
Meeting Agenda – May 22, 2019 -SHTF

1. Introductions:

2. Updates:

a. Stats Update

a. PBCFR calls for service

b. Delray Beach: Ariana Ciancio

b. Health Care District Update: Dr. Courtney Rowling

c. SEBHN – Houston Park

3. 2019 Legislation:

a. HB 369/SB 900 SHTF Bill

b. HB 171 Syringe Exchange

c. CARE Act of 2019

4. Compliance Officer Programs: Jeffrey Lynne

5. ODMAP

a. Presentation: Hugo Barrera, Director South Florida HIDTA

b. Bureau of Justice Assistance/CDC: ODMAP Grants

6. DCF SE Region Quality Assurance Program: Suzette Fleishmann

7. Addiction Recovery Medical Home- Alternative Payment Model: NCADD

8. Public comments.

9. Closing remarks.



Palm Beach County Fire Rescue 
Primary or Secondary Impression = Opioid

1/1/2017 to 12/31/2017

1/10/2019

January  162  166# of Calls: # of Patients:

February  135  138# of Calls: # of Patients:

March  332  346# of Calls: # of Patients:

April  239  252# of Calls: # of Patients:

May  414  430# of Calls: # of Patients:

June  340  374# of Calls: # of Patients:

July  180  183# of Calls: # of Patients:

August  209  215# of Calls: # of Patients:

September  177  181# of Calls: # of Patients:

October  185  195# of Calls: # of Patients:

November  135  136# of Calls: # of Patients:

December  172  180# of Calls: # of Patients:

GRAND TOTALS  2,796# of Calls: # of Patients: 2,680

H:\CRYSTAL\Safety Pad\MIH ODS Heroin Opioid\All OD topics\Calls-Primary OR Secondary Impression is Opioid.rpt





Palm Beach County Fire Rescue 
Primary or Secondary Impression = Opioid

1/1/2018 to 12/31/2018

1/10/2019

January  144  148# of Calls: # of Patients:

February  128  130# of Calls: # of Patients:

March  116  120# of Calls: # of Patients:

April  129  133# of Calls: # of Patients:

May  124  126# of Calls: # of Patients:

June  180  182# of Calls: # of Patients:

July  149  151# of Calls: # of Patients:

August  124  129# of Calls: # of Patients:

September  113  114# of Calls: # of Patients:

October  127  129# of Calls: # of Patients:

November  99  99# of Calls: # of Patients:

December  76  80# of Calls: # of Patients:

GRAND TOTALS  1,541# of Calls: # of Patients: 1,509

H:\CRYSTAL\Safety Pad\MIH ODS Heroin Opioid\All OD topics\Calls-Primary OR Secondary Impression is Opioid.rpt



Palm Beach County Fire Rescue 
Primary or Secondary Impression = Opioid

1/1/2019 to 4/30/2019

5/3/2019

January  100  102# of Calls: # of Patients:

February  105  107# of Calls: # of Patients:

March  97  100# of Calls: # of Patients:

April  103  104# of Calls: # of Patients:

GRAND TOTALS  413# of Calls: # of Patients: 405

H:\CRYSTAL\Safety Pad\MIH ODS Heroin Opioid\All OD topics\Calls-Primary OR Secondary Impression is Opioid.rpt
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The Florida Senate passed and adopted Florida House Bill 369 (HB 369) which was drafted based
upon recommendation from State Attorney Dave Aronberg’s Sober Home Task Force.

The legislation is now on its way to Governor Ron DeSantis’ desk for signature.

Below is a summary of the bill and how it affects SUD treatment providers, recovery residences,
and lead generators/marketers.

NOTE: unless and until the Governor signs the law, these changes do not take effect. If signed,
the law will take effect on July 1, 2019.

(1) Level 2 Background Checks – Disqualifications – Exemptions.

Certain persons in positions of ownership or employment in a treatment program or recovery
residence must pass a Level 2 background screening. If specified crimes are found in the
applicants past, they are deemed “disqualified” from such ownership and/or employment.

Treatment and recovery advocacy groups have been rightfully asserting for years that these
disqualifications otherwise exclude the type of workforce that historically occupies this space –
persons in recovery who themselves have had run-ins with the law while in active addiction.

HB 369 seeks to correct this issue by allowing the state to grant “limited exemptions” from
disqualification as the result of criminal history for persons who work solely in mental health
treatment programs or facilities, or in programs or facilities that treat co-occurring substance use
and mental health disorders. The purpose of this expansion by created a “limited exception” is
as the result of an acknowledgement from the Legislature that the SUD workforce population
often comes from persons in recovery from SUD themselves, and often times have a criminal
background as the result of prior drug or alcohol misuse.

However, and beginning July 1, 2019, the types of offenses to be screened under a Level 2
background check have also been EXPANDED to include those offenses listed in Chapter 408, F.S.
(s. 408.809(4)). As a result, persons who may have passed a Level 2 background check in the past
under Ch. 435, may now find themselves having to submit a new exemption application.

That said, HB 369 also expands the crimes for which an individuals may receive an exemption
from disqualification without the statutorily imposed waiting period, if they are working with
adolescents 13 years of age and older and
adults with substance use disorders, it being recognized that these crimes are most often
associated with active drug misuse. The specific crimes for which the “waiting period” have been
waived are:

• Prostitution.

• Burglary (3rd degree felony).

• Grand theft of the third degree (3rd degree felony).



• Forgery (3rd degree felony).

• Uttering forged instruments (3rd degree felony).

• Related attempt, solicitation, or conspiracy crimes.

That said, the facts and circumstances of each application for exemption are viewed on a case-
by-case basis, meaning that if it seems that the underlying crime was perpetrated not associated
with drug or alcohol misuse, but rather in the course of a scheme of criminal behavior, the
exemption may still be denied by DCF.

For individuals who seek an exemption from disqualification for employment in substance abuse
treatment following a level 2 background screening, the bill requires DCF to render a decision on
the application for exemption from disqualification within 60 days after DCF receives the
complete application. Historically, DCF has “taken its time” with review, leaving many, many
persons otherwise unemployable for an indefinite period of time.

Additionally, HB 369 allows individuals to work under supervision for up to 90 days while DCF
evaluates their applications for an exemption from disqualification, so long as it has been five or
more years, or three or more years in the case of a certified peer specialist or peer specialist
seeking certification, since the individuals have completed all nonmonetary conditions associated
with their most recent disqualifying offense.

(2) Clinical Supervisors.

Going forward, persons identified on DCF applications as a facility’s “Clinical Supervisor” must
also meet the definition of persons who are “Qualified Professionals.”

A “Qualified Professional” means “a physician or a physician assistant licensed under chapter 458
or chapter 459; a professional licensed under chapter 490 or chapter 491; an advanced practice
registered nurse licensed under part I of chapter 464; or a person who is certified through a
department-recognized certification process for substance abuse treatment services and who
holds, at a minimum, a bachelor’s degree. A person who is certified in substance abuse treatment
services by a state-recognized certification process in another state at the time of employment
with a licensed substance abuse provider in this state may perform the functions of a qualified
professional as defined in this chapter but must meet certification requirements contained in this
subsection no later than 1 year after his or her date of employment.”

“Clinical Supervisors” are deemed those persons “whose functions include managing personnel
who provide direct clinical services or maintaining lead responsibility for the overall coordination
and provision of clinical services.”

Previously, clinical supervisors were not required to be qualified professionals. This revised
definition would now require clinical supervisors to meet the requirements of a qualified
professional under s. 397.311(34), F.S., meaning only a licensed physician, physician assistant,
psychologist, mental health professional, or advanced practice registered nurse, or a certified



substance abuse treatment services provider with a bachelor’s degree could hold this title and
serve in this role.

(3) “Community Housing” under a “Day or Night Treatment with Community Housing”
license (aka “PHP”) Must Now Be FARR Certified.

HB 369 now requires the residential component of a “day or night treatment facility with
community housing” (Rule 65D-30.0081) license to be FARR certified. Currently, such community
housing is not required to be certified as recovery residences pursuant to an obscure
administrative ruling late last year by DCF. Under the bill, licensure of PHP programs must now
concurrently include FARR certification of the residence itself (likely as a FARR Level 4 program).
Additionally, the housing components would need a certified recovery residence administrator
to actively manage them and they would be subject to the referral restrictions of s. 397.4873,
F.S.

(4) Eviction/Discharge from a Recovery Residence.

It is well-recognized in the recovery community that a resident of a recovery residence who is
disruptive and/or relapses must be removed from the dwelling for the safety and security of the
other residents. However, often times local law enforcement was hesitant to remove such an
individual under confusion about whether Florida’s Residential Landlord Tenant Act applied (Ch.
83, F.S.), and whether the landlord/recovery residence administrator was required to seek a
court order of eviction.

Under HB 369, the bill allows a certified recovery residence that has a discharge policy approved
by FARR to transfer or discharge residents from the recovery residence in accordance with that
policy under the following circumstances:

• The discharge or transfer is necessary for the resident's welfare;

• The resident's needs cannot be met at the recovery residence; and

• The health and safety of other residents or recovery residence employees are at risk or
would be at risk if the resident continues to live at the recovery residence.

This right to discharge or transfer a resident will supersede any landlord and tenant rights and
obligations under Chapter 83, F.S., Florida’s Residential Landlord Tenant Act.

(5) Clarification of Marketing Prohibitions and Contracts.

For entities that contract with a marketing provider that provides referral services to treatment
providers and/or recovery residences, HB 369 makes it a contractual requirement for the
marketing provider to disclose the nature of the referral and the list of DCF’s licensed service
providers and certified recovery residences. Previously, this obligation was placed on the
treatment providers and/or recovery residences themselves, which made no sense, since they
had no direct control over the lead generator.



To understand this change, we look back to the origin of the law from 2017, when the Florida
Legislature created s. 397.55, F.S., relating to prohibitions on specified marketing activities by
third-party marketers.

