Proposals to Preserve Confidentiality and
Coordinate Care

Dear Chairman Walden and Ranking Member Palione:

Ringgold Treatment Center writes to express our opposition to H.R. 3545, the
“Overdose Prevention and Patient Safety Act.” In the midst of the worst opioid epidemic
in our nation’s history, we must do everything possible to increase the number of people
who seek treatment, but H.R. 3545 would do the opposite. By reducing privacy
protections for individuals receiving substance use disorder (“SUD”) treatment to
allow disclosures and re-disclosures of SUD information without patient consent
to a wide range of health care providers and plans and others with whom they
work, H.R. 3545 would discourage people from entering care out of fear that their
treatment records will be used against them in many harmful ways.

We are a medication-assisted treatment facility for the treatment of opioid use disorder.
We see firsthand the dramatic changes that opioid addicted individuals are able to make
in their lives when they participate in comprehensive MAT. But we fear that should H.R.
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3545 pass, these individuals will not seek SUD treatment due to the limits on
confidentiality. Below are reasons that we oppose this bill:

» The heightened protections for substance use disorder records in the
federal confidentiality law, 42 U.S.C. § 290dd-2 and its regulations at 42
CFR Part 2 (collectively known as “Part 2”), are as critically important
today as ever. They support care coordination while maintaining patient
confidentiality to help ensure that peopie enter SUD treatment.

e SAMHSA's amendments to Part 2 by in 2017 and 2018 have made it
much easier to facilitate (with patient consent) the sharing of health
information between SUD and other health care providers in electronic
health information systems and coordinated care settings. Unfortunately,
many in the health care system do not know what these rules allow, and
many SUD treatment programs do not have adequate computer systems
to enable them to maintain electronic health records.

« Patients in substance abuse disorder treatment should retain the power to
decide when and to whom their records are disclosed, given the continued
prevalence of discrimination in our society.

For these reasons, we oppose H.R. 3545 and instead support the following bills that are
critical to preserving patient confidentiality and coordinating care between various health
providers:
* The Senate’s bipartisan “Opioid Crisis Response Act of 2018:”
Provides model programs and materials for training health providers and
compliance staff on the permitted uses and disclosures of substance use
disorder information, and training family members and patients on their
rights to protect and obtain substance use disorder information.

¢ H.R. 3331 —~ Introduced by Representative Lynn Jenkins and co-
sponsored by Representative Doris Matsui: Provides needed incentive
payments to substance use disorder and behavioral health providers to
obtain certified electronic health record technology.

Thank you.
Sincerely,
Vanessa Ruehlmann

Program Administrator
Ringgold Treatment Center LLC
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Victory Clinical Services
CARF Accredited

4218 Western Avenue
South Bend, IN 46619
Phone; (574)233-1524
Fax: (574) 233-1612

April 17, 2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
‘Washington, DC 20515

RE: Opposition to FLR. 3545 - “Overdose Prevention and Patient Safety Act” and Support for Other
Legislative Proposals to Preserve Confidentiality and Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

We at Victory Clinical Services would like to express our opposition to H.R. 3545, the “Overdose
Prevention and Patient Safety Act.” In the midst of the worst opioid epidemic in our nation’s history, we
must do everything possible to increase the number of people who seek treatment, but H.R. 3545 would do
the opposite. By reducing privacy protections for individuals receiving substance use disorder
(“SUD”) treatment to allow disclosures and re-disclosures of SUD information without patient
consent to a wide range of health care providers and plans and others with whom they work, H.R.
3545 would discourage people from entering care out of fear that their treatment records will be used
against them in many harmful ways.

As an accredited treatment provider for Opioid Use Disorder since 1996, we know and have experienced
the stigma still present with opioid usc disorder and the cvidenee-based treatment options available to help
save lives. Without the proteetion of confidentiality on treatment reeords, the trust that Victory Clinie is
able to extend to potential patients - to get them off the street, out of erime, and into treatment — would be
shattered.
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Furthermore, the heightened protections for substance use disorder records in the federal
confidentiality law, 42 U.S.C. § 290dd-2 and its regulations at 42 CFR Part 2
(collectively known as “Part 27), are as critically important today as ever. They support
care coordination while maintaining patient confidentiality to help ensure that people
enter SUD treatment.

SAMHSA’s amendments to Part 2 in 2017 and 2018 have made it much easier to facilitate (with
patient consent) the sharing of health information between SUD and other health care providers
in clectronic health information systems and coordinated care settings. Unfortunately, many in
the health care system do not know what these rules allow, and many SUD treatment programs
do not have adequate computer systems to enabie them to maintain electronic health records.

For these reasons, Victory Clinical Services opposes H.R. 3545 and instcad supports the
following bills that are critical to preserving patient confidentiality and coordinating care
between various health providers:

* The Senate’s bipartisan *‘Opioid Crisis Response Act of 2018:* Provides
model programs and materials for training health providers and compliance staff
on the permitted uses and disclosures of substance use disorder information, and
training family members and patients on their rights to protect and obtain
substance use disorder information.

s H.R. 3331 - Introdnced by Representative Lynn Jenkins and co-sponsored
by Representative Doris Matsui: Provides needed incentive payments to
substance use disorder and behavioral health providers to obtain certified
electronic health record technology.

Thank you for your attention to our input.

Sincerely,

-

Erin LaCourt, LAC, cedp, cade, cadacIl

VCS Program Director

AATOD Declegatc for Indiana

Vice President Indiana Association for
Treatment of Opioid Dependence

CC: Mark Parrino, AATOD President
David Blankenship, VCS Executive Director
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of Programs

April 16,2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and Support for
Other Legislative Proposals to Preserve Confidentiality and Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

Recovery Network of Programs, Inc. writes to express its opposition to H.R. 3545, the
“Overdose Prevention and Patient Safety Act.” In the midst of the worst opioid epidemic in our
nation’s history, we must do everything possible to increase the number of people who seek
treatment, but H.R. 3545 would do the opposite. By reducing privacy protections for
individuals receiving substance use disorder (“SUD”) treatment to aliow disclosurcs and
re-diselosures of SUD information without patient consent to a wide range of health care
providers and plans and others with whom they work, H.R. 3545 would discourage people
from entering care out of fear that their treatment records will be used against them in
many harmful ways,

Recovery Network of Programs strives to solve the most difficult social problems facing
humanity in order to effect positive, lasting change. It is our mission to save the lives of those
ensnared by the hands of addiction as well as individuals who live with mental healih
disorders. While we fight daily to eradicate the stigma surrounding those suffering from
substance use disorders, the reality remains that most of our clients expect 100% confidentiality
with regard to their treatment. Client confidentiality is of highest concern when engaging
individuals in first time treatment as is protecting against the unfortunate but very real
discrimination associated with those labeled as addicts.

Helping people build better lives since 1972

Administrative Office » 2 Trap Falls Road, Suite 405 » Shelton, CT 06484 * (P) 203.929.1954 * (F) 203.929.1279

www.Recovery-Programs.org
An Affirmative Action / Equal Opportunity Emplayer
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Furthermore, the heightened protections for substance use disorder records in the federal
confidentiality law, 42 U.S.C. § 290dd-2 and its regulations at 42 CFR Part 2 (collectively
known as “Part 2”), are as critically important today as ever, They support care coordination
while maintaining patient confidentiality to help ensure that people enter SUD treatment.

Moreover, SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it much easier to
facilitate (with patient consent) the sharing of health information between SUD and other health
care providers in clectronic health information systems and coordinated care settings.
Unfortunately, many in the health care system do not know what these rules allow, and many
SUD treatment programs do not have adequate computer systems to enable them to maintain
electronic health records.

Finally, patients in substance abuse disorder treatment should retain the power to decide
when and to whom their records are disclosed, given the continued prevalence of
discrimination in our socicty.

For these reasons, we oppose H.R. 3545 and instead support the following bills that are critical
to preserving patient confidentiality and coordinating care between various health providers:

The Senate’s bipartisan ‘Opioid Crisis Response Act of 2018:** Provides model
programs and materials for training health providers and compliance staff on the
permitted uses and disclosures of substance use disorder information, and training
family members and patients on their rights to protect and obtain substance use disorder
information,

H.R. 3331 ~ Introduced by Representative Lynn Jenkins and co-sponsored by
Representative Doris Matsui: Provides needed incentive payments to substance use
disorder and behavioral health providers fo obtain certified electronic health record

technology.

Thank you.

Sincerely,
Q A/’"“L.««—”‘*\\

S
Jennifer Kolakowski, LCSW
Chief Executive Officer
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S

South Carolina Assoctation for the
Trestment of Optatd Dependencs

April 17,2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and Support for
Other Legislative Proposals to Preserve Confidentiality and Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

The members of SCATOD, the South Carolina Association for the Treatment of Opioid
Dependence, write to express our opposition to H.R. 3545, the “Overdose Prevention and Patient
Safety Act.” In the midst of the worst opioid epidemic in our nation’s history, we must do
everything possible to increase the number of pcople who seek treatment, but H.R. 3545 would do
the oppositc. By reducing privacy protections for individuals receiving substance use
disorder (“SUD”) treatment to allow disclosures and re-disclosures of SUD information
without patient consent to a wide range of health care providers and plans and others with
whom they work, H.R. 3545 would discourage people from entering care out of fear that
their treatment reeords will be used against them in many harmful ways.

The South Carolina Association for the Treatment of Opioid Dependence (SCATOD) represents
20 Opioid Treatment Programs (OTPs) currently operating in the state of South Carolina. Our
programs are on the front lines of treating opioid addiction in our state. We currently serve close
to 7,000 individuals with an Opioid Use Disorder (OUD).

Even with the growing awareness that substancc use disorders are a diseasc, the unfortunate truth
is that persons with a SUD are still actively discriminated against. This stigma and discrimination
is heightened for individuals using Medication Assisted Treatments (MAT), such as treatment with
methadone or buprenorphine (best known as Suboxone), to address their OUD. Every day in South
Carolina we sce examples of discriminatory practices towards the persons we serve. Such as a
patient getting dropped by his Primary Care Physician’s office and cut off from needed
medications for his medical conditions when the physician found out the patient is receiving

1
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methadone for an OUD. Or a baby being taken away from a new mother because she is on
methadone for an OUD despite long-standing compliance with her treatment and abstinence from
illegal drug-use.

For these reasons we believe the following:

o Patients in substance abuse disorder treatment should retain the power to decide when
and to whom thceir records are disclosed, given the continued prevalence of
discrimination in our society.

« Patients who believe their information may be shared without their consent may not seek
treatment. Removing the heightened protections for substance use disorder records in the
federal confidentiality faw, 42 U.S.C. § 290dd-2 and its reguiations at 42 CFR Part 2
(collectively known as “Part 2”) will create barriers to persons seeking treatment.

s The regulations under 42 CFR Part 2 support care coordination while maintaining patient
confidentiality to help ensure that people enter SUD treatment.

o  SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it much easier to
facilitate (with paticnt consent) the sharing of health information between SUD and other
health care providers in electronic health information systems and coordinated carc
settings. Unfortunately, many in the health care system do not know what these rules
allow, and many SUD treatment programs do not have adequate computer systems to
enable them to maintain electronic health records.

As such, we oppose H.R. 3545 and instead support the following bills that are critical to
preserving patient confidentiality and coordinating care between various health providers:
» The Scnate’s bipartisan ““Opioid Crisis Response Act of 2018:” Provides
model programs and materials for training health providers and compliance staff
on the permitted uses and disclosurcs of substance use disorder information, and
training family members and patients on their rights to protect and obtain
substance use disorder information.
¢ H.R. 3331 —-Introduced by Representative Lynn Jenkins and co-sponsored
by Representative Doris Matsui: Provides needed incentive payments to
substance use disorder and behavioral health providers to obtain certified
electronic health record technology.

Thank you.

Christine Martin, LMFT, CACII

President

SCATOD — South Carolina Association for the Treatment of Opioid Dependence

2301 Cosgrove Avenue, Suite F
North Charleston, SC 29405
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From: Northen Parkway

To:

Subject: Oppasition to H.R, 3545 - “Overdose Prevention and Patient Safety Act” and Support for Other Legislative Praposals to Preserve Confidentiality and
Coordinate Care

Date: Sunday, Aprii 15, 2018 12:44:53 PM.

Dear Chairman Walden and Ranking Member Pallone:

On behalf of Northern Parkway Treatment Services, I'm writing to express our opposition to H.R. 3545, the
“overdose Prevention and Patient Safety Act.” In the midst of the worst opicid epidemic

in our nation's history, we must do everything possible to increase the number of people

who seek treatment, but H.R. 3545 would do the opposite. By reducing privacy protections

for individuals receiving substance use disorder (“SUD”) treatment to allow disclosures

and re-disclosures of SUD information without patient consent to a wide range of health

care providers and plans and others with whom they work, H.R. 3545 would discourage people

from entering care out of fear that their treatment records will be used against them in

many harmful ways.

. The heightened protections for substance use disorder records in the federal
confidentiality law, 42 U.S.C. § 290dd-2 and its regulations at 42 CFR Part 2
(collectively known as “part 2"}, are as critically impertant today as ever. They support
care coordination while maintaining patient confidentiality to help ensure that people
enter SUD treatment.

. SAMHSA's amendments to Part 2 by in 2017 and 2018 have made it much easier to facilitate
(with patient consent) the sharing of health information between SUD and other health care
providers in electronic health information systems and coordinated care settings.

unfortunately, many in the health care system do not know what these ruies allow, and many

SUD treatment programs do not have adequate computer systems to enable them to maintain
electronic health records.

. Patients in substance abuse disorder treatment should retain the power to decide when
and to whom their records are disclosed, given the continued prevalence of discrimination
in our society.

For these reasons, we oppose H.R. 3545 and jinstead support the following bills that are
critical to preserving patient confidentiality and coordinating care between various
health providers:

. The Senate's bipartisan ‘‘Opioid Crisis Response Act of 2018:°' Provides model programs
and materials for training health providers and compliance staff on the permitted uses and
disclosures of substance use disorder information, and training family members and

patients on their rights to protect and obtain substance use disorder information.

. H.R. 3331 - Introduced by Representative Lynn Jenkins and co-sponsored by Representative
boris Matsui: Provides needed incentive payments to substance use disorder and behavioral
health providers to obtain certified electronic health record technology.

Thank you.

sincerely,

Babak Imanoel, D.O.

Medical Director and President

Northern Parkway Treatment Services, Inc.
3007 E. Northern Parkway

Baltimore, MD 21214

Phone: 443-475-0737

Fax: 410-220-0703

URL _htfp:/fwww, fces.com/

This email or facsimile transmission may contain CONFIDENTIAL, PRIVILEGED and or PROTECTED INFORMATION intended solely for the
use of the individual or entity to whom it is addresses. 1 you are not the intended recipient, please notify the sender by email or fax immediately.
Please do no disseminate or copy and delete or destroy immediately
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This information has been disclosed to yoll from records protected by Federal Confidentiality Rules (42CFR Part 2). The federai rules prohibit you from making
any further disclosure of this infermation uniess further disclosure is expressly permilted by the written consent of the person to whim it pertains, or is otherwise
permitted by 42 CFR Parl 2. A genera! authorization for the release of medical or other information is NOT sufficient of this purpose. The federal rules restrict
any use of this i ion to criminally ¥ i or te any afcohol or drug abusing patient,

Virus-free www.ava.com..
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From: Babak Imanoel

To: Gordon, Waverly

Subject: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and Support for Other Legislative
Proposals to Preserve Confidentiality and Coordinate Care

Date: Sunday, April 15, 2018 12:40:26 PM

Dear Chairman Walden :

On behalf of BI Health Serviees, I'm writing to express our opposition to 1L.R. 3545, the “Overdose Prevention and
Patient Safety Act.” In the midst of the worst opioid epidemic in our nation’s history, we must do everything
possible to increase the number of people who seck treatment, but H.R. 3545 would do the opposite. By reducing
privacy protections for individuals receiving substance use disorder (“SUD™) treatment to altow disclosures and re-
disclosures of SUD information without patient consent to a wide range of health care providers and plans and
others with whom they work, H.R. 3545 would discourage people from entering care out of fear that their treatment
records will be used against them in many harmful ways.