That statute provides in part:

A service provider, an operator of a recovery residence, or a third party who
provides any form of advertising or marketing services to a service provider or an
operator of a recovery residence may not engage in any of the following
marketing practices:

(a) Making a false or misleading statement or providing false or
misleading information about the provider’s or operator’s or third party’s
products, goods, services, or geographical locations in its marketing, advertising
materials, or media or on its website.

(b) Including on its website false information or electronic links, coding,
or activation that provides false information or that surreptitiously directs the
reader to another website.

(c) Conduct prohibited by s. 817.505 (the Patient Brokering Act).
(d) Entering into a contract with a marketing provider who agrees to

generate referrals or leads for the placement of patients with a service provider
or in a recovery residence through a call center or a web-based presence, unless
the service provider or the operator of the recovery residence discloses the
following to the prospective patient so that the patient can make an informed
health care decision:

1. Information about the specific licensed service providers or recovery
residences that are represented by the marketing provider and pay a fee to the
marketing provider, including the identity of such service providers or recovery
residences; and

2. Clear and concise instructions that allow the prospective patient to
easily access lists of licensed service providers and recovery residences on the
department website.

HB 369 now corrects and clarifies s. 397.55(1)(d) by now placing the burden on the MARKETING
PROVIDER to be the responsible party to disclose to prospective patients: (1) Information about
the specific licensed service providers or recovery residences that are represented by the
marketing provider and pay a fee to the marketing provider, including the identity of such service
providers or recovery residences; and (2) Clear and concise instructions that allow the
prospective patient to easily access lists of licensed service providers and recovery residences on
the DCF website.



The failure of the MARKETING PROVIDER to clearly provide this information to patients is a crime,
a misdemeanor of the first degree. A violation of paragraph (1)(c) is a violation of the prohibition
on patient brokering and if a felony.

Still, it is also a crime for a treatment provider and/or recovery residence to enter into a contract
where this requirement is not adhered to.

(6) Patient Brokering.

HB 369 further clarifies and closes an alleged loophole in the existing statute (817.505), whereby
persons were claiming that any payment arrangement not specifically excluded by the federal
Anti-Kickback Statute (42 USC s. 1320a-7b(b)), was otherwise permitted by the Patient Brokering
Act. To put to bed any such confusion, HB 369 makes it abundantly clear that the Patient
Brokering Act would not apply to payment arrangements EXPRESSLY PERMITTED by the AKS (and
its regulations adopted pursuant thereto). In other words, if the payment arrangement is not
prohibited by the AKS, that does not mean it is permitted under the Patient Brokering Act.

(7) FARR Decision-making and Due Process.

Up until now, the right of FARR to deny or condition certification did not have a clear process to
challenge such an adverse decision, but for going directly to court. The Florida Legislature,
acknowledging that FARR has been delegated executive branch responsibility from DCF, has now
provided that any decision by FARR to deny, revoke or suspend a certification, or otherwise
impose sanctions, in now reviewable first through a formal administrative process by DCF,
pursuant to the laws and rules of Chapter 120, F.S., the Florida Administrative Procedures Act,
which includes the opportunity for an impartial hearing before an Administrative Law Judge.

(8) Increased Penalties for Misleading DCF in Applications.

The Florida Legislature has elected to take a very tough stance against applicants for licensure
(or renewal) who are not completely transparent with the agency in their applications,
specifically with regard to omitting persons in a position of ownership or otherwise. HB 369
amends s. 397.4075, F.S., to now make it a 3rd degree felony (punishable up to 5 years in prison
plus fines) to “inaccurately disclose by false statement, misrepresentation, impersonation, or
other fraudulent means, or fail to disclose, in any application for licensure or voluntary or paid
employment, any fact which is material in making a determination as to the person’s
qualifications to be an owner, a director, a volunteer, or other personnel of a service provider.”

It is also now a felony to operate or attempt to operate as a service provider with personnel who
are in noncompliance with the minimum standards required for licensure.

(9) Peer Specialists.



Currently there is no statutory definition of or requirements for a peer specialist as it relates to
mental health and substance abuse. The bill creates a definition for peer specialists consistent
with DCF’s guidelines and guidance
documents, and requires peer specialists to be certified, except in limited circumstances, to
provide DCF-funded support services.

As the nation faces a shortage of mental health professionals, peers or peer specialists have been
used to fill the gap and assist persons with substance use disorders and mental illnesses. In
Florida, DCF and Medicaid both allow reimbursement for peer support services but only if
provided by certified peer specialists.

HB 369 accomplishes the following in this regard:

• Defines “peer specialist” as a person who has been in recovery from a substance abuse
disorder or mental illness for at least two years and who uses his or her lived experience
to deliver services in behavioral health settings to support others in their recovery, or as
a person who has two years’ experience as a family member or a caregiver of a person
with a substance abuse disorder or mental illness.

• Allows a peer specialist who is not yet certified to provide support services for up to a
year while he or she is working towards certification; such peer specialists must be
supervised by a qualified professional or a certified peer specialists with at least three
years of full-time experience at a licensed behavioral health organization.

• Requires DCF to approve training and continuing education programs for peer specialist
certification; DCF must designate one or more credentialing entities that have met
nationally-recognized standards for developing and administering certification programs
to handle the training and certification of peer specialists.

DCF guidelines recommend that an individual be in recovery for at least two years to be
considered for peer training. In Florida, family members or caregivers can also work and be
certified as peer specialists. The Florida Certification Board currently oversees the competency
examination and certification process for peer specialists, which requires the individual to have
been in recovery for at least two years or have lived experience as a family member or caregiver
to another in recovery. To be certified, one must be at least 18 years of age, have a high school
diploma or equivalent, complete 40 hours of training, undergo background screening, and
pass a competency exam.

As of January 2019, there are 482 actively certified peer specialists.
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ASAM Applauds Introduction of Comprehensive Addiction 
Resources Emergency (CARE) Act of 2019 

Legislation Sponsored by Senator Elizabeth Warren and Representative Elijah Cummings Aims 
to Empower Communities with the Resources and Infrastructure Needed to Address the 

Nation’s Addiction Crisis  
 
Rockville, MD – The American Society of Addiction Medicine (ASAM) today commended Senator 
Elizabeth Warren, Representatives Elijah Cummings, and all original co-sponsors for introducing 
the Comprehensive Addiction Resources Emergency (CARE) Act of 2019. Building on last year’s 
landmark opioid legislation  and modeled on successful, bipartisan legislation passed in 1990 to 
address the HIV/AIDS epidemic, the CARE Act would authorize $100 billion in federal funding 
over the next decade to states, local governments, and other organizations and institutions to 
support substance use disorder (SUD) treatment programs, improve training for addiction 
treatment professionals in communities across the US, and expand access to treatments that meet 
national standards and are proven to save lives.   
 
“Today we commend these bill sponsors for recognizing that bold, swift action is needed to address 
the opioid overdose epidemic that is killing 130 Americans each day – more than HIV/AIDS did at 
the height of the AIDS epidemic in the US,” said Paul H. Earley, MD, DFASAM, president of ASAM. 
“By comprehensively and strategically investing in communities, strengthening the addiction 
treatment infrastructure, and expanding access to evidence-based care, the CARE Act will bring 
hope to the millions of Americans who are living with substance use disorder.”  
 
The CARE Act is directly modeled on the bipartisan Ryan White Comprehensive AIDS Resources 
Emergency Act, which was enacted in 1990 to help state and local governments address the 
HIV/AIDS epidemic and equip the country’s healthcare system to provide effective, evidence-
based care for individuals with HIV/AIDS. The CARE Act would take a similar approach to address 
the addiction and opioid overdose crisis by providing communities with the resources needed to 
expand access to treatment and help individuals reach remission and sustain recovery.   
 
In addition to authorizing billions of dollars to states, local governments, and community 
organizations, the CARE Act would also authorize funds to support the training of health 
professionals in the diagnosis, treatment, and prevention of SUD. This includes funding to train 
medical school faculty to teach students to provide for the needs of individuals with SUD or those 
at risk of developing a SUD, as well as grants to develop curricula and resource materials on 
evidence-based practices for the screening, prevention, and treatment of SUD.  

mailto:eschmidt@schmidtpa.com
https://www.cdc.gov/drugoverdose/epidemic/index.html


 
Crucially, the CARE Act would also direct the Department of Health and Human Services to 
develop model standards for the regulation of SUD treatment services according to standards for 
levels of care set forth by ASAM in 2013 or an equivalent set of standards. 
 
According to the latest estimates, nearly 21 million Americans needed treatment for SUD in 2017, 
but only 4 million received any form of treatment or ancillary services. The lack of adequate 
addiction treatment infrastructure contributed to a record 70,237 drug overdose in deaths 2017, 
two-thirds of which have been linked to opioids.  
 
“Addiction is a public health emergency and it demands a comprehensive federal response,” said 
Dr. Earley. “The CARE Act would authorize critical and strategic funding that is proportionate to 
the size and scale of this crisis—so we can ensure that patients receive whole-person, evidence-
based treatment for substance use disorder.”   
 

### 
 
About ASAM 
The American Society of Addiction Medicine (ASAM), founded in 1954, is a professional medical 
society representing over 6,000 physicians, clinicians and associated professionals in the field of 
addiction medicine. ASAM is dedicated to increasing access and improving the quality of addiction 
treatment, educating physicians and the public, supporting research and prevention, and 
promoting the appropriate role of physicians in the care of patients with addiction. For more 
information, visit www.ASAM.org. 

 
 

https://www.samhsa.gov/data/report/2017-nsduh-annual-national-report
https://www.cdc.gov/nchs/products/databriefs/db329.htm
file://///ASAM-DC03/Advocacy/Communications/Statements,%20Press%20Releases%20&%20Alerts/18.04.19%20Senate%20HELP%20Comments%20Opioid%20Crisis/www.ASAM.org
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ASAM Applauds Introduction of Comprehensive
Addiction Resources Emergency (CARE) Act of
2019
by | May 8, 2019

Legislation Sponsored by Senator Elizabeth Warren and
Representative Elijah Cummings Aims to Empower
Communities with the Resources and Infrastructure Needed to
Address the Nation’s Addiction Crisis

Rockville, MD – The American Society of Addiction Medicine (ASAM) today
commended Senator Elizabeth Warren, Representatives Elijah Cummings, and all
original co-sponsors for introducing the Comprehensive Addiction Resources
Emergency (CARE) Act of 2019. Building on last year’s landmark opioid
legislation and modeled on successful, bipartisan legislation passed in 1990 to
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address the HIV/AIDS epidemic, the CARE Act would authorize $100 billion in
federal funding over the next decade to states, local governments, and other
organizations and institutions to support substance use disorder (SUD)
treatment programs, improve training for addiction treatment professionals in
communities across the US, and expand access to treatments that meet national
standards and are proven to save lives.

“Today we commend these bill sponsors for recognizing that bold, swift action is
needed to address the opioid overdose epidemic that is killing 130 Americans
each day – more than HIV/AIDS did at the height of the AIDS epidemic in the US,”
said Paul H. Earley, MD, DFASAM, president of ASAM. “By comprehensively and
strategically investing in communities, strengthening the addiction treatment
infrastructure, and expanding access to evidence-based care, the CARE Act will
bring hope to the millions of Americans who are living with substance use
disorder.”

The CARE Act is directly modeled on the bipartisan Ryan White Comprehensive
AIDS Resources Emergency Act, which was enacted in 1990 to help state and
local governments address the HIV/AIDS epidemic and equip the country’s
healthcare system to provide effective, evidence-based care for individuals with
HIV/AIDS. The CARE Act would take a similar approach to address the addiction
and opioid overdose crisis by providing communities with the resources needed
to expand access to treatment and help individuals reach remission and sustain
recovery.

In addition to authorizing billions of dollars to states, local governments, and
community organizations, the CARE Act would also authorize funds to support
the training of health professionals in the diagnosis, treatment, and prevention of
SUD. This includes funding to train medical school faculty to teach students to
provide for the needs of individuals with SUD or those at risk of developing a
SUD, as well as grants to develop curricula and resource materials on evidence-
based practices for the screening, prevention, and treatment of SUD.

Crucially, the CARE Act would also direct the Department of Health and Human
Services to develop model standards for the regulation of SUD treatment
services according to standards for levels of care set forth by ASAM in 2013 or an
equivalent set of standards.

According to the latest estimates, nearly 21 million Americans needed treatment
for SUD in 2017, but only 4 million received any form of treatment or ancillary
services. The lack of adequate addiction treatment infrastructure contributed to
a record 70,237 drug overdose in deaths 2017, two-thirds of which have been
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linked to opioids.

“Addiction is a public health emergency and it demands a comprehensive federal
response,” said Dr. Earley. “The CARE Act would authorize critical and strategic
funding that is proportionate to the size and scale of this crisis—so we can ensure
that patients receive whole-person, evidence-based treatment for substance use
disorder.”

About ASAM
The American Society of Addiction Medicine (ASAM), founded in 1954, is a
professional medical society representing over 6,000 physicians, clinicians and
associated professionals in the field of addiction medicine. ASAM is dedicated to
increasing access and improving the quality of addiction treatment, educating
physicians and the public, supporting research and prevention, and promoting the
appropriate role of physicians in the care of patients with addiction. For more
information, visit www.ASAM.org.
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..................................................................... 

(Original Signature of Member) 

115TH CONGRESS 
2D SESSION H. R. ll 

To provide emergency assistance to States, territories, Tribal nations, and 

local areas affected by the opioid epidemic and to make financial assist-

ance available to States, territories, Tribal nations, local areas, and 

public or private nonprofit entities to provide for the development, organi-

zation, coordination, and operation of more effective and cost efficient 

systems for the delivery of essential services to individuals with substance 

use disorder and their families. 

IN THE HOUSE OF REPRESENTATIVES 

Mr. CUMMINGS introduced the following bill; which was referred to the 

Committee on llllllllllllll 

A BILL 
To provide emergency assistance to States, territories, Tribal 

nations, and local areas affected by the opioid epidemic 

and to make financial assistance available to States, ter-

ritories, Tribal nations, local areas, and public or private 

nonprofit entities to provide for the development, organi-

zation, coordination, and operation of more effective and 

cost efficient systems for the delivery of essential services 

to individuals with substance use disorder and their fami-

lies.
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Be it enacted by the Senate and House of Representa-1

tives of the United States of America in Congress assembled, 2

SECTION 1. SHORT TITLE; TABLE OF CONTENTS. 3

(a) SHORT TITLE.—This Act may be cited as the 4

‘‘Comprehensive Addiction Resources Emergency Act of 5

2018’’. 6

(b) TABLE OF CONTENTS.—The table of contents of 7

this Act is as follows:8

Sec. 1. Short title; table of contents. 

Sec. 2. Purpose. 

Sec. 3. Amendment to the Public Health Service Act. 

‘‘TITLE XXXIV—SUBSTANCE USE AND OPIOID HEALTH 

RESOURCES 

‘‘Subtitle A—Substance Use and Opioid Emergency Relief Grant Program 

‘‘Sec. 3401. Establishment of program of grants. 

‘‘Sec. 3402. Planning council. 

‘‘Sec. 3403. Amount of grant and use of amounts. 

‘‘Sec. 3404. Application. 

‘‘Sec. 3405. Technical assistance. 

‘‘Sec. 3406. Authorization of appropriations. 

‘‘Subtitle B—State and Tribal Substance Use Disorder Prevention and 

Intervention Grant Program 

‘‘Sec. 3411. Establishment of program of grants. 

‘‘Sec. 3412. Amount of grant and use of amounts. 

‘‘Sec. 3413. Application and limitation. 

‘‘Sec. 3414. Technical assistance. 

‘‘Sec. 3415. Authorization of appropriations. 

‘‘Subtitle C—Other Grant Program 

‘‘Sec. 3421. Establishment of grant program. 

‘‘Sec. 3422. Use of amounts. 

‘‘Sec. 3423. Technical assistance. 

‘‘Sec. 3424. Planning and development grants. 

‘‘Sec. 3425. Authorization of appropriations. 

‘‘Subtitle D—Miscellaneous Provisions 

‘‘Sec. 3431. Special projects of national significance. 

‘‘Sec. 3432. Education and training centers. 

‘‘Sec. 3433. Other provisions. 

‘‘Sec. 3434. Standards for substance use disorder treatment and recovery 

facilities. 
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‘‘Sec. 3435. Naloxone distribution program. 

‘‘Sec. 3436. Additional funding for the National Institutes of Health. 

‘‘Sec. 3437. Additional funding for improved data collection and prevention 

of infectious disease transmission. 

‘‘Sec. 3438. Definitions. 

Sec. 4. Amendments to the Controlled Substances Act.

SEC. 2. PURPOSE. 1

It is the purpose of this Act to provide emergency 2

assistance to States, territories, Tribal nations, and local 3

areas that are disproportionately affected by the opioid 4

epidemic and to make financial assistance available to 5

States, territories, Tribal nations, local areas, and other 6

public or private nonprofit entities to provide for the devel-7

opment, organization, coordination, and operation of more 8

effective and cost efficient systems for the delivery of es-9

sential services to individuals and families with substance 10

use disorder. 11

SEC. 3. AMENDMENT TO THE PUBLIC HEALTH SERVICE 12

ACT. 13

The Public Health Service Act (42 U.S.C. 201 et 14

seq.) is amended by adding at the end the following: 15
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‘‘TITLE XXXIV—SUBSTANCE USE 1

AND OPIOID HEALTH RE-2

SOURCES 3

‘‘Subtitle A—Substance Use and 4

Opioid Emergency Relief Grant 5

Program 6

‘‘SEC. 3401. ESTABLISHMENT OF PROGRAM OF GRANTS. 7

‘‘(a) IN GENERAL.—The Secretary, in coordination 8

with the Director of the Office of National Drug Control 9

Policy, shall award grants to eligible localities for the pur-10

pose of addressing substance use within such localities. 11

‘‘(b) ELIGIBILITY.—12

‘‘(1) IN GENERAL.—To be eligible to receive a 13

grant under subsection (a) a locality shall—14

‘‘(A) be—15

‘‘(i) a county that can demonstrate 16

that the rate of drug overdose deaths per 17

100,000 individuals residing in the county 18

during the most recent 3-year period for 19

which such data are available was not less 20

than the rate of such deaths for the county 21

that ranked at the 67th percentile of all 22

counties, as determined by the Secretary; 23

‘‘(ii) a county that can demonstrate 24

that the number of drug overdose deaths 25
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during the most recent 3-year period for 1

which such data are available was not less 2

than the number of such deaths for the 3

county that ranked at the 90th percentile 4

of all counties, as determined by the Sec-5

retary; or 6

‘‘(iii) a city that is located within a 7

county described in clause (i) or (ii), that 8

meets the requirements of paragraph (3); 9

and 10

‘‘(B) submit to the Secretary an applica-11

tion in accordance with section 3404. 12

‘‘(2) MULTIPLE CONTIGUOUS COUNTIES.—In 13

the case of an eligible county that is contiguous to 14

one or more other eligible counties within the same 15

State, the group of counties shall—16

‘‘(A) be considered as a single eligible 17

county for purposes of a grant under this sec-18

tion; 19

‘‘(B) submit a single application under sec-20

tion 3404; 21

‘‘(C) form a joint planning council (for the 22

purposes of section 3402); and 23

‘‘(D) establish, through intergovernmental 24

agreements, an administrative mechanism to al-25
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locate funds and substance use disorder treat-1