«  The heightened protections for substance use disorder records in the federal confidentiality law, 42 US.C. §
290dd-2 and its regulations at 42 CFR Part 2 (collectively known as “Part 27), are as critically important today as
cver. They support care coordination while maintaining patient confidentiality to help ensure that peoplc enter SUD
treatment,

+  SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it much easier to facilitate (with patient
consent} the sharing of health information between SUD and other health care providers in electronic health
information systems and coordinated care settings, Unfortunately, many in the health care system do not know what
these rules allow, and many SUD treatment programs do not have adequate computer systems to enable them to
maintain clectronic heaith records.

. Paticnts in substance abuse disorder {reatment should retain the power to decide when and to whom their
records are disclosed, given the continued prevalence of discrimination in our society.

For these reasons, we oppose H.R, 3545 and instead support the following bills that are critical to preserving patient
confidentiality and coordinating care between various health providers:

+  The Senate’s bipartisan **Opioid Crisis Response Act of 2018:”" Provides model programs and materials for
training health providers and compliance staff on the permitted uses and disclosures of substance use disorder
information, and training family members and patients on their rights to protect and obtain substance use disorder
information.

. IL.R. 3331 — Introduced by Representative Lynn Jenking and co-sponsored by Representative Doris Matsui:
Provides needed incentive payments to substance use disorder and behavioral health providers to obtain certificd
clectronic health record technology.

Thank you.

Sincerely,

Babak Imanocl, DO

Medical Director and President
BII Health Services, Inc.

450 E. Main Street
Westminster, MD 211357
Phone: 410-871-3005

Fax: 443-293-8711
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TEMPLATE FOR COMMENTS OPPOSING H.R. 3545, “OVERDOSE PREVENTION
AND PATIENT SAFETY ACT”

04/15/2018

Serenity Health, LLC
780 W Bel Air Ave, Suite B
Aberdeen, MD 21001

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Palione, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and
Support for Other Legislative Proposals to Preserve Confidentiality and
Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

Serenity Health writes to express our opposition to H.R. 3545, the “Overdose
Prevention and Patient Safety Act.” In the midst of the worst opioid epidemic in our
nation’s history, we must do everything possible to increase the number of people who
seek treatment, but H.R. 3545 would do the opposite. By reducing privacy
protections for individuals receiving substance use disorder (“SUD”) treatment to
allow disclosures and re-disclosures of SUD information without patient consent
to a wide range of health care providers and plans and others with whom they
work, H.R. 3545 would discourage people from entering care out of fear that their
treatment records will be used against them in many harmful ways.

Some time ago, we had a young lady in our methadone maintenance program that
committed suicide. She had several admissions to other levels of care that were
unsuccessful, so she entered the methadone maintenance program. She had turned
her life around. She was in college, working full-time, owned her own car, was
purchasing a house and was no longer using iflicit substances. She had to complete
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probation for crimes she had committed while she was actively using illicit drugs. Her
mother did not know she was in methadone treatment. She did not want her mother to
know because her mother did not agree with methadone. The judge found out she was
in the methadone maintenance program and disclosed it in a court hearing with her
mother present. The judge and her mother insisted that she “get off that stuff’, and she
complied only because of the pressure from both to do so. She began abusing illicit
substances and participating in illegal activity to obtain those substances. The guilt and
shame of returning to what she described as “a life of hell”, lead her to write a suicide
note and end her life. If her confidentiality had not been violated, she may have been
the one writing this letter. As healthcare providers, we are trained and educated as to
the best approach for releasing pertinent health information to assure safe and
appropriate disclosure of protected information.

* The heightened protections for substance use disorder records in the
federal confidentiality taw, 42 U.S.C. § 290dd-2 and its regulations at 42
CFR Part 2 (collectively known as “Part 2"}, are as critically important
today as ever. They support care coordination while maintaining patient
confidentiality to help ensure that people enter SUD treatment.

e SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it
much easier to facilitate (with patient consent) the sharing of health
information between SUD and other health care providers in electronic
health information systems and coordinated care settings. Unfortunately,
many in the health care system do not know what these rules allow, and
many SUD treatment programs do not have adequate computer systems
to enable them to maintain electronic health records.

+ Patients in substance abuse disorder treatment should retain the power to
decide when and to whom their records are disclosed, given the continued
prevalence of discrimination in our society.

For these reasons, Serenity Health opposes H.R. 3545 and instead support the
following bills that are critical to preserving patient confidentiality and coordinating care
between various health providers:
¢ The Senate’s bipartisan ““Opioid Crisis Response Act of 2018:"”
Provides model programs and materials for training health providers and
compliance staff on the permitted uses and disclosures of substance use
disorder information, and training family members and patients on their
rights to protect and obtain substance use disorder information.

+ H.R. 3331 - Introduced by Representative Lynn Jenkins and co-
sponsored by Representative Doris Matsui: Provides needed incentive
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payments to substance use disorder and behavioral health providers to
obtain certified electronic heaith record technology.

Thank you.
Sincerely,
/I/M% 9724»%, B, B, TP

Nancy J. Turner, RN, MBR, DMP
CEO
Serenity Health, LLC
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>
KENTUCKY MENTAL HEALTH COALITION

April 23, 2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
‘Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and
Support for Other Legislative Proposals to Preserve Confidentiality and Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

On behalf of the eighty (80) member organizations of the KY Mental Health Coalition, I am
writing to express our strong opposition to H.R. 3545, the “Overdose Prevention and Patient
Safety Act.” As you know, we are in the midst of the worst opioid epidemic in our nation’s
history. It is a time when we must do everything possible to increase the number of people who
seek treatment for their addiction. Our grave concemn is that HR. 3545 would not only not
encourage individuals to seek treatment, but would actually discourage them from doing so.

H.R. 3545 would discourage people from entering care out of fear that their treatment
records will be used against them in many harmful ways. The bill would reduce privacy
protections for individuals receiving substance use disorder (“SUD”) treatment by allowing
disclosures and re-disclosures of SUD information without patient consent to a wide range
of health care providers, coverage plans and others.

The Kentucky Mental Health Coalition (KMHC) includes every kind of behavioral health
professional licensed in Kentucky, as well as public-sector and private-sector agencies and
treatment facilities. Our membership also includes advocacy, consumer and family groups who
are very clear that protection of personal information is a key requisite of seeking treatment for
addictive disorders.

ADVOCACY ACTION NETWORK
120 SEARS AVENUE, SUITE 212 LOUISVILLE, KY 40207
PHONE: (502) 836-4222 TOLLFREE (877)894-0222 FaAX: (502) 8940635
WEBSITE: WWW.ADVOCACYACTION.NET
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e The heightened protections for substance use disorder records in the federal
confidentiality law, 42 U.S.C. § 290dd-2 and its regulations at 42 CFR Part 2
(collectively knmown as “Part 2”), are as critically important today as ever. They
support care coordination while maintaining patient confidentiality to help ensure
that people enter SUD treatment.

e SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it much easier
to facilitate (with patient consent) the sharing of health information between SUD
and other health care providers in electronic health information systems and
coordinated care settings. Unfortunately, many in the health care system do not
know what these rules allow, and many SUD treatment programs do not have
adequate computer systems to enable them to maintain electronic health records.

* Datients in substance abuse disorder treatment should retain the power to decide
when and to whom their records are disclosed, given the continued prevalence of
discrimination in our society.

For these reasons, we oppose H.R. 3545 and instead support the following bills that are critical
to preserving patient confidentiality and coordinating care among various health providers:

s The Senate’s bipartisan ‘“Opioid Crisis Response Act of 2018:*° Provides
mode] programs and materials for training health providers and compliance staff
on the permitted uses and disclosures of substance use disorder information, and
training family members and patients on their rights to protect and obtain
substance use disorder information.

¢ H.R. 3331 - Introduced by Repr ive Lynn Jenkins and co-sponsored
by Representative Doris Matsui: Provides needed incentive payments to
substance use disorder and behavioral health providers to obtain certified
electronic health record technology.

Thank you for your attention to this critically important issue. The lives of those with addictions
depend on your actions.

Tl Shash

Sheila A. Schuster, Ph.D.
Executive Director

ADVOCACY ACTION NETWORK
120 SEARS AVENUE, SUITE 212 LOUISVILLE, KY 40207
PHONE: (B02) 836-4222 TOLL-FREE (877) 8940222 FAX: (502) 8040635



262

COMMENTS OPPOSING H.R. 3545, “OVERDOSE PREVENTION AND PATIENT
SAFETY ACT”

April 21, 2018

Holly Broce, MHA, LCADC

President of the KY Association for the Treatment of Opioid Dependence
Pinnacle Treatment Centers Regional Director

105 Eastside Drive

Georgetown, KY 40324

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Palione, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and
Support for Other Legislative Proposals to Preserve Confidentiality and
Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

Pinnacle Treatment Centers is writing to express our opposition to H.R. 3545, the
“Overdose Prevention and Patient Safety Act.” in the midst of the worst opioid epidemic
in our nation’s history, we must do everything possible to increase the number of people
who seek treatment, but H.R. 3545 would do the opposite. By reducing privacy
protections for individuals receiving substance use disorder (“SUD”) treatment to
allow disclosures and re-disclosures of SUD information without patient consent
to a wide range of health care providers and plans and others with whom they
work, H.R. 3545 would discourage people from entering care out of fear that their
treatment records will be used against them in many harmful ways.

Working in the field of addiction since 1994, | have witnessed time and time
again, patients being dropped from a medical practice or prematurely forced out
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of treatment by the criminal justice system. This action is a direct result of a lack
of understanding of medication assisted treatment. Forcing patients out of a life-
saving treatment, sends them into withdrawal and puts them at greater risk of
relapse and overdose.

e The heightened protections for substance use disorder records in the
federal confidentiality law, 42 U.S.C. § 290dd-2 and its regulations at 42
CFR Part 2 (collectively known as “Part 2"), are as critically important
today as ever. They support care coordination while maintaining patient
confidentiality to help ensure that people enter SUD treatment.

e SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it
much easier to facilitate (with patient consent) the sharing of health
information between SUD and other health care providers in electronic
health information systems and coordinated care settings. Unfortunately,
many in the health care system do not know what these rules allow, and
many SUD treatment programs do not have adequate computer systems
to enable them to maintain electronic health records.

e Patients in substance abuse disorder treatment should retain the power to
decide when and to whom their records are disclosed, given the continued
prevalence of discrimination in our society.

For these reasons, we oppose H.R. 3545 and instead support the following bills that are
critical to preserving patient confidentiality and coordinating care between various health

providers:
¢ The Senate’s bipartisan “Opioid Crisis Response Act of 2018:”
Provides model programs and materials for training heaith providers and
compliance staff on the permitted uses and disclosures of substance use
disorder information, and training family members and patients on their
rights to protect and obtain substance use disorder information.

s H.R. 3331 - Introduced by Representative Lynn Jenkins and co-
sponsored by Representative Doris Matsui: Provides needed incentive
payments to substance use disorder and behavioral health providers to
obtain certified electronic health record technology.

Thank you.

Sincerely,

Holly Broce, MHA, LCADC

President KY Association for the Treatment of Opioid Dependence
Regional Director, Pinnacie Treatment Centers



People Advocating Recovery is a statewide group of concerned individuals working to eliminate
barriers to recovery from addiction.

April 22,2018

PAR-People Advocating Recovery
1425 Story Ave.
Louisville, KY 40206

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and
Support for Other Legislative Proposals to Preserve Confidentiality and Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

People Advocating Recovery is writing to express our opposition to H.R. 3545, the
“Overdose Prevention and Patient Safety Act.” In the midst of the worst opioid epidemic
in our nation’s history, we must do everything possible to increase the number of people
who seek treatment, but H.R. 3545 would do the opposite. By reducing privacy
protections for individuals receiving substance use disorder (“SUD”) treatment to allow
disclosures and re-disclosures of SUD information without patient consent to a wide
range of health care providers and plans and others with whom they work, H.R. 3545
would discourage people from entering care out of fear that their treatment records will
be used against them in many harmful ways.

PAR-People Advocating Recovery
1425 Story Ave.
Louisville, KY 40206
502-552-8573
www.peopleadvocatingrecovery.org
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My name is Mikc Barry. T am the CEO of Pcople Advocating Recovery representing over
7000 people in recovery, their families, and friends in the state of Kentucky.

Patients in substance abuse disorder treatment should retain the power to decide when
and to whom their records are disclosed, given the continued prevalence of
discrimination in our society.

I and many others would have not gone into a treatment program had we thought our
information would be shared with others without our knowledge or consent. This could
have put our careers in jeopardy since so many people still regard this illness as a moral
failure.

For these reasons, we oppose H.R. 3545 and instead support the following bills that are
critical to preserving patient confidentiality and coordinating care between various health
providers:

. The Senate’s bipartisan ‘“‘Opioid Crisis Response Act of 2018:”’ Provides model
programs and materials for training health providers and compliance staff on the
permitted uses and disclosures of substance use disorder information, and training family
members and patients on their rights to protect and obtain substance use disorder
information.

. H.R. 3331 — Introduced by Representative Lynn Jenkins and co-sponsored by
Representative Doris Matsui: Provides needed incentive payments to substance use
disorder and behavioral health providers to obtain certified clectronic health record
technology.

Thank you,
Sincerely,
P
&7 ’
G el \_%
[
Mike Barry

CEO-People Advocating Recovery
Kentucky
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1324 Motor Parkway Suite 102, istandia NY 11749

April 12, 2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and
Support for Other Legislative Proposals to Preserve Confidentiality and
Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

[l am writing on behalf of the Long Island Recovery Association (LIRA) to express our
strong opposition to H.R. 3545, the “"Overdose Prevention and Patient Safety Act.” In
the midst of the worst opioid epidemic in our nation’s history, we must do everything
possible to increase the number of people who seek treatment, but H.R. 3545 would do
the opposite. By reducing privacy protections for individuals receiving substance
use disorder (“SUD”) treatment to aliow disclosures and re-disclosures of SUD
information without patient consent to a wide range of health care providers and
plans and others with whom they work, H.R. 3545 would discourage people from
entering care out of fear that their treatment records will be used against them in
many harmful ways.

As an individual in long term recovery, when | first decided to go to treatment in 1988
knowing that my presence and related details of my stay were protected provided me
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with a sense of comfort and ease that allowed me to follow through on that life altering
commitment. Knowing | was able to focus on the task at hand without worrying that my
employer and others may know about my medical condition was a big reason | was able
to trust the process leading to a sustained life in recovery now approaching thirty years.
Had the long standing full provisions of CFR 42 not been in place | am certain | would
not have entered treatment at that time. | cannot emphasize enough my belief that that
these proposed changes in this legislation, particularly as we face the opioid crisis the
number one healthcare issue in America, would have widespread negative impact on
individuals in need of treatment for substance use disorders.

* The heightened protections for substance use disorder records in the
federal confidentiality law, 42 U.S.C. § 290dd-2 and its regulations at 42
CFR Part 2 (collectively known as “Part 2”), are as critically important
today as ever; supporting care coordination and maintaining confidentiality
to help ensure that people enter SUD treatment.

¢ Patients in substance abuse disorder treatment should retain the power to
decide when and to whom their records are disclosed, given the continued
prevalence of discrimination in our society.

For these reasons LIRA opposes H.R. 3545. We support the foliowing bills that are
critical to preserving patient confidentiality and care between various health providers:
* The Senate’s bipartisan “Opioid Crisis Response Act of 2018;”
Provides mode! programs and materials for training health providers and
compliance staff on the permitted uses and disclosures of substance use
disorder information, and training family members and patients on their
rights to protect and obtain substance use disorder information.

+ H.R. 3331 - Introduced by Representative Lynn Jenkins and co-
sponsored by Representative Doris Matsui: Provides needed incentive
payments to substance use disorder and behavioral health providers to
obtain certified electronic health record technology.

Thank you for your consideration and anticipated support.
Sincerely,
Richard Buckman

Immediate Past President
Founding Member
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FACES
VOICES

April 13, 2018

Faces & Voices of Recovery
840 First Street NE Third Floor
Washington, D 20002

Representative Greg Waliden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act’ and
Support for Other Legislative Proposals to Preserve Confidentiality and Coordinate
Care

Dear Chairman Walden and Ranking Member Palione:

Faces & Voices of Recovery writes to express our opposition to H.R. 3545, the “Overdose
Prevention and Patient Safety Act.” In the midst of the worst opioid epidemic in our
nation’s history, we must do everything possible to increase the number of people who
seek treatment, but H.R. 3545 would do the opposite. By reducing privacy protections
for individuals receiving substance use disorder (“SUD”) treatment to allow
disclosures and re-disclosures of SUD information without patient consent to a
wide range of health care providers and plans and others with whom they work,
H.R. 3545 would discourage people from entering care out of fear that their
treatment records will be used against them in many harmful ways.

Faces & Voices of Recovery is dedicated to organizing and mobilizing the over 23 million
Americans in recovery from addiction to alcohol and other drugs, our families, friends and
allies into recovery community organizations and networks, to promote the right and

840 First Street NE 3™ Floor « Washington, DC 20002
202.737.0690 » Fax: 202.737.0695

www.facesandvoicesofrecovery.org
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resources to recover through advo&;cy, education and demonstrating the power and
proof of long-term recovery.

People in or in need of recovery from addiction to alcohol and other drugs face myriad
forms of discrimination. Discrimination creates barriers to our full participation in
community life. Faces & Voices of Recovery strives to eliminate all policies and practices
that discriminate against people and theirimpacted families based solely on their recovery
status. We are very aware of the consequences if the 42CFR Part 2 were to change and
as such oppose this bill for the following reasons:

+ The heightened protections for substance use disorder records in the
federal confidentiality law, 42 U.S.C. § 290dd-2 and its regulations at 42
CFR Part 2 {collectively known as “Part 2}, are as critically important today
as ever. They support care coordination while maintaining patient
confidentiality to help ensure that people enter SUD treatment.

¢ SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it much
easier to facilitate (with patient consent) the sharing of health information
between SUD and other health care providers in electronic health
information systems and coordinated care settings. Unfortunately, many in
the health care system do not know what these rules allow, and many SUD
treatment programs do not have adequate computer systems to enable
them to maintain electronic health records.

e Patients in substance abuse disorder treatment should retain the power to
decide when and to whom their records are disclosed, given the continued
prevalence of discrimination in our society.

For these reasons, Faces & Voices of Recovery opposes H.R. 3545 and instead support
the following bills that are critical to preserving patient confidentiality and coordinating
care between various health providers:

e The Senate’s bipartisan “Opioid Crisis Response Act of 2018:"
Provides model programs and materials for training health providers and
compliance staff on the permitted uses and disclosures of substance use
disorder information, and training family members and patients on their
rights to protect and obtain substance use disorder information.

* H.RR. 3331 - Introduced by Representative Lynn Jenkins and co-
sponsored by Representative Doris Matsui: Provides needed incentive

840 First Street NE 3™ Floor « Washington, DC 20002
202.737.0690 = Fax: 202.737.0695

www.facesandvoicesofrecovery.org
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FACES
VOICES

payments to substance use ?isorder and behavioral health providers to
obtain certified electronic health record technology.

Thank you.

Sincerely,

{

Patty McCarthy Metcalf
Executive Director

Faces & Voices of Recovery
840 First Street NE Third Floor
Washington, D 20002

840 First Street NE 3™ Floor » Washington, DC 20002
202.737.0690 » Fax: 202.737.0695

www.facesandvoicesofrecovery.org



271

PRO«:A
Pennsylvania Recovery
Organizations Alliance

S00 5 Arlington Ave, Suite 2544
Harrisburg, PA 171091034

March 20%, 2018

The Honorable Chairman Greg Walden,

The Honorable Ranking Member Frank Pallone
House Energy & Commerce Committee

2125 Rayburn House Office Building
Washington, D.C, 20515

RE: Hearing on Combatting the Opioid Crisis: Prevention and Public Health Strategies - Amendment to HR 3545
the Overdose Prevention and Patient Safety Act”

The Honorable Chairman Walden & Ranking Member Pallone,

Thank you for the opportunity to comment on the proposed Amendment to HR 3545, “the Overdose Prevention
and Patient Safety Act.” The agency | represent is the Pennsylvania Recovery Organizations — Alliance (PRO-A), the
statewide recovery community organization of Pennsylvania founded in 1998. We represent thousands of
recovering persons across the state of Pennsylvania, We are dedicated to ending stigma, providing public
education about addiction, providing recovery opportunities and to expand access to drug and alcohol services.

We continue to believe strongly that the existing federal confidentiality requirements for substance use
conditions information established in 42 U.S.C. § 290dd-2 and 42 CFR Part 2 {“Part 2”), as recently amended
twice by SAMHSA, do not require further modifications that would diminish our patient privacy protections in
order to achieve the important goal of facilitating the provision of integrated care between substance use
disorder information and overall health care.

We remain very concerned that applying the HIPAA Privacy Rule {“HIPAA”) standard of allowing without our
consent disclosures of gur substance use condition records for treatment, payment, health operations or any
purpose other than those currently enumerated in Part 2 will result in discrimination against and harm to people
tiving with substance use conditions. The result will be to discourage individuals from seeking SUD treatment
even as our number one goal needs to be to encouraging millions more Americans to enter treatment during the
worst opioid epidemic in our nation’s history.

Section {C) (2) on page 4 of the amendment in the section titled “Use of Records in Criminal, Civil, or
Administrative Investigations, Actions or Procedures” identifies a threshold of “absent good cause” for ruling out
the use of our information in Criminal, Civil, or Administrative Investigations. This is an ambiguous standard at
best and provides insufficient guidance. This will inevitably result in our own information disclosed by seeking
help with a substance use condition to be used against us. This will have a chilling impact on the ability of our
community to seek help without fear of prosecution,
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The Amendment would allow broad access to highly sensitive and personal information. #t would be opened up
to a vast array of individuals and entities well beyond the counselor treating the person in need and the
immediate care provider who need it and can access it under current regulation with our consent.

Additionally, as this information “flows out” to business associates and contracted entities, control over what
happens to it decreases while the likelihood of the information being misused or stolen through a breach
increases. in instances in which a person has had their information used in a way that caused harm to them, it
will become virtually impossible for the patient to determine who was responsibie for improperly releasing their
information. it is the proverbial wall with a gate open and a pot of gold within,

Our information is that proverbial “pot of gold” and we are deeply concerned about broad dispersal of highly
sensitive and personal drug and alcohol related information proposed by the amendment and the lack of clear
accountability to us, the patients. It will create conditions favorable to those who would use our information to
discriminate against us in a myriad of ways. This includes employment, housing, education and insurance
coverage. We have faced the constant drumbeat of the weakening of our protections by business related
groups who are perpetually advocating for further weakening and / or elimination of this critically important
rule. If one does a google search on medications fike “Narcan” or “Buprenorphine” coupled with the term “Life
insurance” one will find how information available within patient records are being used to deny life insurance
to people. Turning on the news this week, one is confronted with how Cambridge Analytica used a research
clause to gain information on people to use as Kompromat, Drug and Alcoho! patient records would be a
primary target of other such groups working to gain access to our highly sensitive information. Treatment will
become unsafe to participate in.

The sad reality is that there are compeliing reasons for entities to obtain and use this information to
discriminate against us for their own material gain. The vast majority of persons who will have this happen to
them wilt fack the resources to determine who used their information in an improper way. Even if they did, in
most cases individuals would not do so as by the very act of trying to assert their rights would acknowledge drug
addiction in a way that would open them up to prosecution and discrimination. In that sense the Amendment
has toothless penalties as due process will be un-obtainable by those so harmed.

The Amendment endangers the fragile therapeutic alliance and may well reduce access to care as who gets our
patient information becomes unknowable to the patient. it will be no longer possible for the person in care to
determine who gets their information and how it will be used {or misused). Information could now go in a
myriad of directions once entered into the medical data base. If the information is used to discriminate against
us, it is also nearly impossible from the patient perspective to determine how such a viotation occurred and who
was responsible.

Under this Amendment, as the treating clinician {I have nearly three decades of direct care experience) { would
have to tell my clients that | have no idea who will get their patient information, or how it will be used. | will
note that i am a person in long term, continuous recovery for over 31 years. Under this amendment, | would
have not entered treatment or self-edited my disclosures in a way that would have undermined my own care.
Without strict protections, { would not have gotten help, obtained an education and have had the opportunity
to be a productive citizen. it is quite possible | would not have survived. This is nat just my story, this is true for
so very many of us in recovery.

Please understand that there is much greater stigma around substance use conditions than other kinds of
medical conditions, and the very acknowledgment of having a substance use condition can open us up to

Web site: www.pro-a.org Twitter Feed: https://twitter.com/PARecoveryOrg

Facebook: www facebook.com/PaRecoveryOrganizationAltiance/
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discrimination and in many instances, place us in legal jeopardy. We will face a Hobson’s choice when seeking
heip under the proposed amendment.

We implore you to not further weaken our confidentiality rights, We are concerned that these proposed
changes add many layers of legalese, complexity and ambiguity to the regulations and will serve only to create
further confusion. It is worth noting that even with our simpler, current standard many direct care professionals
do not understand that they can access alt the clinical information they need with a properly executed consent.
1t is also worth noting that each revision of the standard has made it more complex and harder to understand,
which is in and of itself a barrier to care for patients. Others seem to not want to bothered to honor our privacy
rights.

We believe that the patient should retain control over who gets this information and how it is used. it is
important to note that substance use conditions are almost always fatal without help, that few people can
afford to pay out of pocket for care as a direct result of the condition and that treatment at times can be
compulsory. The bottom line is that if information that can harm us is widely available, we are left with no real
choices beyond avoiding care or risking the use of our information to discriminate against us after it flows to
covered entities and beyond based on “absent probable cause” fanguage, business, research allowances and
many other ways.

We believe that expanding access to our information opens it up to misuse and urge policymakers to protect us
from the misuse of our information and to hold those who use it to discriminate against us accountable to
protect our information. This is the standard that Congress strived for back in 1972, which we believe is just as
relevant now:

“The conferees wish to stress their conviction that the strictest adherence to the provisions of this section
is absolutely essential to the success of alf drug abuse prevention programs. Every potient and farmer
patient must be assured that his right to privacy will be protected. Without that assurance, fear of public
disclosure of drug abuse or of records that will discourage thousands from seeking the treatment they
must have if this tragic national prablem is to be overcome.”

We staunchly believe that sharing of addiction and recovery information is an individual choice to be made by
the individual who retains control gver how it is used and honors the need to limit access to highly sensitive
information — we think that this is fundamental to quality care and consistent with the original statutes and we
ask that the original intent be honored.

Respectfully Submitted,

A,/i
William Stauffer, LSW, CCS, CADC
Executive Director

Web site: www.pro-a.org Twitter Feed: https://twitter.com/PARecoveryQOrg

Facebook: www.facebook.com/PaRecoveryQrganizationAlliance,
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Campaign to Protect Patient Privacy Rights

March 21, 2018
ViA ELECTRONIC MAIL

Representative Greg Walden

Chairman of the U.S. House of Representatives
Energy and Commerce Committee

2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.

Ranking Member of the U.S. House of Representatives
Energy and Commerce Committee

237 Cannon House Office Building

Washington, DC 20515

RE: U.S. House of Representatives, Energy and Commerce ~ Subcommittee on
Health: “Combating the Opioid Crisis: Prevention and Public Health Solutions;”
Amendment in the Nature of a Substitute to H.R, 3545 - “Overdose Prevention
and Patient Safety Act”

Dear Chairman Walden and Ranking Member Pallone:

We, the undersigned national, state, and local organizations strongly support
maintaining the core protections of the federal substance use disorder patient
confidentiality law ("42 U.S.C. § 290dd-2") and its regulations “42 CFR Part 2,” {referred
to collectively as “Part 2,”) to effectively protect the confidentiality of patients’ records.
The Substance Abuse and Mental Health Service Administration (“SAMHSA”) recently
twice amended the patient privacy regulations in order to facilitate the objective of
providing integrative care between substance use disorder (‘SUD”) and other health
care information.

We remain concerned that using a weaker HIPAA Privacy Rule standard of allowing
disclosures of SUD information without patient consent for treatment, payment, health
care operations, or other purposes other than those currently allowed by Part 2 — will
contribute to the existing leve! of discrimination and harm to people living with
substance use disorders. This will only result in more people who need substance use
disorder treatment, being discouraged and afraid to seek the health care they need
during the nation’s worst opioid crisis.
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We strongly support maintaining Part 2's core protections for SUD information, instead
of those of a weaker HIPAA Privacy standard as described in the Amendment (in the
Nature for a Substitute) for H.R. 3545 for the following reasons:

1. The heightened privacy protections in Part 2 are as critical today as they
were when they were they were enacted more than 40 years ago and
must be preserved.

2. In the midst of the worst opioid epidemic in our nation’s history, we must
do everything possible to increase — not decrease —~ the number of people
who seek treatment.

3. SUD is unique among medical conditions because of its criminal and civil
consequences and the rampant discrimination people face.

4. With so much at stake, patients in SUD treatment should retain the right to
consent when and to whom their records are disclosed, as currently found
in Part 2.

5. Effective integration of SUD treatment with the rest of the health care
system is critically important, and information exchange in accordance
with confidentiality law and current technology is now possible. To
facilitate that process, SAMHSA recently amended the Part 2 regulations
to further promote the integration of confidential SUD information into
general health records.

We respectfully request that the House Energy and Commerce Committee maintain the
current confidentiality protections of Part 2 to support individuals entering and staying ir
SUD treatment and recovery services.

Sincerely,

CAMPAIGN TO PROTECT PATIENT PRIVACY RIGHTS:

A New PATH

Addiction Haven

Addictions Resource Center, Waukesha, Wi (ARC, Inc.)

Advocates for Recovery Colorado

AIDS United

Alano Club of Portland

Alcohol & Addictions Resource Center, South Bend, IN

American Association for the Treatment of Opioid Dependence (AATOD)

American Group Psychotherapy Association
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Apricity

Arthur Schut Consuiting LLC

Atlantic Prevention Resources

California Consortium of Addiction Programs & Professionals (CCAPP)
Capital Area Project Vox—Lansing (Ml)'s Voice of Recovery

Center for Recovery and Weliness Resources

CFC Loud N Clear Foundation

Chicago Recovering Communities Coalition

Colorado Behavioral Healthcare Council

Community Catalyst

Connecticut Community for Addiction Recovery (CCAR)

Council on Addiction Recovery Services (CAReS), Inc.- Olean, NY
DarJune Recovery Support Services & Café

Davis Direction Foundation - The Zone

Daystar Center

Delphi Behavioral Health Group~-Maryland House Detox

Detroit Recovery Project

The DOOR-DeKalb Open Opportunity for Recovery

Drug and Alcohol Service Providers Organization of Pennsylvania
Faces & Voices of Recovery

Faces and Voices of Recovery (FAVOR)-Grand Strand-SC

Faces and Voices of Recovery (FAVOR)-Greenville, SC

Faces and Voices of Recovery (FAVOR)-Low Country: Charleston, SC
Faces and Voices of Recovery (FAVOR)-Mississippi Recovery Advocacy Project
Faces and Voices of Recovery (FAVOR)-Pee Dee, SC

Faces and Voices of Recovery (FAVOR)-Tri-County: Rock Hill, SC
Facing Addiction

Fellowship Foundation Recovery Community Organization

Foundation for Recovery

Friends of Recovery-New York

Georgia Council on Substance Abuse
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Greater Macomb Project Vox

Harm Reduction Coalition

Home of New Vision

HOPE for New Hampshire Recovery

Jackson Area Recovery Community-Jackson, Ml

Latah Recovery Center

Legal Action Center

Lifehouse Recovery Connection

Long Island Recovery Association (LIRA)

Maine Alliance for Addiction Recovery

Massachusetts Organization for Addiction Recovery

Message Carriers of Pennsylvania

Mid-Michigan Recovery Services (NCADD Mid-Michigan Affiliate)
Minnesota Recovery Connection

Missouri Recovery Network

National Advocates for Pregnant Women

National Alliance for Medication Assisted Recovery (NAMA Recovery)
National Association for Children of Addiction (NACoA)

National Association of County Behavioral Heaith and Developmental Disability
Directors (NACBHDD)

National Association for Rural Mental Health (NARMH)

National Center on Domestic Violence, Trauma & Mental Health

National Council on Alcoholism and Drug Dependence, inc. (NCADD)

National Councit on Alcoholism and Drug Dependence-Central Mississippi Area, Inc.
National Council on Alcoholism and Drug Dependence-Maryland

National Council on Alcoholism and Drug Dependence-Phoenix

National Council on Alcoholism and Drug Dependence-San Fernando Valley
Navigating Recovery of the Lakes Region

New Jersey Association of Mental Health and Addiction Agencies

Northern Ohio Recovery Association

Oklahoma Citizen Advocates for Recovery and Transformation Association (OCARTA



278

Overcoming Addiction Radio, inc.