ment services under the grant based on—2

‘‘(i) the number and rate of drug 3

overdose deaths and nonfatal drug 4

overdoses in each of the counties that com-5

pose the eligible county; 6

‘‘(ii) the severity of need for services 7

in each such county; and 8

‘‘(iii) the health and support per-9

sonnel needs of each such county. 10

‘‘(3) CITIES AND COUNTIES WITHIN MULTIPLE 11

CONTIGUOUS COUNTIES.—12

‘‘(A) IN GENERAL.—A city that is within 13

an eligible county described in paragraph (1), 14

or a group of counties that is within a group of 15

counties determined to be an eligible county 16

under paragraph (2), shall be eligible to receive 17

a grant under section 3401 if such city or coun-18

ty or group of counties meets the requirements 19

of subparagraph (B). 20

‘‘(B) REQUIREMENTS.—A city or county 21

meets the requirements of this subparagraph if 22

such city or county—23
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‘‘(i) except as provided in subpara-1

graph (C), has a population of not less 2

than 50,000 residents; 3

‘‘(ii) meets the requirements of para-4

graph (1)(A); 5

‘‘(iii) submits an application under 6

section 3404; 7

‘‘(iv) establishes a planning council 8

(for purposes of section 3402); and 9

‘‘(v) establishes an administrative 10

mechanism to allocate funds and services 11

under the grant based on—12

‘‘(I) the number and rate of drug 13

overdose deaths and nonfatal drug 14

overdoses in the city or county; 15

‘‘(II) the severity of need for sub-16

stance use disorder treatment services 17

in the city or county; and 18

‘‘(III) the health and support 19

personnel needs of the city or county. 20

‘‘(C) POPULATION EXCEPTION.—A city or 21

county or group of counties that does not meet 22

the requirements of subparagraph (B)(i) may 23

apply to the Secretary for a waiver of such re-24
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quirement. Such application shall dem-1

onstrate—2

‘‘(i) that the needs of the population 3

to be served are distinct or that addressing 4

substance use in the service area would be 5

best served by the formation of an inde-6

pendent council; and 7

‘‘(ii) that the city or county or group 8

of counties has the capacity to administer 9

the funding received under this subtitle. 10

‘‘(D) MINIMUM FUNDING.—A city or coun-11

ty that meets the requirement of this paragraph 12

and receives a grant under section 3401 shall 13

be entitled to an amount of funding under the 14

grant in an amount that is not less than the 15

amount determined under section 3403(a) with 16

respect to such city or county. 17

‘‘(4) INDEPENDENT CITY.—Independent cities 18

that are not located within the territory of a county 19

shall be treated as eligible counties for purposes of 20

this subtitle. 21

‘‘(5) POLITICAL SUBDIVISIONS.—With respect 22

to States that do not have a local county system of 23

governance, the Secretary shall determine the local 24

political subdivisions within such States that are eli-25
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gible to receive a grant under section 3401 and such 1

subdivisions shall be treated as eligible counties for 2

purposes of this subtitle. 3

‘‘(6) DETERMINATIONS WHERE THERE IS A 4

LACK OF DATA.—The Secretary shall establish eligi-5

bility and allocation criteria related to the prevalence 6

of drug overdose deaths, the mortality rate from 7

drug overdoses, and that provides an equivalent 8

measure of need for funding for cities and counties 9

for which the data described in paragraph (1)(A) or 10

(2)(D)(i) is not available. 11

‘‘(7) STUDY.—Not later than 3 years after the 12

date of enactment of this title, the Comptroller Gen-13

eral shall conduct a study to determine whether the 14

data utilized for purposes of paragraph (1)(A) pro-15

vides the most precise measure of local area need re-16

lated to substance use and addiction prevalence and 17

whether additional data would provide more precise 18

measures of substance use and addiction prevalence 19

in local areas. Such study shall identify barriers to 20

collecting or analyzing such data, and make rec-21

ommendations for revising the indicators used under 22

such paragraph to determine eligibility in order to 23

direct funds to the local areas in most need of fund-24
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ing to provide assistance related to substance use 1

and addiction. 2

‘‘(8) REFERENCE.—For purposes of this sub-3

title, the term ‘eligible local area’ includes—4

‘‘(A) a city or county described in para-5

graph (1); 6

‘‘(B) multiple contiguous counties de-7

scribed in paragraph (2); 8

‘‘(C) an independent locality described in 9

paragraph (3); 10

‘‘(D) an independent city described in 11

paragraph (4); and 12

‘‘(E) a political subdivision described in 13

paragraph (5). 14

‘‘(c) ADMINISTRATION.—15

‘‘(1) IN GENERAL.—Assistance made available 16

under a grant awarded under this section shall be 17

directed to the chief elected official of the eligible 18

local area who shall administer the grant funds. 19

‘‘(2) MULTIPLE CONTIGUOUS COUNTIES.—20

‘‘(A) IN GENERAL.—Except as provided in 21

subparagraph (B), in the case of an eligible 22

county described in subsection (b)(2), assist-23

ance made available under a grant awarded 24

under this section shall be directed to the chief 25
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elected official of the particular county des-1

ignated in the application submitted for the 2

grant under section 3404. Such chief elected of-3

ficial shall be the administrator of the grant. 4

‘‘(B) STATE ADMINISTRATION.—Notwith-5

standing subparagraph (A), the eligible county 6

described in subsection (b)(2) may elect to des-7

ignate the chief elected State official of the 8

State in which the eligible county is located as 9

the administrator of the grant funds. 10

‘‘SEC. 3402. PLANNING COUNCIL. 11

‘‘(a) ESTABLISHMENT.—To be eligible to receive a 12

grant under section 3401, the chief elected official of the 13

eligible local area shall establish or designate a substance 14

use disorder treatment and services planning council that 15

shall, to the maximum extent practicable—16

‘‘(1) be representative of the demographics of 17

the population of individuals with substance use dis-18

order in the area; and 19

‘‘(2) include representatives of—20

‘‘(A) health care providers, including feder-21

ally qualified health centers, rural health clinics, 22

Indian health programs as defined in section 4 23

of the Indian Health Care Improvement Act, 24

urban Indian organizations as defined in section 25
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4 of the Indian Health Care Improvement Act, 1

Native Hawaiian organizations as defined in 2

section 12 of the Native Hawaiian Health Care 3

Act of 1988, and facilities operated by the De-4

partment of Veterans Affairs; 5

‘‘(B) community-based health, harm reduc-6

tion, or addiction service organizations, includ-7

ing, where applicable, representatives of Drug 8

Free Communities Coalition grantees; 9

‘‘(C) social service providers, including pro-10

viders of housing and homelessness services and 11

recovery residence providers; 12

‘‘(D) mental health care providers; 13

‘‘(E) local public health agencies; 14

‘‘(F) law enforcement officials, including 15

officials from High Intensity Drug Trafficking 16

Area program, where applicable; 17

‘‘(G) affected communities, including indi-18

viduals with substance use disorder or a history 19

of substance use disorder, including individuals 20

in recovery from substance use disorders; 21

‘‘(H) State governments, including the 22

State Medicaid agency and the Single State 23

Agency for Substance Abuse Services; 24

‘‘(I) local governments; 25
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‘‘(J) non-elected community leaders; 1

‘‘(K) substance use disorder treatment pro-2

viders; 3

‘‘(L) Indian tribes and tribal organizations 4

as defined in section 4 of the Indian Self-Deter-5

mination and Education Assistance Act; 6

‘‘(M) urban Indians as defined in section 4 7

of the Indian Health Care Improvement Act; 8

‘‘(N) historically underserved groups and 9

subpopulations; 10

‘‘(O) individuals who were formerly incar-11

cerated; 12

‘‘(P) organizations serving individuals who 13

are currently or were formerly incarcerated; 14

‘‘(Q) representatives of Federal agencies; 15

‘‘(R) representatives of organizations that 16

provide services to youth at risk of substance 17

use; 18

‘‘(S) representatives of medical examiners 19

or coroners; 20

‘‘(T) representatives of labor unions and 21

the workplace community; and 22

‘‘(U) representatives of local fire depart-23

ments and emergency medical services. 24

‘‘(b) METHOD OF PROVIDING FOR COUNCIL.—25
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‘‘(1) IN GENERAL.—In providing for a council 1

for purposes of subsection (a), the chief elected offi-2

cial of the eligible local area may establish the coun-3

cil directly or designate an existing entity to serve as 4

the council, subject to paragraph (2). 5

‘‘(2) CONSIDERATION REGARDING DESIGNATION 6

OF COUNCIL.—In making a determination of wheth-7

er to establish or designate a council under para-8

graph (1), the chief elected official shall give priority 9

to the designation of an existing entity that has 10

demonstrated experience in the provision of health 11

and support services to individuals with substance 12

use disorder within the eligible local area, that has 13

a structure that recognizes the Federal trust respon-14

sibility when spending Federal health care dollars, 15

and that has demonstrated a commitment to re-16

specting the obligation of government agencies using 17

Federal dollars to consult with Indian tribes and 18

confer with Urban Indian health programs. 19

‘‘(3) JOINT COUNCIL.—The Secretary shall es-20

tablish a process to permit an eligible local area that 21

is not contiguous with any other eligible local area 22

to form a joint planning council with such other eli-23

gible local area or areas, as long as such areas are 24

located in geographical proximity to each other, as 25
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determined by the Secretary, and submit a joint ap-1