Parent/Professional Advocacy League

Peer Coach Academy Colorado

Pennsylvania Recovery Organizations-Alliance (PRO-A)
People Advocating Recovery (PAR)

Pennsylvania Recovery Organization—Achieving Community Together (PRO-ACT)
Portland Recovery Community Center

Public Justice Center

REAL-Michigan (Recovery, Education, Advocacy & Leadership)
Recover Project/Western MA Training

Recover Wyoming

Recovery Alliance of Austin

Recovery Allies of West Michigan

Recovery Cafe

Recovery Communities of North Carolina

Recovery Community of Durham

Recovery Consultants of Atlanta

Recovery Epicenter Foundation, Inc.

Recovery Force of Atlantic County

Recovery is Happening

Recovery Resource Council

Recovery Organization of Support Specialist

Revive Recovery, inc.

Rhode Istand Cares About Recovery (RICARES)

Rochester Community Recovery Center

ROCovery Fitness

Safe Harbor Recovery Center

SMART Recovery (Self-Management and Recovery Training)
S.0.8. Recovery Community Organization

SpiritWorks Foundation

Springs Recovery Connection
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Tennessee Association of Alcohol, Drug & other Addiction Services (TAADAS)
The Bridge Foundation

The Courage Center

The McShin Foundation

The Ohana Center for Recovery

The Serenity House of Flint

The Phoenix

The RASE Project

The Recovery Channel

Tia Hart Community Recovery Program

Together Our Recovery Center Heals (T.O.R.C.H.), Inc.
Treatment Trends, Inc.

Trilogy Recovery Community

U MARC (United Mental Health and Addictions Recovery Coalition)
Utah Support Advocates for Recovery Awareness (USARA)
Vermont Recovery Network

Voices of Hope for Cecil County, MD

Voices of Hope Lexington

Voices of Recovery San Mateo County, CA

WAI-IAM, Inc. and RISE Recovery Community

Wisconsin Voices for Recovery

Young People in Recovery
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AND DRUG DEPENDENCE OF THE
SAN FERMANDO VALLEY

March 21, 2018

Representative Greg Walden

Chairman of the U.S. House of Representatives
Energy and Commerce Committee

2185 Rayburn House Office Building
Woashington, DC 20515

Representative Frank Pallone, Jr.

Ranking Member of the U.S. House of Representatives
Energy and Commerce Committee

237 Cannon House Office Building

Washington, DC 20515

RE: U.S. House of Representatives, Energy and Commerce ~ Subcommittee on Health:
“Combating the Opioid Crisis: Prevention and Public Health Solutions;”

Amendment in the Nature of a Substitute to H.R. 3545 -“Overdose Prevention and Patient
Safety Act”

Dear Chairman Walden and Ranking Member Pallone:

As a professional alcohol and drug outpatient treatment program, we strongly support
maintaining the core protections of the federal substance use disorder patient confidentiality law
(“42 U.S.C. § 290dd-2") and its regulations “42 CFR Part 2,” (referred to collectively as “Part 2,”) to
effectively protect the confidentiality of patients’ records. Maintaining Part 2’s core protections
for SUD information, instead of those of a weaker HIPAA Privacy standard as described in the
Amendment (in the Nature for a Substitute) for H.R. 3545 for the following reasons:

1. The heightened privacy protections in Part 2 are as critical today as they were
when they were they were enacted more than 40 years ago, and must be preserved,

2. Amid the worst opioid epidemic in our nation’s history, we must do everything
possible to increase - not decrease - the number of people who seek treatment.

6166 Vesper Avenue. Van Nuys, California gi4n {818} 997-0414



281

3. SUD is unique among medical conditions because of its criminal and civil
consequences and the rampant discrimination people face.

4. With so much at stake, patients in SUD treatment should retain the right to
consent when and to whom their records are disclosed, as currently found in Part
2.

5. Effective integration of SUD treatment with the rest of the health care system is
critically important, and information exchange in accordance with confidentiality
law and current technology is now possible. To facilitate that process, SAMHSA
recently amended the Part 2 regulations to further promote the integration of
confidential SUD information into general health records.

Like many other professionals in the field of addiction treatment and recovery, we are concerned
that weakening the HIPAA Privacy Rule standard of allowing disclosures of SUD information
without patient consent for treatment, payment, health care operations, or other purposes other
than those currently allowed by Part 2 - will contribute to the existing level of discrimination and
harm to individuals and their families suffering with substance use disorders. This will only result
in more people who need substance use disorder treatment, being discouraged and afraid to seek
the health care they need during the nation’s worst opioid crisis.

We respectfully request that the House Energy and Commerce Committee maintain the current
confidentiality protections of Part 2 in order to support individuals entering and staying in SUD
treatment and recovery services.

Sincerely,

President of the Board

cc: NCADD-SFV Board of Directors
NCADD-SFV Management Committee

6166 Vesper Avenue. Van Nuys, California g1411 {818} 997-0414



282

April 18, 2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

The Honorable Frank Pallone, ir.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Privacy and confidentiality of the heaith data of survivors of domestic and intimate partner violence
Dear Chairman Walden and Ranking Member Pallone:

Futures Without Violence (FUTURES) writes today to support strong privacy and confidentiality protections
for the health and behavioral heaith data/records of survivors of domestic and intimate partner violence
{DV/IPV). As an organization that partners with providers and patients, we support a pragmatic approach to
care coordination and data sharing that improves care, reduces costs, and protects women and families
who experience DV/IPV. Because disclosure of confidential health information can be particularly
dangerous for victims, it is imperative that survivors are fully informed about how their data is being used
and shared—and that they have control over how, when and with whom,

We are concerned that the changes to the data sharing permissions policies are being hurriedly considered
as part of H.R. 3545, the “Overdose Prevention and Patient Safety Act,” and do not meet the unique privacy
and security needs of survivors of DV/IPV. Careful consideration is required. This is true for substance use
and mental heaith records—and for all health data.

Recent changes to privacy rules, including SAMHSA’s amendments to 42CFR Part 2 in 2017 and 2018, have
made it much easier to facilitate {with patient consent) the sharing of health information between SUD,
mental health and other health care providers in electronic heaith information systems and coordinated
care settings. Until these policies are fully implemented and the fulf impact of these changes is understood,
we recommend no additional changes to the policy to ensure that survivors of DV/iPV—and all patients—
have their health data protected.

For survivors, keeping health data confidential is critical both for the immediate safety concerns, and also
for survivors’ trust of their providers. Survivors may be at risk of violent retaliation or reprisal if an abuser
learns about the disclosure of abuse. There also may be legal consequences with an abuser using a
survivor’s history of mental health or substance use services against them in court or custody proceedings
or threatening to do so as a means of coercive control. Survivors also will be less likely to disclose abuse and

1
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seek help if they do not believe their disclosure will be kept private. Survivors must understand who has
access to their health data and who may be able to get access to that data, and they should retain the
power to decide when and to whom their records are disclosed.

To that end, FUTURES recommends that future policymaking adhere to the following principles:

Robust and informed patient consent

Survivors may have very different needs with regards to their privacy. Some may be comfortable sharing
health data with various health care providers and others may choose to exercise more control. The health
care system--and af! corresponding technology—must be responsive to these different needs and ensure
that patients fully understand how their data is shared and be offered the ability to fully consent.

Patient control of data

Patients should be able to choose who can see their records and under what circumstances, and must be
offered options to exercise control over these situations. They need to fully understand where their data
may go and how their data may be accessed. They must be given the opportunity to opt into {or out of)
sharing their health data—and they must be abie to control what providers have access to their data and
under what circumstances. Technology can support these decisions by allowing survivors to withhold
certain information or to prohibit the sharing of certain information. They must be able to easily change
privacy settings if their life circumstances change.

Transparency

Survivors must be able to know and be able to track who has accessed their data and when, or when data
was shared with others. Providers may be given tools to help survivors protect their data, and the
technology must support providers decisions, including education on what data might be sent to outside
providers or for reimbursement, or what information might be printed on insurance billing notifications.

Enforceable penalties
There should be strong and enforceable penalties for violations of privacy and consent both in a clinical

setting, and across information exchanges. Whether due to negligence or oversight, violations of privacy
and consents should be penalized to the fullest extent of the law. The penalties should be strong enough to
deter future cases, and they must be enforceable.

We thank you for consideration of these recommendations and ook forward to answering any questions or
addressing any concerns. For additional information, please contact Kiersten Stewart in FUTURES'
Washington, DC office at 202-595-7382.

Sincerely,

e Flee

Esta Soler
President and Founder
Futures Without Violence
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May 2, 2018

Sally A. Carr
502 8. 12+ Street
Perkasie, Pa. 18944

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

ULS. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and Support for Other
Legislative Proposals to Preserve Confidentiality and Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

I, as a parent of a son whom suffets with the disease of addiction, and as a representative of a nonprofit, Never
Surtender Hope, write to express my opposition to H.R. 3545, the “Overdose Prevention and Patient Safety
Act.” In the midst of the wotst opioid epidemic in our nation’s history, we must do everything possihie to
increase the number of people who seek treatment, but H.R. 3545 would do the opposite. By teducing ptivacy
protections for individuals receiving substance use disorder (“SUD”) treatment to allow disclosures and re-
disclosures of SUD information without patient consent to a wide range of health care providers and plans and
others with whom they work, ILR. 3545 would discourage people from entering care out of fear that their
treatment recotds will be used against them in many harmful ways.

As I stated above, my son is my main motivation in wtiting to you today. The stigma attached to the disease
of addiction can be witnessed, not only in daily life, but also in those places whete people who suffer the same,
should feel safe and not judged by their past attempts at recovery or anything else for that matter..

Patients in substance abuse disotder treatment should retain the powert to decide when and to whom their
records are disclosed, given the continued prevalence of discrimination in out society.

For these reasons, I oppose H.R. 3545 and instead support the following bills that are critical to presesving
patient confidentiality and coordinating care between various health providers:

The Senate’s bipartisan “Opioid Crisis Response Act of 2018:” Provides model programs and materials for
training bealth providers and compliance staff on the permitted uses and disclosures of substance use disorder
information, and training family members and patients on their rights to ptotect and obtain substance use
disorder information.

FL.R. 3331 - Introduced by Representative Lynn Jenkins and co-sponsored by Representative Doris

Matsui: Provides needed incentive payments to substance use disotder and behavioral health providers to
obtain certtified electronic health record technology.

Thank you,

Sincerely,

Sally A. Cart
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May 2, 2018

Lauryn Wicks
499 Woodcrest Drive
Mechanicsburg, Pennsyivania 17050

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, ir.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and Support for Other
Legislative Proposals to Preserve Confidentiality and Coordinate Care

Dear Chairman Walden and Ranking Member Pallone:

1 write to express my opposition to H.R. 3545, the “Overdose Prevention and Patient Safety Act.” In the
midst of the worst opioid epidemic in our nation’s history, we must do everything possible to increase
the number of people who seek treatment, but H.R. 3545 would do the opposite. By reducing privacy
protections for individuals receiving substance use disorder (“SUD”) treatment to allow disclosures
and re-disclosures of SUD information without patient consent to a wide range of health care
providers and plans and others with whom they work, H.R. 3545 would discourage peopie from
entering care out of fear that their treatment records will be used against them in many harmfui
ways.

The heightened protections for substance use disorder records in the federal confidentiality law, 42
U.S.C. § 290dd-2 and its regulations at 42 CFR Part 2 {collectively known as “Part 2"}, are as critically
important today as ever. They support care coordination while maintaining patient confidentiality to
heip ensure that people enter SUD treatment.

e SAMHSA’s amendments to Part 2 by in 2017 and 2018 have made it much easier to facilitate
(with patient consent) the sharing of health information between SUD and other health care
providers in electronic health information systems and coordinated care settings. Unfortunately,
many in the health care system do not know what these rules allow, and many SUD treatment
programs do not have adequate computer systems to enable them to maintain efectronic health
records.

Page 1 0of 2
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e Patients in substance abuse disorder treatment should retain the power to decide when and to
whom their records are disclosed, given the continued prevaience of discrimination in our
society.

For these reasons, | oppose H.R. 3545 and instead support the following bills that are critical to
preserving patient confidentiality and coordinating care between various health providers:

+ The Senate’s hipartisan “Opioid Crisis Response Act of 2018:"”” Provides mode! programs and
materials for training health providers and compliance staff on the permitted uses and
disclosures of substance use disorder information, and training family members and patients on
their rights to protect and obtain substance use disorder information.

« H.R. 3331 ~Introduced by Representative Lynn Jenkins and co-sponsored by Representative
Doris Matsui: Provides needed incentive payments to substance use disorder and behavioral
heaith providers to obtain certified electronic health record technology.

Thank you.

Sincerely,

Lauryn Wicks
National Independent Family Recovery Advocate

Page 2 of 2
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National Association for Children of Addiction !"ﬁ

...working to eliminate the adverse impact of alcohol and drug use on children and families
May 8, 2018

Representative Greg Walden
Chairman

Energy and Commerce Committee
2185 Rayburn House Office Building
Washington, DC 20515

Representative Frank Pallone, Jr.
Ranking Member

U.S. House of Representatives
Energy and Commerce Committee
237 Cannon House Office Building
Washington, DC 20515

RE: Opposition to H.R. 3545 - “Overdose Prevention and Patient Safety Act” and
Support for Other Legislative Proposals to Preserve Confidentiality and Coordinate
Care

Dear Chairman Walden and Ranking Member Pallone:

I am writing to express the National Association for Children of Addiction (NACoA)'s
opposition to H.R. 3545, the “Overdose Prevention and Patient Safety Act.” In the midst of the
worst opioid epidemic in our nation’s history, we must do everything possible to increase the
number of people who seek treatment, but H.R. 3545 would do the opposite. By reducing
privacy protections for individuals receiving substance use disorder (“SUD”) treatment
to aliow disclosures and re-disclosures of SUD information without patient consent to a
wide range of health care providers and plans and others with whom they work, H.R,
3545 would discourage people from entering care out of fear that their treatment records
will be used against them in many harmful ways.

NACOoA is the voice for the 1 in 4 children whose parents suffer from substance use disorders.
These children are the unaddressed victims in the addiction epidemic that continues to sweep
our country destroying families, costing jobs, increasing family violence, and reducing the
children's opportunity for a safe and productive life cach day addicted parents do not receive
treatment and recovery support. This proposed legislation will delay parental help to get well
and parental possibilities to obtain gainful employment in early recovery, thus stigmatizing and
isolating vast numbers of children from a part of mainstream American opportunity. Fear of
losing their children already helps to keep many parents from secking treatment. H.R 3543
exacerbates that problem.

10920 Connecticut Avenue, Suite 100 » Kensington, MD 20895
1-888-55-4COAS (2627) « Fax: 301-468-0987 » nacoa/@nacoa.org & www.nacoa.org
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SAMHSA’s amendments to Part 2 in 2017 and 2018 have made it much casier
to facilitate (with patient consent) the sharing of health information between
SUD and other health care providers in electronic health information systems
and coordinated care settings. Unfortunately, many in the health care system do
not know what these rules allow, and many SUD treatment programs do not
have adequate computer systems to enable them to maintain electronic health
records.

Patients in substance abuse disorder treatment should retain the power to decide
when and to whom their records are disclosed, given the continued prevalence
of discrimination in our society. An important consequence to preserving that
power will be the likelihood that their children will have parents who enter and
finish treatment and go on to recovery and obtain gainful employment to help
support their families, thus giving their children an equal opportunity to
succeed.

For these reasons, we oppose H.R. 3545 and instead support the following bills that are critical
1o preserving patient confidentiality and coordinating care between various health providers:
¢ The Senate’s bipartisan ¢‘Opioid Crisis Response Act of 2018:”* Provides
model programs and materials for training health providers and compliance staff
on the permitted uses and disclosures of substance use disorder information, and
training family members and patients on their rights to protect and obtain
substance use disorder information.

¢ H.R. 3331 - Introduced by Representative Lynn Jenkins and co-sponsored
by Representative Doris Matsui: Provides needed incentive payments to
substanee use disorder and behavioral health providers to obtain certified
electronic health record technology.

Thank you for considering the unintended consequences of H.R. 3545 to already vulnerable
children.

Sincerely,

L

Sis Wenger
President/CEO
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GREG WALDEN, OREGON FRANK PALLONE, JR., NEW JERSEY
CHAIRMAN RANKING MEMBER

ONE HUNDRED FIFTEENTH CONGRESS

Congress of the United States

PHouse of Repregentatives

COMMITTEE ON ENERGY AND COMMERCE

2125 Ravsurn House Orrice Builomes
Wastingron, DC 20515-6115

Majority {202) 225-2927
Minority {202} 226-3641

May 24,2018

Dr. H. Westley Clark

Dean’s Executive Professor, Public Health Program
Santa Clara University

Santa Clara, CA

Dear Dr. Clark:

Thank you for appearing before the Subcommittee on Health on May 8, 2018, to testify at
the hearing entitled “Improving the Coordination and Quality of Substance Use Disorder
Treatment.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record
remains open for ten business days to permit Members to submit additional questions for the
record, which are attached. To facilitate the printing of the hearing record, please respond to
these questions with a transmittal letter by the close of business on June 8, 2018. Your responses
should be mailed to Kristen Shatynski, Professional Staff Member, Committec on Energy and
Commeree, 2125 Rayburn House Office Building, Washington, DC 20515 and c-mailed in Word
format to Kristen.shatynski@mail.house.gov,

Thank you again for your time and effort preparing and delivering testimony before the
Subcommittee.

")

Chairiman
Subcommittee on Health

ce: The Honorable Gene Green, Ranking Member, Subcommittee on Health

Aftachment
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11 .

1 &
Santa Glara
University

May 30,2018

Ms. Kristen Shatynski

Professional Staff Member
Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington, DC 205{35-6115

Ms. Kristen Shatynski

At the request of the Honorable Frank Pallone, Jr. and as a result of the Subcommittee on Health hearing
on May 8, 2018, I was asked if I was aware of any legal cases involving 42 CFR Part 2 and/or 42 USC
290dd-2. Below you will find a partial list of cases involving 42 CFR Part 2 and 42 USC 290dd-2 and/or
predecessor citations. This information was acquired from Google Scholar using the scarch term “42
USC 290-dd™; this information does not represent all the case involving the indicated statute and/or the
indicated regulation, By using Google Scholar, the details and the content of the cases can be verified.

The partial list below involves decision, memoranda, orders or direct reference to 42 USC 250dd-2 and/or
42 CFR Part 2 or predecessor citation, The Federal cases are arranged by Circuit. The state cases are
arranged by State jurisdictions.

1 hope that this answers Representative Pallone’s question,

f el

H. Westley Clark, MD, JD, MPH

Dean’s Executive Professor of Public Health

Public Health Program, Santa Clara University
500 E! Camino Real, Santa Clara, CA 95053-0269
408-554-5422 www.scu.eduicas/phs



FEDERAL CASES INVOLVING 42 USC 290dd-2 and/or 42 CFR Part 2

First Circuit

18 F.2d 1005 (1987)

Ursula C. WHYTE, ete., et al., Plaintiffs, Appellees,

V.
CONNECTICUT MUTUAL LIFE INSURANCE
COMPANY, Defendant, Appeliant.

Ursula C. WHYTE, a/k/a Wendy Whyte, as Trustee
of the S. William Whyte Revocable Trust, Plaintiff,
Appellant,

V.
CONNECTICUT MUTUAL LIFE INSURANCE
COMPANY, Defendant, Appeltes.

h 86-1295, 86-1296.

nited States Court of Appeals, First Circuit.
Argued September 9, 1986.

Decided May 11, 1987,

825 F.2d 538 (1987)
UNITED STATES of America, Appellee,

V.
Robert D. CRESTA, Defendant, Appeltant.
UNITED STATES of America, Appellee,

V.
John J. GILLEN, Jr., Defendant, Appellant.
UNITED STATES of America, Appellee,
V.
Anthony GRAVALLESE, Defendant, Appellant.
UNITED STATES of America, Appetiee,

Y.

Guido IMPEMBA, Defendant, Appeliant.
UNI TATES of America, Appeliee,
V.o
Gabriel CARVAJAL, Defendant, Appellant.
UNITED STATES of America, Appellee,
V.

Ernesto AGUDELQ, Defendant, Appellant,
UNITED STATES of America, Appelice,

V.
Richard T, FORD, Defendant, Appellant.

Nos. 851010, 85-1022, 85-1024 to 85-1028.

United States Court of Appeals, First Circuit,
Argued September 8, 1986.
Decided July 23, 1987.

95 F.Supp.2d 49 {2000)

INITED STATES of America,

v.

John Patrick HUGHES, Defendant.

No. Crim. A 99-10405-REK.

United States District Court, D. Massachuseits.

May 12, 2000.

{2006)
UNITED STATES OF AMERICA,

V.

CHRISTOPHER SMITH, Defendant.
Crin 3-73-B-JAW,

United States District Court, D. Maine.
January 6, 2006.

(2007)
UNITED STATES OF AMERICA, Appelice,

V.
CHRISTOPHER SMITH, Defendant, Appellant.

United States Court of Appeals, First Circuit.
December 21, 2007.

515 F.3d 5 (2008)

UNITED STATES of America, Appellee,

\S

Mark S. SHINDERMAN, M.D., Defendant,
Appeliant,

No. 07-1569.

United States Court of Appeals, First Cireuit.
Heard November 7, 2007.

Decided January 29, 2008



(2011)

Richard McEvoy, Shelagh McEvoy, Co-
administrators of the Estate of Kevin McEvoy,
v.

Hiltsborough County et al.

Civ. No. 09-cv-431-SM.

United States District Court, D. New Hampshire.
May 35,2011,

Second Circuit

899 F.Supp. 933 (1995)

Jobn DOE and Jane Doe, Plaintiffs,
V.
Naomi MARSH et al., Defendants.
No. 93-cv-0676.
United States District Court, N.DD. New York.

70 F.Supp.2d 225 (1999)
'ED STATES of America,

V.
Thomas G. LONGO, Defendant.
! CR-180S.

United States District Court, W.D, New York.
August 5, 1999.

(2005)

PORT WASHINGTON TEACHERS'
ASSOCIATION, AMERICAN FEDERATION OF
TEACHERS, LOCAL 2938, NYSUT,
AFL-CIO, MARY ANNE CARIELLO, as President
of the Port Washington Teachers' Association, and
MICHELLE WEIDEN,

on behalf of themselves and the female students of
the Port Washington Union Free School, Plaintiffs,
V.

BOARD OF EDUCATION OF THE PORT
WASHINGTON UNION FREE SCHOOL
DISTRICT:

LAURA MOGUL, NANCY V. COWLES, MARK
MARCELLUS, DEAN NARDONE, DR. ROY
NELSON,

ROBERT SEIDEN, and DAVID STROM, as
members of the Board of Education of the Port
Washington Union Free School District

and in their individual capacitics; and DR,
GEOFFREY N. GORDON,

as Superintendent of the Port Washington Union Free
School District and in his individual capacity,
Defendants,

04-CIV-1357 (TCPYMIW),

Uinited States District Court, E.D. New York.

March 22, 2005.

568 F. Supp. 2d 220 (2008}
Luis SANABRIA, Plaintiff,
V.
Officer Steven MARTINS, Defendant.

Civil No. 3:06ev647 (IBA),

United States District Court, D. Connecticut.
March 26, 2008,

(2014)

MILTON OMAR COLON et al., Plaintiffs,
v.
METRO-NORTH COMMUTER RAILROAD
COMPANY et al., Defendants.

Case No. 3:13CV325(JAM).

United States District Court, DD, Connecticut.
April 3, 2014,

(2014).

KEITH RICHARDSON, Plaintiff,
V.
NEW YORK STATE OFFICE OF MENTAL
HEALTH,

CENTRAL NEW YORK PSYCHIATRIC CENTER
et al., Defendants.

No. 6:11-cv-1007 {GLS/ATB),

United States District Court, N.D. New York.
August 4, 2014,

Third Circuit

896 F.Supp. 179 {1994)

John MULHOLLAND and Pamela Mulholland
V.

DIETZ COMPANY and Entwistie Corporation,
Civ, A, No. 94-3517,

United States District Court, E.D. Pennsylvania.
December 5, 1994,




933 F.Supp. 485 (1996)
Clarence CARR, PlaintifT,
V.
ALLEGHENY HEALTH, EDUCATION AND
RESEARCH FOUNDATION

and Allegheny General Hospital, Defendants.
Civil Action No, 95
United States District Coust, W.D, Pennsylvania,
August 9, 1996,

(2005)
GONZALEZ,

V.

CITY OF HOBOKEN, et als.

Docket No, 04-C 6 (WIM).

United States District Court, D. New Jersey.
June 30, 2005

(2009)

KATHRYN MEGONNELL, Plaintiff,

V.

INFOTECH SOLUTIONS, INC, t/d/b/a AVYSION

IT and/or
AVYSION HEALTHCARE SERVICES, PAMELA
HUNTER

b RD TOKAR, Defendants

Civil Action Ne. 1:07-cv-02339.

United States District Court, M.D. Pennsylvania,
November 18, 2009.

(2010)
HRIPIK,

NSYLVANIA, ctal,

0. 08-5164,
United States District Court, E.D, Pennsylvania,
October 7, 2010.

791 F.Supp.2d 383 (2011)
David BEHAR, M.D., Plaintiff

SYLVANIA DEPARTMENT OF
NSPORTATION

and Allen Bichler, Defendants.

Civil Action No, 1:09-CV-2433,

United States District

March 31,2011

293

Fourth Circuit

955 F.2d 914 (1992)

UNIT STATES of America, Plaintiff-Appelice,
AS

SOUTHERN MANAGEMENT CORPORATION,
Defendant-Appeliant.

No. 90-2490.

United States Court of Appeals, Fourth Circuit,
Argued July 31, 1991,
Decided February 3, 1992,

{2012y

45, UNITED STATES OF AMERICA,
V.
GRACIE BELLOSI-MITCHELL

Case No. RWT {0cr600,

United States District Court, D. Maryland.
September 6, 2012.

(2014)
JOHN VANNOY, Plaintiff,

V.

THE FEDERAL RESERVE BANK OF
RICHMOND, Defendant.

Action No. 3:13-CV-797
United States District Court, E.D. Virginia,
Richmond Division.

June 10, 2014,

(2014)

MICHAEL ALAN CROOKER, Petitioner
V.
TIMOTHY STEWART, Respondent.
Civil Action No, ELH-14-1539.

United States District Court, D. Maryland.
December 16, 2014,

(2017),

THOMAS SINSEL, Plaintiff,
V.
HITACHI KOKI USA, LTD,, Defendant.

Case No. 7:16-cv-00412-D.

United States District Court, E.D. North Carolina,
Southern Division,

May 31,2017




(2017)

MICHAEL J. MORGAN, Plaintiff,

V.

RICKY J. SPIVEY, in his individual and official
capacities as a Wake County Sheriff's Deputy,
CASEY L. MILLER, in his individual and official
capacities as a Wake County Sheriff's Deputy,
JOSHUA K. LEGAN, in his individuai and official
capacities as a Wake Caunty Sherifl's Deputy,
DONNIE HARRISON, in his official capacity as
Sheriff of Wake County, North Carolina,

THE OHIO CASUALTY INSURANCE
COMPANY, individually, and as a subsequent
subsidiary of

LIBERTY MUTUAL INSURANCE COMPANY, as
SURETY, Defendants.
No. 5
United States District Court, E.D. North Carolina,
Western Division,

December §, 2017,

Fifth Circuit

408 F.Supp.2d 295 (2006)
UNITED STATES of America
v.
Diana ZAMORA.

No. CR C-05-746M,

United St: District Court, S.D. Texas, Corpus
Christi Division.

January 10, 2006.

Sixth Circuit

63 F.3d 467 (1995}

Rick R. ELLISON, Plaintiff-Appeliant,

V.

COCKE COUNTY, TENNESSEE and David
Kickliter, M.D., Defendants-Appelices.

No. 94-3577.

United States Court of Appeals, Sixth Circuit.
Submitted April 10, 1993,

Decided August 24, 1995,

294

88 F.Supp.2d 753 (2000)
Gary Wayne FANNON, Plaintifl,

V.
Kurt JOHNSTON, Defendant.
Civ. 98-CV-72006-DT

Southern Division.
March 24, 2000,

(2011)
SAMUEL JEFFERSON, Plaintiff,

V.
FERRER, POIROT, AND WANSBROUGH, et al,,
Defendants.

;xtcd State: 5istrict Court, M.D. Tennessee,
Nashvilie Division.
July 25,2011,

{2014}
SAMUEL JEFF
V.
FERRER, POIROT & WANSBROUGH, et al.,
Defendants

Case No. 3:10-0754,

United States District Court, M.D. Tennessee,
Nashville Division.

March 13,2014,

ERSON, Plaintiff,

(2015)

CARL WATSON RICCHUITE, Plaintiff,

V.

JOEY JOHNSON, et al., Defendants.

Civil Action No. 1:14-CV-104-GNS-HBB.
United States District Court, W.D. Kentucky,
Bowling Green Division.

September 25, 2015

(2016},

GARDEN CITY EMPLOY
SYSTEM, Plaintiff,
CENTRAL STATES, SOUTHEAST SOUTHWEST
AREAS PENSION FUND,

Individually and on Behalf of All Others Simifarly
Situated, Lead Plaintiffs,

BEVERLY KERN, on Behalf of Herse!f and Her
Siblings,

S' RETIREMENT




and as Administrator of the Estate of Donna Kern,
intervenors,

v,

PSYCHIATRIC SOLUTIONS, INC,, et al,,
Defendants.

3:09-cv-00882.

ted States District Court, M.D. Tennessee,
Nashville Division.

September 20, 2016.

Seventh Circuit

670 F.2d 702 (1982)

UNITED STATES of America, Plaintiff-Appeliee,
V.

Alex J. RAINERI, Defendant-Appeltant.

No, 81-1394,

United States Court of Appeals, Seventh Circuit.
Argucd September 15, 1981,

Decided February 8, 1982,

Rehearing and Rehearing Denied March 24, 1982

854 F.Supp. 1380 (1994)

Inre The AUGUST, 1993 REGULAR GRAND
JURY'. (Hospital Subpoena).