plication under section 3404. 2

‘‘(4) JOINT COUNCIL ACROSS STATE LINES.—3

Eligible local areas may form a joint planning coun-4

cil with other eligible local areas across State lines 5

if such areas are located in geographical proximity 6

to each other, as determined by the Secretary, sub-7

mit a joint application under section 3404, and es-8

tablish intergovernmental agreements to allow the 9

administration of the grant across State lines. 10

‘‘(c) MEMBERSHIP.—Members of the planning coun-11

cil established or designated under subsection (a) shall—12

‘‘(1) be nominated and selected through an 13

open process; 14

‘‘(2) elect from among their membership a chair 15

and vice chair; 16

‘‘(3) include at least one representative from 17

Indian tribes located within any eligible local area 18

that receives funding under the grant program es-19

tablished in section 3401; 20

‘‘(4) serve no more than 3 consecutive years on 21

the planning council. 22

‘‘(d) MEMBERSHIP TERMS.—Members of the plan-23

ning council established or designated under subsection 24
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(a) may serve additional terms if nominated and selected 1

through the process established in subsection (c)(1). 2

‘‘(e) DUTIES.—The planning council established or 3

designated under subsection (a) shall—4

‘‘(1) establish priorities for the allocation of 5

grant funds within the eligible local area that em-6

phasize reducing drug overdose and substance use 7

disorder through evidence-based interventions in 8

both community and criminal justice settings and 9

that are based on—10

‘‘(A) the use by the grantee of substance 11

use disorder treatment and intervention strate-12

gies that comply with best practices identified 13

by the Secretary; 14

‘‘(B) the demonstrated or probable cost-ef-15

fectiveness of proposed substance use disorder 16

treatment services; 17

‘‘(C) the health priorities of the commu-18

nities within the eligible local area that are af-19

fected by substance use; 20

‘‘(D) the priorities and needs of individuals 21

with substance use disorder; and 22

‘‘(E) the availability of other governmental 23

and non-governmental services; 24
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‘‘(2) ensure the use of grant funds are con-1

sistent with any existing State or local plan regard-2

ing the provision of substance use disorder treat-3

ment services to individuals with substance use dis-4

order; 5

‘‘(3) in the absence of a State or local plan, 6

work with local public health agencies to develop a 7

comprehensive plan for the organization and delivery 8

of substance use disorder treatment services; 9

‘‘(4) regularly assess the efficiency of the ad-10

ministrative mechanism in rapidly allocating funds 11

to support evidence-based substance use disorder 12

treatment services in the areas of greatest need 13

within the eligible local area; 14

‘‘(5) work with local public health agencies to 15

determine the size and demographics of the popu-16

lation of individuals with substance use disorders 17

and the types of substance use that are most preva-18

lent in the eligible local area; 19

‘‘(6) work with local public health agencies to 20

determine the needs of such population, including 21

the need for substance use disorder treatment serv-22

ices; 23

‘‘(7) work with local public agencies to deter-24

mine the disparities in access to services among af-25
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fected subpopulations and historically underserved 1

communities, including infrastructure and capacity 2

shortcomings of providers that contribute to these 3

disparities; 4

‘‘(8) work with local public agencies to establish 5

methods for obtaining input on community needs 6

and priorities, including by partnering with organi-7

zations that serve targeted communities experiencing 8

high opioid related health disparities to gather data 9

using culturally-attuned data collection methodolo-10

gies; 11

‘‘(9) coordinate with Federal grantees that pro-12

vide substance use disorder treatment services within 13

the eligible local area; and 14

‘‘(10) annually assess the effectiveness of the 15

substance use disorder treatment services being sup-16

ported by the grant received by the eligible local 17

area, including—18

‘‘(A) reductions in the rates of overdose 19

and death from substance use disorders; 20

‘‘(B) rates of discontinuation from sub-21

stance use disorder treatment services; 22

‘‘(C) long-term outcomes among individ-23

uals receiving treatment for substance use dis-24

orders; and 25
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‘‘(D) the availability of substance use dis-1

order treatment services needed by individuals 2

with substance use disorders over their life-3

times. 4

‘‘(f) CONFLICTS OF INTEREST.—5

‘‘(1) IN GENERAL.—The planning council under 6

subsection (a) may not be directly involved in the 7

administration of a grant under section 3401. 8

‘‘(2) REQUIRED AGREEMENTS.—An individual 9

may serve on the planning council under subsection 10

(a) only if the individual agrees that if the individual 11

has a financial interest in an entity, if the individual 12

is an employee of a public or private entity, or if the 13

individual is a member of a public or private organi-14

zation, and such entity or organization is seeking 15

amounts from a grant under section 3401, the indi-16

vidual will not, with respect to the purpose for which 17

the entity seeks such amounts, participate (directly 18

or in an advisory capacity) in the process of select-19

ing entities to receive such amounts for such pur-20

pose. 21

‘‘(g) GRIEVANCE PROCEDURES.—A planning council 22

under subsection (a) shall develop procedures for address-23

ing grievances with respect to funding under this subtitle, 24

including procedures for submitting grievances that can-25
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not be resolved to binding arbitration. Such procedures 1

shall be described in the by-laws of the planning council. 2

‘‘(h) PUBLIC DELIBERATIONS.—With respect to a 3

planning council under subsection (a), in accordance with 4

criteria established by the Secretary, the following applies: 5

‘‘(1) The meetings of the council shall be open 6

to the public and shall be held only after adequate 7

notice to the public. 8

‘‘(2) The records, reports, transcripts, minutes, 9

agenda, or other documents which were made avail-10

able to or prepared for or by the council shall be 11

available for public inspection and copying at a sin-12

gle location. 13

‘‘(3) Detailed minutes of each meeting of the 14

council shall be kept. The accuracy of all minutes 15

shall be certified to by the chair of the council. 16

‘‘(4) This subparagraph does not apply to any 17

disclosure of information of a personal nature that 18

would constitute a clearly unwarranted invasion of 19

personal privacy, including any disclosure of medical 20

information or personnel matters. 21

‘‘SEC. 3403. AMOUNT OF GRANT AND USE OF AMOUNTS. 22

‘‘(a) AMOUNT OF GRANT.—23

‘‘(1) GRANTS BASED ON RELATIVE NEED OF 24

AREA.—25
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‘‘(A) IN GENERAL.—In carrying out this 1

subtitle, the Secretary shall make a grant for 2

each eligible local area for which an application 3

under section 3404 has been approved. Each 4

such grant shall be made in an amount deter-5

mined in accordance with paragraph (3). 6

‘‘(B) EXPEDITED DISTRIBUTION.—Not 7

later than 90 days after an appropriation be-8

comes available to carry out this subtitle for a 9

fiscal year, the Secretary shall disburse 53 per-10

cent of the amount made available under sec-11

tion 3406 for carrying out this subtitle for such 12

fiscal year through grants to eligible local areas 13

under section 3401, in accordance with sub-14

paragraphs (C) and (D). 15

‘‘(C) AMOUNT.—16

‘‘(i) IN GENERAL.—Subject to the ex-17

tent of amounts made available in appro-18

priations Acts, a grant made for purposes 19

of this subparagraph to an eligible local 20

area shall be made in an amount equal to 21

the product of—22

‘‘(I) an amount equal to the 23

amount available for distribution 24
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under subparagraph (B) for the fiscal 1

year involved; and 2

‘‘(II) the percentage constituted 3

by the ratio of the distribution factor 4

for the eligible local area to the sum 5

of the respective distribution factors 6

for all eligible local areas; 7

which product shall then, as applicable, be 8

increased under subparagraph (D). 9

‘‘(ii) DISTRIBUTION FACTOR.—For 10

purposes of clause (i)(II), the term ‘dis-11

tribution factor’ means—12

‘‘(I) an amount equal to—13

‘‘(aa) the estimated number 14

of drug overdose deaths in the el-15

igible local area, as determined 16

under clause (iii); or 17

‘‘(bb) the estimated number 18

of non-fatal drug overdoses in the 19

eligible local area, as determined 20

under clause (iv); 21

as determined by the Secretary based 22

on which distribution factor (item (aa) 23

or (bb)) will result in the eligible local 24

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00022 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



23

area receiving the greatest amount of 1

funds; or 2

‘‘(II) in the case of an eligible 3

local area for which the data de-4

scribed in subclause (I) is not avail-5

able, an amount determined by the 6

Secretary—7

‘‘(aa) based on other data 8

the Secretary determines appro-9

priate; and 10

‘‘(bb) that is related to the 11

prevalence of non-fatal drug 12

overdoses, drug overdose deaths, 13

and the mortality rate from drug 14

overdoses and provides an equiv-15

alent measure of need for fund-16

ing. 17

‘‘(iii) NUMBER OF DRUG OVERDOSE 18

DEATHS.—The number of drug overdose 19

deaths determined under this clause for an 20

eligible county for a fiscal year for pur-21

poses of clause (ii) is the number of drug 22

overdose deaths during the most recent 3-23

year period for which such data are avail-24

able. 25
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‘‘(iv) NUMBER OF NON-FATAL DRUG 1

OVERDOSES.—The number of non-fatal 2

drug overdose deaths determined under 3

this clause for an eligible county for a fis-4

cal year for purposes of clause (ii) may be 5

determined by using data including emer-6

gency department syndromic data, visits, 7

or other emergency medical services for 8

drug-related causes during the most recent 9

3-year period for which such data are 10

available. 11

‘‘(v) STUDY.—Not later than 3 years 12

after the date of enactment of this title, 13

the Comptroller General shall conduct a 14

study to determine whether the data uti-15

lized for purposes of clause (ii) provide the 16

most precise measure of local area need re-17

lated to substance use and addiction preva-18

lence in local areas and whether additional 19

data would provide more precise measures 20

of substance use and addiction prevalence 21

in local areas. Such study shall identify 22

barriers to collecting or analyzing such 23

data, and make recommendations for revis-24

ing the distribution factors used under 25
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such clause to determine funding levels in 1

order to direct funds to the local areas in 2

most need of funding to provide substance 3

use disorder treatment services. 4

‘‘(vi) REDUCTIONS IN AMOUNTS.—If a 5

local area that is an eligible local area for 6

a year loses such eligibility in a subsequent 7

year based on the failure to meet the re-8

quirements of section 3401(b)(1)(A), such 9

area will remain eligible to receive—10

‘‘(I) for such subsequent year, an 11

amount equal to 80 percent of the 12

amount received under the grant in 13

the previous year; and 14

‘‘(II) for the second such subse-15

quent year, an amount equal to 50 16

percent of the amount received in the 17

such previous year. 18

‘‘(2) SUPPLEMENTAL GRANTS.—19

‘‘(A) IN GENERAL.—The Secretary shall 20

disburse the remainder of amounts not dis-21

bursed under paragraph (1) for such fiscal year 22

for the purpose of making grants to cities and 23

counties whose application under section 24

3404—25
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‘‘(i) contains a report concerning the 1

dissemination of emergency relief funds 2

under paragraph (1) and the plan for utili-3

zation of such funds, if applicable; 4

‘‘(ii) demonstrates the need in such 5

local area, on an objective and quantified 6

basis, for supplemental financial assistance 7

to combat substance use disorder; 8

‘‘(iii) demonstrates the existing com-9

mitment of local resources of the area, 10

both financial and in-kind, to combating 11

substance use disorder; 12

‘‘(iv) demonstrates the ability of the 13

area to utilize such supplemental financial 14

resources in a manner that is immediately 15

responsive and cost effective; 16

‘‘(v) demonstrates that resources will 17

be allocated in accordance with the local 18

demographic incidence of substance use 19

disorders and drug overdose mortality; 20

‘‘(vi) demonstrates the inclusiveness of 21

affected communities and individuals with 22

substance use disorders, including those 23

communities and individuals that are dis-24
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proportionately affected or historically un-1

derserved; 2

‘‘(vii) demonstrates the manner in 3

which the proposed services are consistent 4

with the local needs assessment and the 5

statewide coordinated statement of need 6

required in section 3413(e); 7

‘‘(viii) demonstrates success in identi-8

fying individuals with substance use dis-9

orders; and 10

‘‘(ix) demonstrates that support for 11

substance use disorder treatment services 12

is organized to maximize the value to the 13

population to be served with an appro-14

priate mix of substance use disorder treat-15

ment services and attention to transition in 16

care. 17

‘‘(B) AMOUNT.—18

‘‘(i) IN GENERAL.—The amount of 19

each grant made for purposes of this para-20

graph shall be determined by the Sec-21

retary. In making such determination, the 22

Secretary shall consider—23
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‘‘(I) the rate of drug overdose 1

deaths per 100,000 population in the 2

eligible local area; and 3

‘‘(II) the increasing need for sub-4

stance use disorder treatment serv-5

ices, including relative rates of in-6

crease in the number of drug 7

overdoses or drug overdose deaths, re-8

cent increases in drug overdoses or 9

drug overdose deaths since data was 10

provided under section 3401(b), if ap-11

plicable. 12

‘‘(ii) DEMONSTRATED NEED.—The 13

factors considered by the Secretary in de-14

termining whether a local area has a dem-15

onstrated need for purposes of clause 16

(i)(II) may include any or all of the fol-17

lowing: 18

‘‘(I) The unmet need for sub-19

stance use disorder treatment serv-20

ices, including factors identified in 21

subparagraph (B)(i)(II). 22

‘‘(II) Relative rates of increase in 23

the number of drug overdoses or drug 24

overdose deaths. 25
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‘‘(III) The relative rates of in-1

crease in the number of drug 2

overdoses or drug overdose deaths 3

within new or emerging subpopula-4

tions. 5

‘‘(IV) The current prevalence of 6

substance use disorders. 7

‘‘(V) Relevant factors related to 8

the cost and complexity of delivering 9

substance use disorder treatment serv-10

ices to individuals in the eligible local 11

area. 12

‘‘(VI) The impact of co-morbid 13

factors, including co-occurring condi-14

tions, determined relevant by the Sec-15

retary. 16

‘‘(VII) The prevalence of home-17

lessness among individuals with sub-18

stance use disorders. 19

‘‘(VIII) The relevant factors that 20

limit access to health care, including 21

geographic variation, adequacy of 22

health insurance coverage, and lan-23

guage barriers. 24
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‘‘(IX) The impact of a decline in 1

the amount received pursuant to para-2

graph (1) on substance use disorder 3

treatment services available to all in-4

dividuals with substance use disorders 5

identified and eligible under this sub-6

title. 7

‘‘(X) The increasing incidence in 8

conditions related to substance use, 9

including hepatitis C, human immuno-10

deficiency virus, hepatitis B and other 11

infections associated with injection 12

drug use. 13

‘‘(C) APPLICATION OF PROVISIONS.—A 14

local area that receives a grant under this para-15

graph—16

‘‘(i) shall use amounts received in ac-17

cordance with subsection (b); 18

‘‘(ii) shall not have to meet the eligi-19

ble criteria in section 3401(b); and 20

‘‘(iii) shall not have to establish a 21

planning council under section 3402. 22

‘‘(3) AMOUNT OF GRANT TO TRIBAL GOVERN-23

MENTS.—24
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‘‘(A) INDIAN TRIBES.—In this section, the 1

term ‘Indian tribe’ has the meaning given such 2

term in section 4 of the Indian Self-Determina-3

tion and Education Assistance Act. 4

‘‘(B) FORMULA GRANTS.—The Secretary, 5

acting through the Indian Health Service, shall 6

use 10 percent of the amount available under 7

section 3406 for each fiscal year to provide for-8

mula grants to Indian tribes disproportionately 9

affected by substance use, in an amount deter-10

mined pursuant to a formula and eligibility cri-11

teria developed by the Secretary in consultation 12

with Indian tribes, for the purposes of address-13

ing substance use. 14

‘‘(C) USE OF AMOUNTS.—Notwithstanding 15

any requirements in this section, an Indian 16

tribe may use amounts provided under grants 17

awarded under this paragraph for the uses 18

identified in subsection (b) and any other activi-19

ties determined appropriate by the Secretary, in 20

consultation with Indian tribes. 21

‘‘(b) USE OF AMOUNTS.—22

‘‘(1) REQUIREMENTS.—The Secretary may not 23

make a grant under section 3401 to an eligible local 24
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area unless the chief elected official of the area 1

agrees that—2

‘‘(A) the allocation of funds and services 3

within the area under the grant will be made in 4

accordance with the priorities established by the 5

substance use disorder treatment services plan-6

ning council; and 7

‘‘(B) funds provided under this grant will 8

be expended for—9

‘‘(i) prevention services described in 10

paragraph (3); 11

‘‘(ii) core medical services described in 12

paragraph (4); 13

‘‘(iii) recovery and support services 14

described in paragraph (5); 15

‘‘(iv) early intervention and engage-16

ment services described in paragraph (6); 17

‘‘(v) harm reduction services described 18

in paragraph (7); 19

‘‘(vi) financial assistance with health 20

insurance described in paragraph (8); and 21

‘‘(vii) administrative expenses de-22

scribed in paragraph (10). 23

‘‘(2) DIRECT FINANCIAL ASSISTANCE.—24
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‘‘(A) IN GENERAL.—An eligible local area 1

shall use amounts received under a grant under 2

section 3401 to provide direct financial assist-3

ance to eligible entities for the purpose of pro-4

viding prevention services, core medical services, 5

recovery and support services, harm reduction 6

services, and early intervention and engagement 7

services. 8

‘‘(B) APPROPRIATE ENTITIES.—Direct fi-9

nancial assistance may be provided under sub-10

paragraph (A) to public or nonprofit private en-11

tities, or private for-profit entities if such enti-12

ties are the only available provider of quality 13

substance use disorder treatment services in the 14

area. 15

‘‘(3) PREVENTION SERVICES.—16

‘‘(A) IN GENERAL.—For purposes of this 17

subsection, the term ‘prevention services’ means 18

services, programs, or multi-sector strategies to 19

prevent substance use disorder (such as evi-20

dence-based education campaigns, community-21

based prevention programs, opioid diversion, 22

collection and disposal or unused opioids, and 23

services to at-risk populations. 24
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‘‘(B) LIMIT.—An eligible local area may 1

use not to exceed 20 percent of the amount of 2

the grant under section 3401 for prevention 3

services. An eligible local area may apply to the 4

Secretary for a waiver of this subparagraph. 5

‘‘(4) CORE MEDICAL SERVICES.—For purposes 6

of this subsection, the term ‘core medical services’ 7

means the following evidence-based services provided 8

to individuals with substance use disorder or at risk 9

for developing substance use disorder: 10

‘‘(A) Substance use disorder treatments, 11

including clinical stabilization services, with-12

drawal management and detoxification, inten-13

sive inpatient treatment, intensive outpatient 14

treatment, all forms of Federally approved 15

medication-assisted treatment, outpatient treat-16

ment, and residential recovery treatment. 17

‘‘(B) Outpatient and ambulatory health 18

services, including those administered by Feder-19

ally qualified health centers and rural health 20

clinics. 21

‘‘(C) Hospice services. 22

‘‘(D) Mental health services. 23

‘‘(E) Naloxone procurement, distribution, 24

and training. 25
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‘‘(F) Pharmaceutical assistance and diag-1

nostic testing related to the management of 2

substance-use disorders a co-morbid conditions. 3

‘‘(G) Home and community based health 4

services. 5

‘‘(H) Comprehensive Case Management, 6

including substance use disorder treatment ad-7

herence services. 8

‘‘(I) Health insurance enrollment and cost-9

sharing assistance in accordance with para-10

graph (8). 11

‘‘(5) RECOVERY AND SUPPORT SERVICES.—For 12

purposes of paragraph (1)(B)(ii), the term ‘recovery 13

and support services’ means services, subject to the 14

approval of the Secretary, that are provided to indi-15

viduals with substance use disorder, including resi-16

dential recovery treatment and housing, including 17

for individuals receiving medication-assisted treat-18

ment, long term recovery services, 24/7 hotline crisis 19

center support, medical transportation services, res-20

pite care for persons caring for individuals with sub-21

stance use disorder, child care and family services 22

while an individual is receiving inpatient treatment 23

services or at the time of outpatient services, out-24

reach services, peer recovery services, nutrition serv-25
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ices, and referrals for job training and career serv-1

ices, housing, legal services, and child care and fam-2

ily services. 3

‘‘(6) EARLY INTERVENTION AND ENGAGEMENT 4

SERVICES.—For purposes of this section, the term 5

‘early intervention and engagement services’ means 6

services to provide rapid access to substance use dis-7

order treatment, counseling provided to individuals 8

who have misused substances, who have experienced 9

an overdose, or are at risk of developing substance 10

use disorder, and the provision of referrals to facili-11

tate the access of such individuals to core medical 12

services or recovery and support services. The enti-13

ties through which such services may be provided in-14

clude emergency rooms, fire departments and emer-15

gency medical services, detention facilities, homeless 16

shelters, law enforcement agencies, health care 17

points of entry specified by eligible local areas, Fed-18

erally qualified health centers, and rural health clin-19

ics. 20

‘‘(7) HARM REDUCTION SERVICES.—For pur-21

poses of this section, the term ‘harm reduction serv-22

ices’ means evidence-based services provided to indi-23

viduals engaging in substance use that reduce the 24

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00036 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