N No. 93-63. Grand Jury Subpoena No, KMS-41-
1)
United States District Court, §.D. Indiana,
indianapolis Division.

May 20, 1994,

168 F.3d 1036 (1999)
Carlos CHAPA, Plaintiff-Appellant,
V.
Jura ADAMS, et al., Defendants-Appellees,
0, 5 9.
United States Court of Appeals, Seventh Circuit,
Argued January 22, 1999,
Decided February 23, 1999,

277 F.3d 969 (2002)

UNITED STATES of America ex rel. Janet
CHANDLER, Ph.D.,

Plaintiff Appellant, Cross-Appeliee,

V.
COOK COUNTY, ILLINOIS ! Defendant-Appellee,
Cross-Appellant.

5.00-4110,01-1810.
United States Court of Appeals, Seventh Circuit.
Argued September 5, 2001,
Decided January 22, 2002,

(2005)
LISA M. BEARD, Plaintiff,
Vs,
CITY OF CHICAGO, Defendant.
03C 3527,
United States District Court, N.D. Hlinois, Eastern
Division.
January 7, 2005.

{2006)

LORA L. STANLEY, et al., Plaintiffs,
V.
CARRIER MILLS-STONEFORT SCHOOL
DISTRICTNO. 2,

and RICHARD MORGAN, Defendants.
Civil No, 03-4203-1PG.

United States District Court, $.D. Hlinois.
December 14, 2006,

(2013)

MIRANDA COSGROVE and CHRISTINA
COSGROVE, Plaintiffs,

V.
RODNEY D. McCLURE, individually and as an
agent and/or employee of PIONEER COACH, INC;
PiO ‘R COACH, INC., a foreign corporation;
PHILLIP L. CARTER,

individually as an agent andfor employee of JEFFCO
LEASING CO., INC.;

and JEFFCO LEASING CO., INC,, a foreign
Corporation. Defendants.

Case No, 3:13-cv-00580-DRH-DGW.

United States District Court, 8.D. Hlinois.

Qctober 28, 2013,




Eighth Circuit

(2006)

R. KOTESWARA RAO KUNDA and CHICAGO
INSURANCE CO., Plaintiffs,

V.
ST. ANTHONY MEDICAL CENTER SELF-
'RUST, et al., Defendants.

INDENTURE

United States District Court, E.D. Missouri, Eastern
Division.

August 22, 2006.

(2017)

MADISON GIROUX by her Attorney-in-fact,
JENNIFER GIROUX, Plaintiff,

v,

TOMMI YOUNG BULL BEAR, EMT Director,
City/County Alcehol and Drug Program, in her
individual capacity;

BRENDA WOOD, Director City/County Alcohol
and Drug Program, in her individual capacity;
PENNINGTON COUNTY SHERIFF'S DEPUTY
PAUL STEVENS, in his individual capacity;

and PENNINGTON COUNTY STATE'S
ATTORNEY SARAH E. MORRISON, in her
individual capacity, Defendants.

ct Court, D. South Dakota,

United S—;at_es Distri
Western Division,
March 22,2017

(2017)

IN RE EMPLOYMENT RECORDS OF JOHN

DOES EMPLOYED BY SHARPE HOLDING, INC.,
No. $:17MC238 RLW,

United States District Court, E.D. Missouri, Eastern
Division.

December 20, 2017,

Ninth Circuit

879 F.Supp. 1054 (1995)
UNITED STATES of America, Plaintiff,

V.

Gary Lee SNOWDEN, Defendant,
Ng. CR 94-38-RE.

United States District Court, D. Oregon.
February 10, 1995,

146 F.3d 680 (1998)

Donald HALVORSEN, Jr.. Plaintiff-Appellant,
V.

Lawrence BAIRD; Jeffrey Kaer; City of Portland;
Central City Concern;

Dick Endo; Aaron Beedle; Jeff Mitchell; Joe Brows,
Defendants-Appeliees.

Donald HALVORSEN, Jr., Plaintif-Appellee,

V.

Lawrence BAIRD; Jeffrey Kaer; City of Portland;
Aaron Beedle; Dick Endo, Defendants,

and

Central City Concern; Jeff Mitchell; Joe Brown,
Defendants-appeliants.

Nos. 95-35677, 95-35705,

JInited States Court of Appeals, Ninth Circuit.
Argued and Submitted November 5, 1996,
Decided June 11, 1998,

(2010}

LISA LOWEN, as next friend and natural parent of
minor B.L., Plaintiff,

V.

VIA CHRISTY HOSPITALS WICHITA, INC. d/b/a
St. Francis Campus,

and KIMBERLY MOLIK, M.D., and HENRY B.
DOE 3, M.D., Defendants.

. 10-1201-RDR.

tates District Court, D. Kansas,

November 16,2010,




(2013)

MARIA D. CHAVEZ and RENE CHAVEZ,
individually and as the Successors-in-Interest of
CHRISTIAN CHAVEZ, Deceased, Plaintiff,

v.
COUNTY OF KERN, TOMMY I ROBBINS,
JEREMY STORAR, AND DOES 1 TO 100,
Defendants.

Case No. 1:12-cv-01004-LIO-SLT,

United States Distriet Court, E,D. California.
July 9,2013.

(2013)
_DEBORAH CAHILL, Plaintiff,
v

F-RANCI SCAN HEALTH SYSTEM, Defendant.

Tacoma,
December 16, 2013,

(2014)

KETEMA ROSS, et al., Plaintiffs,v.

JAY INSLEE, in his official capacity as Governor of
Washington, et al., Defendants.

N
United States District Court, E.D. Washington,
August 4, 2014,

(2016}
ROBERT DeWAYNE BOSLEY, JR,, Plaintifl,

V.

M. VALASCQ, et al., Defendants.

Case No., 1:14-cv-00049-MIS (PC),

United States District Court, E.D. California.
January 8, 2016.

(2016)

ROBERT DEWAYNE BOSLEY, JR. PlaintifT,
v.

M. VALASCO, et al,, Defendants.

Case No. 1:14-cv-00049-MJS (PC).

United States District Court, E.D. California.
March 25, 2016

(2016)

Lawrence N. Cherry, et al,, Plaintiffs,
V.
United States of America, Defendant.
No. CV-15-00236-PHX-PGR.

United States District Cowurt, D. Arizona,
August 31, 2016.

(2016)

CHARLES DES ROCHES, on his own behalf and on
behalf of his beneficiary son,

R.D., and al! others similarly situated, and SYLVIA
MEYER. on her own behalf and all others simifarly
situated, Plaintiff,

v.

CALIFORNIA PHYSICIANS' SERVICE d/b/a
BLUE SHIELD OF CALIFORNIA;

HUMAN AFFAIRS INTERNATIONAL OF
CALIFORNIA; and

MAGELLAN HEALTH SERVICES OF
CALIFORNIA, INC.—~EMPLOYER SERVICES,
Defendant.

Case No. 16-cv-02848-LHK,

United States District Court, N.D. California, San
Jose Division.

September 7, 2016,

{2016)
ANTOINE DOUGLASS JOHNSON, Petitioner,

V.

FELICIA PONCE, Respondent.

No, 2:16-cv-1037 JAM AC P.

United States District Court, E.D. California.
December 16, 2016,

(2018)

ESTATE OF SANDRA VELA, deceased, by and
through ANNAMARIE MORE:
ANNAMARIE MORENQ; and BERNADETTE
ALVERADO, Plaintiff,
V.

COUNTY OF MONTEREY; SHERIFF STEVE
BERNAL, in his individual and official capacitics;
COMMANDER JAMES BASS, in his individual
and official capacities; SERGEANT ERIKA KAYE,
in her individual capacity;

SERGEANT CAROL WHITE, in her individual
capacity; DEPUTY BARBARA FULKERSON, in
her individual capacity;




DEPUTY N. QUINTERO, in her individual capacity;
FORMER SHERIIF SCOTT MILLER, in his
individual capacity;

CALIFORNIA FORENSIC MEDICAL GROUP,
T

YLOR FITHIA
Defendants.

Case No. 16-CV-02375 BLF.

United States District Court, N.D. California, San
Jose Division,

January 18, 2018,

Tenth Circuit

F.3d 1414 (1998)
UNITE
V.

Frank Anthony OBERLE, Defendant-Appellant,
No. 96-2273.
United States Court of Appeals, Tenth Circuit.

320 F.3d 1107 (2003)
CENTER FOR LEGAL ADVOCACY, doing

business as Legal Center for People with Disabilitics

and Older People, also known as Legal Center,
Colorado's Protection and Advocacy System,
P & A System, Plaintiff-Appellant,

v

Medical Director of Quality Review and
tmprovement;

Patricia Gabow, M,D., in her official capacity as
Medical Director and Chief Exccutive Officer;

Denver Health and Hospital Authority, also known as

DHHA, doing business as Denver Health Medical
Center,

also known as DHMC, Defendants-Appeltlees.

No. 02-1135,

United States Court of Appeals, Tenth Circuit.
February 25, 2003.

L (2006)

MIKE BOHANNON, Plaintiff,
V.

J.M. BAKER, D.O. Defendant.
Case No. §#6-1 .B.
United States District Court, . Kansas,
October 12, 2006.

MD; ELUID GARCIA, MDD,

D STATES of America, Plaintifi-Appellee,

Michael EARNEST, M.D,, in his official capacity as

(2006)
CAROL J. HULSE,
V.
SUBURBAN MOBILE HOME SUPPLY
COMPANY, et al., Defendants.

Case No. 06-1 168-WEB.
United States District Court, D. Kansas.
October 12, 2006.

(2007)
JEREMY BUSTAMANTE, Plaintiff,
V.

CENTRAL KANSAS MEDICAL CEN
Kansas Corporation, Defendant.

Case No. 06-1336-WEB.

United States ict Court, D. Kansas.
May 1, 2007,

(2007)

JEREMY BUSTAMANTE, Plaintiff,

V.

CENTRAL KANSAS MEDICAL CENTER,, a
Kansas Corporation, Defendant.

Casc No. 06-1336-WEB,

United States District Court, D. Kansas,

May 11, 2007.

(2007)

LORI PRESCOTT, Plaintiff,
V.
TREGO COUNTY, KANSAS, BOARD OF
COUNTY COMMISSIONERS,

RICHARD SCHNEIDER, and DENNIS WEAVER,

Defendants.

Case No, 07-CV-1008-ITM-DWRB,
United States District Court, D. Kansas.
May 16, 2007.




(2008)
REBECCA SORTER, Plainiiff,
¥V,

R‘lCARDO ALVARADO, Defendant.
B

Unite

£ _,T)_ Kansas, Wichita.
March 3, 2008

(2008)

AT WICHITA, KANSAS ROBERT MILLER,
Plaintif¥,

V.

E.F.V., minor, and LARRY V. VASQUEZ, father,
legal guardian,

and next best friend, Defendants.

Case No, 08-1114-ITM-DWB.

United States District Court, D, Kansas.

June 10, 2008.

2010y
JENNIFER PRATT, Phaintiff,

V.

JOSEPH PETELIN, M.D. and DANIEL PALEY,
M.D., Defendan
Ca 0. 09-2
United States D
February 4, 2010,

(2010},
GEORGE SPRAGGINS, Plaintiff,

V.

SUMNER REGIONAL MEDICAL CENTER
and DR, LARRY A} SON, Defendants.
Case No. 10-2276-WEB/KGG.

United States District Court, D. Kansas.
November 3, 2010.

(2010

UNITED STATES OF AMERICA, ex rel. ANA
SANCHEZ-SMITH,

AMBER HAVERFIELD-CHATWELL, and DANA
WHITE, Plaintiffs,

V.

AHS TULSA REGIONAL MEDICAL CENTER,
LLC,

d/b/a TULSA REGIONAL MEDICAL CENTER,
Defendant.
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No - SKPIC

Jnited States District Court, N.D. Oklghoma.
November §, 2010,

(2010

754 F.Supp.2d 1270 {2010)

UNITED STATES of America, ex rel. Ana
SANCHEZ-SMITH,

Ambcr Haverfield-Chatwell, and Dana White,
Plaintiffs,

V.

AHS TULSA REGIONAL MEDICAL CENTER,
LLC,

d/b/a Tulsa Regional Medical Center, Defendant.
Case No. 05-CY-442-TCK-PIC.

United States District Court, N.D. Oklahoma.
November 10,2010,

(2013)

NICOLETTE UTTER, Administrator of the Estate of
CHRISTOPHER UTTER, Plaintiff,

V.

DALLAS THOMPSON, et al., Defendants.

Case No, 11-2360-KHVY.

United States District Court, D. Kansas,

June 7, 2013

(2014)

SHAWN GIEGERICH, Plaintiff,

V.

NATIONAL BEEF PACKING COMPANY, LLC,
Defendant.

92-JAR,
istrict Court, D, Kansas,

States
January 9, 2014,

United

(2015).

ANTHONY LOLIN JIMENEZ, SR., Applicant,

V.

COLORADO DEPARTMENT OF CORRECTIONS,
RICK RAEMISCH (Exec. Dir.),

CROWLEY COUNTY CORRECTIONAL
FACILITY, MICHAEL MILLER (Warden),

and THE ATTORNEY GENERAL OF THE STATE
OF COLORADQ, Respondents.

Civil Action No. 15-¢v-01006-GPG.

United States District Court, D, Colorado,

Tuly 8, 2015,




(2015).
CHARLES EVANS, Plaintift,

v.

WILLIAM D. MAUCH, M.D,, Defendant.
Case No. 2: -09100-CM.

United States District Court, I, Kansas.
August 26, 2015.

{2016)

FRANKIE T. LYDEN, individually, and FRANKIE
T.LYDEN,

as Special Administrator of the Estate of Michael
Lyden,

deceascd, on behalf of the Heirs of MICHAEL
LYDEN, deceased, Plaintiffs,

V.
HOGAN DEDICATED SERVICES, LLC, A
Missouri corporation;

HOGAN TRANSPORTS, INC., a Missouri
Corporation;

HOGAN TRUCK LEASING, INC,, dba HOGAN
MOTOR LEASING, INC.,

A Missouri corporation

and MICHAEL DANIELY, a Missouri resident,
Defendants,

C 289-CM.

United States District Court, D. Kansas at Kansas
City, Kansas,

April 4, 2016.

(2017)
MARK RATLEY, Plaintiff,
Y.

) DDC,
ted States District Court, D. Kansas.
July 20, 2017.

Eleventh Circuit

951 F.2d 320 (1992)

Bill W. DOE, Plaintiff-Appellant,
V.
Anthony M. FRANK, Postmaster General

of the United States of America, Defendant-Appelice.
91-5003.

United States Court of Appeals, Eleventh Circuit,
fanuary 24, 1992,

196 F.3d 1226 (1999}

Raymond D. HICKS, M.D., Plaintiff-Appelice,
V.
TALBOTT RECOVERY SYSTEM, INC, a.k.a.
Talbott Marsh Recovery System or Talboit Marsh
Recovery Center,

Anchor Hospital, Barry H. Lubin, M.D., G. Douglas
Talbott, M.D., Defendants-Appeltants.

s Court of Appeals, Eleventh Circuit.
November 22, 1999

170 F.Supp.2d 1211 (2001}
Gary P. MOSIER, Plaintiff,

United States District Count, N.D. Florida,
Taltahassee Division.
November 1, 2001

(2013}
47, IN'THE MATTER OF: WILLIAM ARTHUR
ASHCRAFT, .D.

Civil Action No. 2:13-cv-00623-WMA,

United States District Court, N.D, Alabama, Southern
Division.

June 3,2013.

(2016)
UNITED STATES OF AMERICA, Plaintiff,
V.
XIULL RUAN, M.D., Defendant.
i 088-CG-B,
United States District Court, S.D, Alabama, Southern
Division.
April 4, 2016.




DC Circuit

598 F Supp. 126 (1984)

George L. WHITLOCK, Plaintiff,

V.

Raymond J. DONOVAN and United States
Department of Labor, Defendants.

Civ. A. No. 83-3388.