37

risk of infectious disease transmission, overdose, or 1

death, including by increasing access to health care. 2

‘‘(8) AFFORDABLE HEALTH INSURANCE COV-3

ERAGE.—An eligible local area may use amounts 4

provided under a grant awarded under section 3401 5

to establish a program of financial assistance to as-6

sist eligible individuals with substance use disorder 7

in—8

‘‘(A) enrolling in health insurance cov-9

erage; or 10

‘‘(B) affording health care services, includ-11

ing assistance paying cost-sharing amounts, in-12

cluding premiums. 13

‘‘(9) REQUIREMENT OF STATUS AS MEDICAID 14

PROVIDER.—15

‘‘(A) PROVISION OF SERVICE.—Subject to 16

paragraph (2), the Secretary may not make a 17

grant under section 3401 for the provision of 18

substance use disorder treatment services under 19

this section in an eligible local area unless, in 20

the case of any such service that is available 21

pursuant to the State plan approved under title 22

XIX of the Social Security Act for the State—23

‘‘(i) the political subdivision involved 24

will provide the service directly, and the 25
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political subdivision has entered into a par-1

ticipation agreement under the State plan 2

and is qualified to receive payments under 3

such plan; or 4

‘‘(ii) the eligible local area involved 5

will enter into an agreement with a public 6

or nonprofit private entity under which the 7

entity will provide the service, and the enti-8

ty has entered into such a participation 9

agreement and is qualified to receive such 10

payments. 11

‘‘(B) WAIVER.—12

‘‘(i) IN GENERAL.—In the case of an 13

entity making an agreement pursuant to 14

subparagraph (A)(ii) regarding the provi-15

sion of substance use disorder treatment 16

services, the requirement established in 17

such subparagraph shall be waived by the 18

substance use planning council for the area 19

involved if the entity does not, in providing 20

health care services, impose a charge or ac-21

cept reimbursement available from any 22

third-party payor, including reimbursement 23

under any insurance policy or under any 24

Federal or State health benefits program. 25
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‘‘(ii) DETERMINATION.—A determina-1

tion by the substance use planning council 2

of whether an entity referred to in clause 3

(i) meets the criteria for a waiver under 4

such clause shall be made without regard 5

to whether the entity accepts voluntary do-6

nations for the purpose of providing serv-7

ices to the public. 8

‘‘(10) ADMINISTRATION AND PLANNING.—An 9

eligible local area shall not use in excess of 10 per-10

cent of amounts received under a grant under sec-11

tion 3401 for administration, accounting, reporting, 12

and program oversight functions, including the de-13

velopment of systems to improve data collection and 14

data sharing. 15

‘‘(11) INCARCERATED INDIVIDUALS.—Amounts 16

received under a grant under section 3401 may be 17

used to provide substance use disorder treatment 18

services to currently incarcerated individuals. 19

‘‘SEC. 3404. APPLICATION. 20

‘‘(a) IN GENERAL.—To be eligible to receive a grant 21

under section 3401, an eligible local area shall prepare and 22

submit to the Secretary an application in such form, and 23

containing such information, as the Secretary shall re-24

quire, including—25
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‘‘(1) a complete accounting of the disbursement 1

of any prior grants received under this subtitle by 2

the applicant and the results achieved through such 3

disbursements; 4

‘‘(2) a demonstration of the extent of local need 5

for the funds under the grant and a plan for pro-6

posed substance use disorder treatment services that 7

is consistent with local needs, including a com-8

prehensive plan for the use of the grant funds devel-9

oped by the planning council established under sec-10

tion 3402, except that the planning council require-11

ment shall not apply with respect to areas receiving 12

supplemental grant funds under section 3403(a)(2); 13

‘‘(3) a demonstration that the area will use 14

funds in a manner that provides substance use dis-15

order treatment services compliant with the evi-16

dence-based standards developed in accordance with 17

section 3434, including all forms of Federally-ap-18

proved medication-assisted treatments; 19

‘‘(4) information on the number of individuals 20

likely to be served by the funds sought, including de-21

mographic data on the populations to be served; 22

‘‘(5) key outcomes that will be measured by all 23

entities that receive assistance, as well as an expla-24

nation of how the outcomes will be measured; 25
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‘‘(6) a demonstration that resources provided 1

under the grant will be allocated in accordance with 2

the local demographic incidence of substance use, in-3

cluding allocations for services for children, youths, 4

and women; 5

‘‘(7) a demonstration that funds received from 6

a grant under this subtitle in any prior year were ex-7

pended in accordance with the priorities established 8

by the planning council; 9

‘‘(8) a demonstration that at least one rep-10

resentative from Indian tribes located within any eli-11

gible local area are included in the membership of a 12

planning council; 13

‘‘(9) a demonstration that the confidentiality of 14

individuals receiving substance use disorder treat-15

ment services will be maintained in a manner not in-16

consistent with applicable law; and 17

‘‘(10) an explanation of how income, asset, and 18

medical expense criteria will be established and ap-19

plied to those who qualify for assistance under the 20

program under this subtitle. 21

‘‘(b) ASSURANCES.—To be eligible to receive a grant 22

under section 3401, the application submitted by the eligi-23

ble local area shall include assurances adequate to en-24

sure—25
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‘‘(1) that funds received under the grant will be 1

utilized to supplement not supplant other State or 2

local funds made available in the year for which the 3

grant is awarded to provide substance use disorder 4

treatment services; 5

‘‘(2) that the political subdivisions within the el-6

igible local area will maintain the level of expendi-7

tures by such political subdivisions for substance 8

use-related services at a level that is equal to the 9

level of such expenditures by such political subdivi-10

sions for the preceding fiscal year; 11

‘‘(3) that political subdivisions within the eligi-12

ble local area will not use funds received under a 13

grant awarded under section 3401 in maintaining 14

the level of substance use disorder treatment services 15

as required in paragraph (2); 16

‘‘(4) that substance use disorder treatment 17

services provided with assistance made available 18

under the grant will be provided without regard—19

‘‘(A) to the ability of the individual to pay 20

for such services; and 21

‘‘(B) to the current or past health condi-22

tion of the individual to be served; 23

‘‘(5) that substance use disorder treatment 24

services will be provided in a setting that is acces-25

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00042 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



43

sible to low-income individuals with substance use 1

disorder, and to individuals with substance use dis-2

order residing in rural areas; 3

‘‘(6) that a program of outreach will be pro-4

vided to low-income individuals with substance use 5

disorder to inform such individuals of substance use 6

disorder treatment services, and to individuals with 7

substance use disorder residing in rural areas; and 8

‘‘(7) that funds received under a grant awarded 9

under this subtitle will not be utilized to make pay-10

ments for any item or service to the extent that pay-11

ment has been made, or can reasonably be expected 12

to be made, with respect to that item or service 13

under any State compensation program, under an 14

insurance policy, or under any Federal or State 15

health benefits program (except for a program ad-16

ministered by, or providing the services of, the In-17

dian Health Service). 18

‘‘(c) REQUIREMENTS REGARDING IMPOSITION OF 19

CHARGES FOR SERVICES.—20

‘‘(1) IN GENERAL.—The Secretary may not 21

make a grant under section 3401 to an eligible local 22

area unless the eligible local area provides assur-23

ances that in the provision of substance use disorder 24
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treatment services with assistance provided under 1

the grant —2

‘‘(A) in the case of individuals with an in-3

come less than or equal to 138 percent of the 4

official poverty level, the provider will not im-5

pose charges on any such individual for the 6

services provided under the grant; 7

‘‘(B) in the case of individuals with an in-8

come greater than 138 percent of the official 9

poverty level, the provider will impose a charge 10

on each such individual according to a schedule 11

of charges made available to the public; 12

‘‘(C) in the case of individuals with an in-13

come greater than 138 percent of the official 14

poverty level but not exceeding 200 percent of 15

such poverty level, the provider will not, for an 16

calendar year, impose charges in an amount ex-17

ceeding 5 percent of the annual gross income of 18

the individual; 19

‘‘(D) in the case of individuals with an in-20

come greater than 200 percent of the official 21

poverty level but not exceeding 300 percent of 22

such poverty level, the provider will not, for any 23

calendar year, impose charges in an amount ex-24
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ceeding 7 percent of the annual gross income of 1