United States District Court, District of Columbia.
November 6, 1984,

63 F.2d 103 (1988)

Frederick D. JUDD, Appeiiant
.
James H. BILLINGTON, Librarian of Congress.

0.

tes Court of Appeals, District of Columbia
Circuit.
Argued November 15, 1988,
Decided December 20, 1988,

STATE CASES
Involving 42 USC 290dd-2 and/or
42 CFR Part 2

ALABAMA

773 So.2d 431 (2000)

£x parte Dr. Walter L. ETHERTON,

(Re Tammy Reynolds Freeman v. Dr. Walter L.
Etherton).

1981962,

Supreme Court of Alabama.

March 17, 2000,

Rchearing Denied fune 9, 2000,

156 S0.3d 973 (2014)

W.AA.

V.

BOARD OF DENTAL EXAMINERS OF
ALABAMA.

Court of Civil Appeals of Alabama.
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ALASKA

89 P.3d 800 (2004)

Diana BRYSON, Petitioner/Cross-Respondent,
V.
BANNER HEALTH SYSTEM d/b/a Fairbanks
Memoriat Hospital

d/b/a Family Recovery Center and Guy Patterson,
Respondents/Cross-Petitioners.

Nos. S-10653, S-10673.

Supreme Court of Alaska.

Aprif 23, 2004.

338 P.3d 953 (2014)

John W.PLETCHER IV, Appeliant,
V.

STATE of Alaska, Appeliee.

No. A-11492.

Court of Appeals of Alaska.
November 21, 2014,

ARIZONA

157 Ariz. 41 (1987)

754 P.2d 1145

Harry A. DANIELSON, M.D., and Jane Doe
Danietson,

whose true name is Beverly Ann Danielson, husband
and wife, Petitioners,

V.
SUPERIOR COURT OF the STATE OF ARIZONA,
In and For the COUNTY OF MARICOPA,
Honorable John Foreman, a judge thereof,
Respondent Judge, loyce LOPEZ and Richard Lopez,
husband and wife, Real Parties in Interest,

No. 1 CA-SA 200.

Court of Appeals of Arizona, Division !, Department
Al

December 8, 1987,

As Amended on Denial of Reeonsideration March

14, 1988,

Review Dented June 7, 1988,



(2012)

STATE OF ARIZONA, Appeliee,
Y.
VICTOR PEREZ CANO, Appellant.
No. LCACR 11-0473.

Court of Appeals of Arizona, Division One,
Department B (AUGUST).

Filed September 20, 2012,

290 P.3d 228 (2012)
231 Ariz. 34

STATE of Arizona, Appellee,
V.
Terry Wayne TATLOW, Appellant.
) : 1-0593,

A-CR |
ourt of Appeals of Arizona, Division 1, Department

C

December 4, 2012

(2013)
STATE OF ARIZONA, Appelice,

v.
DAVID ALAN HOUSE, Appeliant.
CR 1

Court of Appeal izona, Division One,
Department C.

Filed January 17, 2013.

ARKANSAS

No Cases in Google Scholar Discovered

CALIFORNIA CASE

(2010)
MICHAEL MARQUEZ, Petitioner,

V.

THE SUPERIOR COURT OF LOS ANGELES
COUNTY, Respondent;

ESTATE OF PABLO GARCIA, ct al., Real Parties
in Interest.

No, B321965.

Court of Appeals of California, Second District,
Division Seven,

Fifed May 18, 2010.
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COLORADO

668 P.2d 3 (1983)
Stephan D. CLARK, Petitioner,
v

DISTRICT COURT, SECOND JUDICIAL
DISTRICT, CITY

AND COUNTY QF DENVER;

Daniel B. Sparr, one of the judges thereof;
Estates of Sailas, Respondents,

No, 8354182,

Supreme Court of Colorado, En Banc,
August 29, 1983

944 P.2d 660 (1997)

The PEOPLE of the State of Colorado Through the
DENVER

DEPARTMENT OF SOCIAL SERVICES, In the
Interest of R.DH.

and P.H., Children, Upon the Petition of the Denver
County

Department of Social Services, Petitioner-Appeliee,
and Concerning K.L.H., Respondent-Appellant.

Ne. $6CAQ0106,

Colorado Court of Appeals, Div. 1.

May 29, 1997.

Rehearing Denied June 26, 1997.

Certiorart Denied October 20, 1997

217 P.3d 841 {2008)
The PEOPLE of the State of Colorado, Plaintiff-
Appellee,

V.

Anthony Lolin JIMENEZ, Defendant-Appelant,
Do, H4CA1008,

Colorado Court of Appeals, Div. V1.
October 16, 2008,

Rehearing Denied December 31, 2008,

[SEE FEDERAL CASE ABOVE]

316 P.3d 4 (2013)

2013 COA 44

ADOLESCENT AND FAMILY INSTITUTE OF
COLORADO, INC.,

a Colorado eorporation, Plaintiff-Appeliant and
Cross-Appetlee,

V.
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COLORADO DEPARTMENT OF HUMAN
SERVICES, DIVISION OF BEHAVIORAL
HEALTH,

fik/a Alcohot and Drug Abuse Division, Defendant-
Appellee and Cross-Appeltant.

Court of Appeals No. 11CA2586.

Colorado Court of Appeals, Div. 1.

Announced March 28, 2013.

CONNECTICUT

203 Conn. 641 (1987)
STATE OF CONNECTICUT
V.

JEFFREY ROLLINSON

14
Supreme Court of Connecticut.
Argued April 8, 1987,
Decision released June 2, 1987.

223 Conn. 450 (1992)
CONNECTICUT STATE MEDICAL SOCIETY ET
AL.

v.
COMMISSION ON HOSPITALS AND HEALTH
CARE
14456
Supreme Court of Connecticut.
Argued June 10, 1992,
Decision released August 11, 1992,

48 Conn. App. 563 (1998)

IN RE MARVIN M. ET AL
AC 16942

Appellate Court of Connecticut.
Argued November 7, 1997,
Officially released May 3, 1998,

54 Conn. App. 663 (1999)
MICHAEL SKAKEL

V.
JONATHAN BENEDICT

AC 19160

Appellate Court of Connecticut.
Argued May 27, 1999,

Officially released August 5, 199981

14

35 Conn. App. 336 (1999)

INRE JAMES L

AC 17869, (AC 18155

Appellate Court of Connecticut.
Argued June 2, 1999.

Officially released October 19, 1999,
{Footnote 14]

263 Conn. 390 (2003)

STATE OF CONNECTICUT
V.

RANDY KIRSCH

Supreme Court of Connecticut
Argued February 20, 2003,
Officially released May 6, 2003

DELAWARE

683 A.2d 1055 (1996)
STATE of Delaware

V.

Rodney A, BRIGHT, Defendant.

1.D. No, 9412012391,

Supetior Court of Delaware, New Castle County.
Submitted: June 4, 1996.

Decided: June 27, 1996.

979 A2d 1138 (2009)

DIVISION OF FAMILY SERVICES, Petitioner,
v.
Ramona REDMAN,! John Litticton, Respondents.
No. C$07-02770.

Family Court of Delaware, Sussex County.
Submitted: February 6, 2009,

Decided: April 15, 2009,

980 A.2d 1045 (2009)
DIVISION OF FAMILY SERVICES, Petitioner,

V.

A.B., AW, Thresholds, Inc., Respondents.
No. CS08-02438,

Family Court of Delaware, Sussex County.
Submitted: December 8, 2008.

Decided: June 25, 2009.




FLORIDA

599 So.2d 749 (1992}
SERVICE MERCHANDISE COMPANY OF
Appellant,

N, Appelice.

S ourt of Appeal of Florida, Fourth District.
June 3, 1992,

842 So.2d 177 {2003)
STATE of Florida, Petitioner,
v,
CENTER FOR DRUG-FREE LIVING, INC.,
Respondent.

No. SD2-3356,

District Court of Appeal of Florida, Fifth District.
Mareh 7, 2003.

Rehearing Denied April 17, 2003

897 So.2d
William N
V.

301(2008)
ELSON, Appeliant,

LABOR FINDERS, Gailagher Bassett Services, Inc.,

and Florida Department of Insurance, Division of
Workers Compensation, Appellees.

No. 1D03-3104.

District Court of Appeal of Florida, First District.
February 28, 2005.

974 So.2d 1164 (2008)
STATE of Florida, Appeliant,
V.
Meghan D. RUDY, Appeliee.

No. 4D06-4924.

rict Court of Appeal of Florida, Fourth District.
February 20, 2008,

GEORGIA

194 Ga. App. 805 (1990)

392 S.E.2d 286

AETNA CASUALTY & SURETY COMPANY
\2
RIDGEVIEW INSTITUTE, INC. ct al,
ABIAI836,

Court of Appeals of Georgia.

Decided March 12, 1990.
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511 S.E.2d 253 (1999)
236 Ga. App. 132

In the interest of L.H., a child.
No. A9

Court of Appeals of Georgia.
January 28, 1999

521 S.E.2d 199 {1999}

239 Ga. App. 203

SLETTO et al.

V.

HOSPITAL AUTHORITY OF HOUSTON
COUNTY et al.

No. AS9A0030,

Court of Appeals of Georgia.

July 16, 1999,

Certiorari Denied October 29, 1999,

717 S.E2d 190 (2011
289 Ga. 881
BOWLING

V.
The STATE
No. St
Supreme Court of Georgia.
October 17,2011,

HAWAH

No Cases in Google Scholar Discovered

IDAHO

No Cases in Google Scholar Discovered
ILLINOIS

764 N.E.2d 1 (2001)
198 111.2d 249
261 N.Dec. 710

M.A K., Appeliee,

Y.

R PRESBYTERIAN-ST.-LUKE'S MEDICAL
C ER,

d/b/a Rush Behavioral Health Center--Du Page,
Appellant.




Supreme Court of Hlinois.
December 20, 2001,

851 NLE.2d 1243 (2006}

221 111.2d 453

James WISNIEWSKI, Appeliee,
V.
Reverend Raymond KOWNACK] et al., Appellants.
Nos. 101011101

Supreme Court of Hlinois.

June 2, 2006.

INDIANA

STO9NE.2d 1342 (1991)

TERRE HAUTE REGIONAL HOSPITAL, Inc,
and Hospital Corporation of America, Appeliants-
Defendants,

v.
Linda S. TRUEBLOOD, Appellce-Plaintiff.
No. 61A04-9107-CV-223.[1]

Court of Appeals of Indiana, First District,
October 22, 1991,

Rehearing Denied January 13, 1992,

669 N.E2d 192 (1996)

“Jane DOE", Appellant-Respondent,

V.

DAVIESS COUNTY DIVISION OF CHILDREN
AND FAMILY SERVICES, Appellee-Petitioner.
No. 14A01-9511-1V-361,

Court of Appeals of Indiana.

Tuly 29, 1996.

Transfer Dented October 29, 1996.

G694 N.E.2d 1212 (1998)

William F. HURT, Appeliant-Defendant,
V.
STATE of indiana, Appellee-Plaintiff.
No. 82A01-9705-CR-161,

Court of Appeals of Indiana.

May 29, 1998,

Transfer Denied July 8, 1998,
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698 N.E.2d 381 {1998)

Larry 3. LEY, M.D., and Urological Care, P.C.,
Appellants-Defendants,

V.

Donovan BLOSE and Jean Blose, Appellees-
Plaintiffs.

3.
ndiana.

August 25, 1998,

761 N.E.2d 431 (2001)

Sandra CARTER, Appellant-Respondent,
V.
KNOX COUNTY OFFICE OF FAMILY AND
CHILDREN, Appelice-Petitioner.

No. 42A03-0104-3V-151,

Court of Appeals of Indiana.

November 28, 2001.

Publication Ordered January 14, 2002.

832 N.E.2d 563 (2005)

in the Matter of the INVOLUNTARY
TERMINATION

OF THE PARENT CHILD RELATIONSHIP OF
AH., LH,CH,

and J.H., Minor Children and Their Mother Annette
Johnston

and Their Father, lay Haney,

Jay Haney, Appellant-Respondent,

v.
Adams County Office of Family and Children,
Appeliee-Petitioner.

Court of Appeals of Indiana.

August 10, 2005,

IOWA

No Cases in Google Scholar Discovered
KANSAS

272 Kan. 1366 (2002}
39P3d47
STATE OF KANSAS, Appellee,

A\
MICHA

1. L. JENKINS, Appellant,

Sup: ourt of Kansas.
Opinion filed February 1, 2002,



KENTUCKY

No Cases in Google Scholar Discovered

LOUISTANA

638 S0.2d 1182 (1994)
Quelyndreia JACKSON
v.
Daniel DENDY, et al,

No. 93 CW 0903,

Court of Appeal of Louisiana, First Circuit.
June 24, 1994,

696 So.2d 652 (1997)

Barry LUGAR

V.

BATON ROUGE GENERAL MEDICAL CENTER.
Court ol:;\‘;;;c—alj)f Louisiana, First Circuit,

June 20, 1997.

{This case is about breech]

*921 S0.2d 1012 (2005}
Sheri NEWCOMER

V.

AMERICAN HOME ASSURANCE COMPANY, et
al.

No. 2005-C-1242.

Court of Appeal of Louisiana, Fourth Cireuit,
December 14, 2005

MAINE

637 A.2d 1162 (1994)
STATE of Maine

v.
Ronald W. BOOBAR, Ir,
Supreme Judicial Court of Maine.
Argued January 6, 1994,

Decided March 1, 1994,

MARYLAND

No Cases in Google Scholar Discovered
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MASSACHUSETTS

921 N.E2d 536

DWIGHT HIGHTOWER

V.

COMMONWEALTH.

SIC-10567.

Supreme Judicial Court of Massachusetts

464 Mass. 1013 (2013)

KAREN COUSINEAU

V.

COMMONWEALTH.

SIC-11254,

Supreme Judicial Court of Massachusetts.
February 20, 2013

MICHIGAN

(2008)

CAROL JOIMS and JAN JODIS M as Next Friend of
MIKAYLA GRANGER, a Minor, Plaintiffs-
Appellants,

v.
MICHELLE BRUBAKER, SUE FOWLE, MARY
STUART, DAVE BABCOCK, NURSE A. VAN
CAMP,

DR. DEBRA LUSTY, DR. ALFRED BEDIAKO,
DR. VERONICA DULA, and

HILLSDALE COUNTY COMMUNITY HEALTH
CENTER, Defendants-Appeitees, and
ELIZABETH WARNER and PHILLIP
BERKEMEIER, Appellants.l

No. 271649,

Court of Appeals of Michigan.

January 31, 2008.

PEOPLE OF THE STATE OF MICHIGAN,
Plaintiff-Appellee,

V.
DAVID CHRISTIAN DEJONGE, Defendant-
Appellant.

No. 295168,

Court of Appeals of Michigan.

June 5, 2012,
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MINNESOTA

342N.W.2d 128 (1984)
STATE of Minnesota, Respondent,

v.

David Gerald ANDRING, Appellant.
No, £2-82-294,

Supreme Court of Minnesota.
January 13, 1984,

376 N.W.2d 451 (1983)

STATE of Minnesota, Respondent,
V.
Gerry Dean BROWN, Appellant.
Court of Appeals of Minnesota.
November 5, 1985.

Review Denied December 19, 1985

383 N.W.2d 338 (1986)

STATE of Minnesota, Respondent,
v.
Toby Lynn GULLEKSON, Appellant.
No, C5-85-1647,

Court of Appeals of Minnesota.
March 11, 1986,

Review Denied May 16, 1986,

MISSISSIPPI

No Cases in Google Scholar Discovered

MISSOURI

973 S.W.2d 183 (1998)

STATE of Missouri ex rel. C.J.V., Relator,
V.
The Honorable Michae!l T. JAMISON, Judge, Circuit
Court, St. Louis County, Missouri, Respondent.

No. 73917

Missouri Court of Appeals, Eastern District, Writ
Division Two.

July 31, 1998,

18

MONTANA

682 P.2d 1365 (1984)

STATE of Montana, Plaintiff and Appeliant,
v.

Arthur Leroy MAGNUSON, Defendant and

guprcmc Court of Montana.
Submitted March 2, 1984,
Decided June 12, 1984,

NEBRASKA

No Cases in Google Scholar Discovered

NEVADA

No Cases in Google Scholar Discovered

NEW HAMPSHIRE

No Cases in Google Scholar Discovered

NEW JERSEY

239 N.J. Super. 119 (198%)

570 A.2d 1047

STATE OF NEW JERSEY, PLAINTIFF,
V.
ADAM MARREROQ, DEFENDANT.
Superior Court of New Jersey, Law Division
{Criminal), Cumberland County.

Decided November 9, 1989.

NEW MEXICO

No Cases in Google Scholar Discovered



NEW YORK

93 Misc.2d 479 (1978}

in the Matter of Doe Children, Alleged to be
Neglected. Alic, Respondent i

Family Court, Queens County,

March 7, 1978

STN.Y.2d 399 (1982)
In the Matter of John Short, Respondent-Appeliant,

V.

Board of Managers of the Nassau County Medical
Center, Appellant-Respondent.

Court of Appeals of the State of New York.
Argued October 14, 1982,

Decided November 18, 1982,

147 Misc.2d 669 (1990)
Susan W., Plaintiff,

v.
Ronald A., Defendant.

Supreme Court, Queens County.
June 15, 1990

149 Misc.2d 200 (1990}

In the Matter of the Guardianship of John D.
Alexander, Jr., an Infant.

in the Matter of The Estate of Beverly Clark,
Deceased.

Surrogate's Court, Bronx County.

December 12, 1990

171 A.D.2d 624 (1991)

1n the Matter of David C. Reynolds, Petitioner,

V.

Benjamin Ward, as Police Commissioner of The City
of New York, et al., Respondents

Appeliate Division of the Supreme Court of the State
of New York, First Department.

March 28, 1991

176 A.D.2d 391 (1991)

In the Matter of Robert J. Shedrick, Appellant,

V.

Thomas A. Coughlin, as Commissioner of
Correctional Services, et al., Respondents

Appeliate Division of the Supreme Court of the State
of New York, Third Department.

September 12, 199]
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180 A.D.2d 866 (1992)
The People of the State of New York, Respondent,

V.

Mark Simon, Also Known as Spook, Appellant
Appeliate Division of the Supreme Court of the State
of New York, Third Department.

February 13, 1992

2d 788 (1993)

602 .2d 70

In the Matter of W.H. and Another, Children Alleged
10 be Negleeted. H.H., Respondent.

Family Court, Rockland County.

July 28, 1993

163 Misc.2d 373 (1993)

621 N.Y.8.2d 428

In the Matter of Ulster County Department of Social
Services, on Behalf of Jane,

a Child Alleged to be Neglected. Leslie B.,
Respondent.

Family Court, Ulster County.

August 23, 1993

207 A.D.2d 660 (1994}

616 N.Y.5.2d 38

Jade Napoleoni et al., Respondents,
V.
Union Hospital of the Bronx et al., Defendants, and
Sushita Gupta et al., Appellants

Appellate Division of the Supreme Court of the State
of New Yaork, First Department.

September 1, 1994

165 Misc.2d 736 (1995)

630 N.Y.S.2d 850

in the Matter of Brandon A. and Others,
Children Alleged to be Permanently Neglected.
Claritha P, Respondent. (And Another Action.}
Family Court, Monroe County.

June 13, 1995

240 AD.2d 683 (1997}
659N.Y.S.2d 495
The People of the State of New York, Respondent,

V.

Anthony Rodriguez, Appellant

Appellate Division of the Supreme Court of the State
of New York,

Second Department.



173 Misc.2d 879 (1997
G662 N.Y.S.2d 706

John Warburton, Claimant,
v.
State of New York,H! Defendant. {(Claim No. 94378-
Al

Court of Claims.

August 7, 1997

259 A.D.2d 1047 (1999)

689 N.Y.5.2d 325

THE PEOPLE OF THE STATE OF NEW YORK,
Respondent,

V.

GUY LANE, Appeliant.

Appeliate Division of the Supreme Court of the State
of New York, Fourth Department

186 Misc.2d 266 (2000)
TION.Y.S.2d 864
In the Matter of MAXIMO M., a Child Alleged to be
Negiected.
ELIZABETH R., Respondent,
Family Court, Kings County.
June 24, 2000.

281 A.D.2d 387 (2001}
72IN.Y.8.2d 383
JOHN DOE et al.,, Appellants,

\2
JAMES M. INMAN CONSTRUCTION CORP.,
Defendant and Third-Party Plaintiff, et al.,
Defendants.

CATHEDRAL MARBLE AND GRANITE
COMPANY, Third-Party Defendant-Respondent,
HARTFORD INSURANCE COMPANY, Nonparty
Respondent,

Appellate Division of the Supreme Court of the State
of New York, Second Department.

Decided March 5, 2001

188 Misc.2d 470 (2001}

T29N.Y.S.2d 348

BRAD H. et al., on Behalf of Themselves and All
Others Similarly Situated, Plaintiffs,

V.

CITY OF NEW YORK et al., Defendants.
Supreme Court, New York County.

June 26, 2601,
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285 A.D.2d 462 (2001)

727N.Y.5.2d 338

In the Matter of MARLENE D, a Person Alleged to
be a Juvenife Delinquent, Appellant.

Appellate Division of the Supreme Court of the State
of New York, Second Department.

5 Mise.3d 517 (2004)
5

78 Y.8.2d 292

THE OPLE OF THE STATE OF NEW YORK,
Plaintiff,

V.

PIERRE JOSEPH, Defendant.
Supreme Court, Kings County.
September 22, 2004,

71 AD.3d 1400 (2010)
898 N.Y.S.2d 742

L.T., Appellant,

V.

TEVA PHARMACEUTICALS USA, INC,, et al,,
Defendants, and

THE HARVARD DRUG GROUP, L.L.C.,
Respondent.

Appellate Division of the Supreme Court of New
York, Fourth Department.

Decided March 19, 2010,

2011 NY Slip Op 50102(U)

IN THE MATTER OF HAVYN-LEIY A" A
CHILD UNDER THE AGE OF EIGHTEEN YEARS
ALLEGED TO BE PERMANENTLY NEGLECTED
BY MORIANNA" B.," Respondent.

B-XXXXX-XX

Family Court, Clinton County.

Decided Tanuary 20, 2011.

89 A.D.3d 1544 (2011)

934N.Y.8.2d 278

in the Matter of KENNEDIE M. and Another,
infants.

ERIE COUNTY DEPARTMENT OF SOCIAL
SERVICES, Respondent,
DOUGHLAS M., Appellant, et a
CHARLES D. HALVORSEN
the Children, Appetlant.
CAF10:01769.

., Respondent.
ESQ., Attorney for




90 A.D.3d 1224 2011)

934 N.Y.S.2d 578

In the Matter of SIMMONS MACHINE TOOL
CORPORATION, Appeliant,

V.
ST. PETER'S HEAL'TH CARE SERVICES,
Respondent, and JOHN DOE, Respondent.
512534,
Appellate Division of the Supreme Court of New
York, Third Department.

December 8, 2011,

90 A.D.3d 1655 (2011)

936 N.Y.S.2d 825

T the Matter of SHIRLEY A.S., an [nfant.
ERIE COUNTY DEPARTMENT OF SOCIAL
SERVICES, Respandent; DAVID AS., A

CAF 11-01027.

Appellate Division of the Supreme Court of New
York, Fourth Department.

December 30,2011,

NORTH CAROLINA

IN THE MATTER OF: G.D.C., Minor Child.
No. COA06-140

North Carolina Court of Appeals

Fited November 7, 2006

‘This case not for publication

NORTH DAKOTA

361 N.W.2d 232 (1985)

HEARTVIEW FOUNDATION,

a corporation, and Sherman Sandbo, Petitioners,
V.

Gerald G. GLASER, fudge of the District Court,
South Central Judicial Distriet, and Keith Conrad,
Respondents.

Civ, No. 10849,

Supreme Court of North Dakota.
January 18, 1985,

488
JA?
v.
The Honorable Cynthia A. ROTHE,

Judge of the District Court, Cass County,

East Central Judicial District, Thomas L. Herzog,

7.2d 879 (1992)
., Petitioner,
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Jerry I. Baldwin, and Fargo Clinic, Ltd., a.k.a.
MeritCare, Respondents.

Ci 920101,

Supreme Court of North Dakota.

August 21, 1992

631 N.w.2d 159 (2001)
2001 ND 137
Interest of R.O., V.O. and J.H.

Keith BERGER, Direetor Grand Farks County Social

Services, Petitioner and Appellee,

V.

F.O., Respondent, and

L.H., Respondent and Appellant.
Interest of R.O., V.O., and J.LH.
Keith Berger, Director Grand Forks County Social
Services, Petitioner and Appellee,

V.

F.O., Respondent and Appellant, and
L.H., Respondent.

Nos, 20000308, 20000307,

Supreme Court of Narth Dakota.
July 20, 2001,

OHIO

11 Ohio Misc. 2d 1 {1983)
PACHECO

V.
ORTIZM

Court of Common Pleas of Cuyahoga County.
Decided November 4, 1983,

154 Ohio App.3d 301 (2003)
2003-Ohio-4847

The STATE of Ohio, Appellee,
V.
PULASKI, Appcltant.

Neo. 19790.

Court of Appeals of Ohio, Second District,
Montgomery County.

Decided September 12, 2003



2005-Ohio-4243
State of Ohio, Plaintiff-Appellant, (Cross-Appellee),

¥,

Brandon Johnson, Defendant-Appetiee, (Cross-
Appeltant)

No., 044

39.
Court of Appeals of Ohio, Tenth District, Franklin
County.

Rendered on August 16, 2005

SN.E.3d 100 (2013)

2013-Ohio-5540

Rebecca R, GENTILE, Plaintiff-Appellant,

V.

David D. DUNCAN et al., Defendants-Appeliees.
No. 12AP-1023.

Court of Appeals of Ohio, Tenth District, Franklin
County.

December 17, 2013,

14 N.E.3d 470 (2014)
2014-Ohio-2508
OHIO STATE DENTAL BOARD, Petitioner-
Appeliee,
V.
HEALTHCARE VENTURE PARTNERS, LLC ct
al., Respondents-Appellees,
(Dr. LW., D.D.S., Appellant).

14AP-163,
Court of Appeals of Ohjo, Tenth District, Franklin
County.
June 10, 2014,

OKLAHOMA

No Cases in Google Schelar Discovered
OREGON

993 P.2d 152 (1999)

164 Or. App. 369

In the Matter of Chelsea West, a Minor Child.
STATE ex rel. JUVENILE DEPARTMENT OF
MULTNOMAH COUNTY, Respondent,

V.
Dion WEST, Appellant,
(9707-82066; CA A100350),

Court of Appeals of Oregon.

Argued and Submitted May 10, 1999,
Decided December 15, [999.
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99 P.3d 748 (2004)

195 Or. App. 431

William E. MITCHELL, Respondent-Cross-
Appellant,

V.

MT. HOOD MEADOWS OREG., Limited
Partnership, an Oregon limited partnership;

and Mt. Hood Meadows Development Corp., an
Oregon corporation, Appellants-Cross-Respondents.
389, A116119.

Appeals of Oregon.

Argued and Submitted Juty 22, 2003.
Resubmitted July 14, 2004,

Decided October 6, 2004.

83 P.3d 930 (2012)
51 Or. App. 395
TATE of Oregon, Plaintiff-Respondent,

2
2
P
V.
William Delray TOLAND, Defendant-Appellant.
State Of Oregon, Plaintiff-Respondent,

v.
Larry Alan Fricano, Defendant-Appeliant.

07C51639, 07C51658; A141030 (Control), A141047,
Court of Appeals of Oregon.

Argued and Submitted June 9, 2011

Decided July 25,2012

PENNSYLVANIA

No Cases in Google Scholar Diseovered

RHODE ISLAND

644 A.2d 309 (1994)
fnre CORY C.
No. 93-690-Appeal,

Supreme Court of Rhode Island.
May 18, 1994,




SOUTH CAROLINA

E.2d 693 (1995)

Shirley McMAKIN, Respondent,
V.

Supreme Court of South Carolina,
Heard January 3, 1995,
Decided February 27, 1995

458 S.E.2d 439 (1995)
John DOE, Appellant,
V.
NORTH GREENVILLE HOSPITAL, Respondent.

} 3.
Court of Appeals of South Carolina.
Submitted April 3, 1995.

Decided May 8, 1995.

Rehearing Denied June 29, 1995,

343 S.C. 471 (2000)

340 S.E.2d 484

MacKennon WATSON, a Minor, by his Guardian ad
Litem, Susan WATSON, Respondent,

v,

David CHAPMAN, M.D., Appetiant. and

Susan Watson and Don Watson, Respondents,

V.
David Chapman, M.D., Appellant.
Court of Appeals of South Carolina.
Heard November 8, 2000.

Filed December 18, 2000.
Rehearing Denied February 12, 2001

SOUTH DAKOTA

No Cases in Google Scholar Discovered
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TENNESSEE

194 S.W.3d 457 (2005)
Morris M. DICKSON
V.

CITY OF MEMPHIS CIVIL SERVICE
COMMISSION.

Court of Appeals of Tennessee, Western Section, at
Fackson.

August 23, 2005 Session.

November 2, 2005,

Permission to Appeal Denied April 24, 2006

(2010)
STATE OF TENNESSEE,
V.

JOHN COTE AND SARAH COTE,

In Re: DR. SANDRA ELKINS.

No. E2008-02483-CCA-R9-CD.

Court of Criminal Appeals of Tennessee, at
Knoxville.

August 25, 2009 Session.

Filed September 28, 2010.

(2012)
CITY OF MEMPHIS CIVIL SERVICE
COMMISSION,

V.
STEVEN PAYTON.

No, W2011-02501-COA-R3-CY,

Court of Appeals of Tennessee, at Jackson.
July 19, 2012 Session,

Filed November 7, 2012,

TEXAS

142 S.W.3d 574 (2004)

in the Interest of K.C.P, and 1.D.P., Children.
No, 06-04-00009-CV.

Court of Appeals of Texas, Texarkana,
Submitted July 28, 2004,

Decided August 9, 2004.

UTAH

No Cases in Google Scholar Discovered
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VERMONT WEST VIRGINIA

No Cases in Google Scholar Discovered
648 A.2d 652 (1994)
Inre B.W., Juvenile.
No. 93-263.
Supreme Court of Vermont. WISCONSIN
July 1, 1994,

No Cases in Google Scholar Discovered

659 A.2d 1137(1995)

Inre B.S., Juvenile. WYOMING

No. 94-036.

Supreme Court of Vermont.

March 31, 1995, No Cases in Google Scholar Discovered
VIRGINIA WASHINGTON, D.C.

No Cases in Google Scholar Discovered
672 A.2d 1032 (1995)
in re Robert R. STONE, Jr., Respondent,
A Member of the Bar of the District of Columbia
WASHINGTON Court of Appeals.
No. 95-BG-1519.
District of Columbia Court of Appeals.
9 P.3d 840 (2000) December 18, 1995,
STATE of Washington, Respondent,
V.
Brenda Rochelle ANDERSON, Appetlant,
No. 43390-6-1,
Court of Appeals of Washington, Division 1.
August 7, 2000.
Publication Ordered August 31, 2000,

76 P.3d 280 (2003)

118 Wash.App. 435

STATE of Washington, Respondent,
V.
Scott Warren WHEAT, Appeliant.

No. 28413-8-1L,

Court of Appeals of Washington, Division 2.
September 16, 2003.

94 P.3d 407 (2004)

STATE of Washington, Respondent,

v,

Catherine Christine CASSILL-SKILTON, Appelfant.
Nos, 29710-8-11, 29714-1-11

Court of Appeals of Washington, Division 2.

July 20, 2004,
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