the individual involved; 2

‘‘(E) in the case of individuals with an in-3

come greater than 300 percent of the official 4

poverty level, the provider will not, for any cal-5

endar year, impose charges in an amount ex-6

ceeding 15 percent of the annual gross income 7

of the individual involved; and 8

‘‘(F) in the case of eligible American In-9

dian and Alaska Native individuals as defined 10

by section 447.50 of title 42, Code of Federal 11

Regulations (as in effect on July 1, 2010), the 12

provider will not impose any charges for sub-13

stance use disorder treatment services, includ-14

ing any charges or cost-sharing prohibited by 15

section 1402(d) of the Patient Protection and 16

Affordable Care Act. 17

‘‘(2) CHARGES.—With respect to compliance 18

with the assurances made under paragraph (1), an 19

eligible local area may, in the case of individuals 20

subject to a charge—21

‘‘(A) assess the amount of the charge in 22

the discretion of the area, including imposing 23

only a nominal charge for the provision of sub-24

stance use disorder treatment services, subject 25
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to the provisions of the paragraph regarding 1

public schedules and regarding limitations on 2

the maximum amount of charges and; 3

‘‘(B) take into consideration the total med-4

ical expenses of individuals in assessing the 5

amount of the charge, subject to such provi-6

sions. 7

‘‘(3) AGGREGATE CHARGES.—The Secretary 8

may not make a grant under section 3401 to an eli-9

gible local area unless the area agrees that the limi-10

tations on charges for substance use disorder treat-11

ment services under this subsection applies to the 12

annual aggregate of charges imposed for such serv-13

ices, however the charges are characterized, includes 14

enrollment fees, premiums, deductibles, cost sharing, 15

co-payments, co-insurance costs, or any other 16

charges. 17

‘‘(d) INDIAN TRIBES.—Any application requirements 18

for grants distributed in accordance with section 19

3403(a)(3) shall be developed by the Secretary in con-20

sultation with Indian tribes. 21

‘‘SEC. 3405. TECHNICAL ASSISTANCE. 22

‘‘The Secretary shall, beginning on the date of enact-23

ment of this title, provide technical assistance, including 24

assistance from other grantees, contractors or subcontrac-25

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00046 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



47

tors under this title to assist newly eligible local areas in 1

the establishment of planning councils and, to assist enti-2

ties in complying with the requirements of this subtitle 3

in order to make such areas eligible to receive a grant 4

under this subtitle. The Secretary may make planning 5

grants available to eligible local areas, in an amount not 6

to exceed $75,000 for any area, that is projected to be 7

eligible for funding under section 3401 in the following 8

fiscal year. Such grant amounts shall be deducted from 9

the first year formula award to eligible local areas accept-10

ing such grants. 11

‘‘SEC. 3406. AUTHORIZATION OF APPROPRIATIONS. 12

‘‘There is authorized to be appropriated to carry out 13

this subtitle—14

‘‘(1) $2,700,000,000 for fiscal year 2019; 15

‘‘(2) $2,700,000,000 for fiscal year 2020; 16

‘‘(3) $2,700,000,000 for fiscal year 2021; 17

‘‘(4) $2,700,000,000 for fiscal year 2022; 18

‘‘(5) $2,700,000,000 for fiscal year 2023; 19

‘‘(6) $2,700,000,000 for fiscal year 2024; 20

‘‘(7) $2,700,000,000 for fiscal year 2025; 21

‘‘(8) $2,700,000,000 for fiscal year 2026; 22

‘‘(9) $2,700,000,000 for fiscal year 2027; and 23

‘‘(10) $2,700,000,000 for fiscal year 2028. 24
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‘‘Subtitle B—State and Tribal Sub-1

stance Use Disorder Prevention 2

and Intervention Grant Pro-3

gram 4

‘‘SEC. 3411. ESTABLISHMENT OF PROGRAM OF GRANTS. 5

‘‘The Secretary, acting in coordination with the Di-6

rector of the Office of National Drug Control Policy, shall 7

award grants to States, territories, and tribal governments 8

for the purpose of addressing substance use within such 9

States. 10

‘‘SEC. 3412. AMOUNT OF GRANT AND USE OF AMOUNTS. 11

‘‘(a) AMOUNT OF GRANT TO STATES AND TERRI-12

TORIES.—13

‘‘(1) IN GENERAL.—14

‘‘(A) EXPEDITED DISTRIBUTION.—Not 15

later than 90 days after an appropriation be-16

comes available, the Secretary shall disburse 50 17

percent of the amount made available under 18

section 3415 for carrying out this subtitle for 19

such fiscal year through grants to States under 20

section 3411, in accordance with subparagraphs 21

(B) and (C) 22

‘‘(B) MINIMUM ALLOTMENT.—Subject to 23

the amount made available under section 3415, 24

the amount of a grant under section 3411 for—25
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‘‘(i) each of the 50 States, the District 1

of Columbia, and Puerto Rico for a fiscal 2

year shall be the greater of—3

‘‘(I) $2,000,000; or 4

‘‘(II) an amount determined 5

under the subparagraph (C); and 6

‘‘(ii) each territory other than Puerto 7

Rico for a fiscal year shall be the greater 8

of—9

‘‘(I) $500,000; or 10

‘‘(II) an amount determined 11

under the subparagraph (C). 12

‘‘(C) DETERMINATION.—13

‘‘(i) FORMULA.—For purposes of sub-14

paragraph (B), the amount referred to in 15

this subparagraph for a State (including a 16

territory) for a fiscal year is—17

‘‘(I) an amount equal to the 18

amount made available under section 19

3415 for the fiscal year involved for 20

grants pursuant to subparagraph (B); 21

and 22

‘‘(II) the percentage constituted 23

by the sum of—24
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‘‘(aa) the product of 0.85 1

and the ratio of the State dis-2

tribution factor for the State or 3

territory to the sum of the re-4

spective distribution factors for 5

all States; and 6

‘‘(bb) the product of 0.15 7

and the ratio of the non-local dis-8

tribution factor for the State or 9

territory (as determined under 10

clause (iv)) to the sum of the re-11

spective non-local distribution 12

factors for all States or terri-13

tories. 14

‘‘(ii) STATE DISTRIBUTION FACTOR.—15

For purposes of clause (i)(II)(aa), the term 16

‘State distribution factor’ means an 17

amount equal to—18

‘‘(I) the estimated number of 19

drug overdose deaths in the State, as 20

determined under clause (iii); or 21

‘‘(II) the number of non-fatal 22

drug overdoses in the State, as deter-23

mined under clause (iv); 24
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as determined by the Secretary based on 1

which distribution factor (subclause (I) or 2

(II)) will result in the State receiving the 3

greatest amount of funds. 4

‘‘(iii) NUMBER OF DRUG 5

OVERDOSES.—For purposes of clause (ii), 6

the number of drug overdose deaths deter-7

mined under this clause for a State for a 8

fiscal year is the number of drug overdose 9

deaths during the most recent 3-year pe-10

riod for which such data are available. 11

‘‘(iv) NUMBER OF NON-FATAL DRUG 12

OVERDOSES.—For purposes of clause (ii), 13

the number of non-fatal drug overdose 14

deaths determined under this clause for 15

State for a fiscal year for purposes of 16

clause (ii) may be determined by using 17

data including emergency department 18

syndromic data, visits, or other emergency 19

medical services for drug-related causes 20

during the most recent 3-year period for 21

which such data are available. 22

‘‘(v) NON-LOCAL DISTRIBUTION FAC-23

TORS.—For purposes of clause (i)(II)(bb), 24
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the term ‘non-local distribution factor’ 1

means an amount equal to the sum of—2

‘‘(I) the number of drug 3

overdoses deaths in the State involved, 4

as determined under clause (iii), or 5

the number of non-fatal drug 6

overdoses in the State, based on the 7

criteria used by the State under 8

clause (ii); less 9

‘‘(II) the total number of drug 10

overdose deaths or non-fatal drug 11

overdoses that are within areas in 12

such State or territory that are eligi-13

ble counties under section 3401. 14

‘‘(vi) STUDY.—Not later than 3 years 15

after the date of enactment of this title, 16

the Comptroller General shall conduct a 17

study to determine whether the data uti-18

lized for purposes of clause (ii) provides 19

the most precise measure of State need re-20

lated to substance use and addiction preva-21

lence and whether additional data would 22

provide more precise measures the levels of 23

substance use and addiction prevalent in 24

States. Such study shall identify barriers 25
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to collecting or analyzing such data, and 1

make recommendations for revising the 2

distribution factors used under such clause 3

to determine funding levels in order to di-4

rect funds to the States in most need of 5

funding to provide substance use disorder 6

treatment services. 7

‘‘(2) SUPPLEMENTAL GRANTS.—8

‘‘(A) IN GENERAL.—Subject to subpara-9

graph (C), the Secretary shall disburse the re-10

mainder of amounts not disbursed under para-11

graph (1) for such fiscal year for the purpose 12

of making grants to States whose application—13

‘‘(i) contains a report concerning the 14

dissemination of emergency relief funds 15

under paragraph (1) and the plan for utili-16

zation of such funds; 17

‘‘(ii) demonstrates the need in such 18

State, on an objective and quantified basis, 19

for supplemental financial assistance to 20

combat substance use disorder; 21

‘‘(iii) demonstrates the existing com-22

mitment of local resources of the State, 23

both financial and in-kind, to combating 24

substance use disorder; 25
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‘‘(iv) demonstrates the ability of the 1

State to utilize such supplemental financial 2

resources in a manner that is immediately 3

responsive and cost effective; 4

‘‘(v) demonstrates that resources will 5

be allocated in accordance with the local 6

demographic incidence of substances use 7

disorders and drug overdose mortality; 8

‘‘(vi) demonstrates the inclusiveness of 9

affected communities and individuals with 10

substance use disorders, including those 11

communities and individuals that are dis-12

proportionately affected or historically un-13

derserved; 14

‘‘(vii) demonstrates the manner in 15

which the proposed services are consistent 16

with the local needs assessment and the 17

statewide coordinated statement of need 18

required under section 3413(e); 19

‘‘(viii) demonstrates success in identi-20

fying individuals with substance use dis-21

orders; and 22

‘‘(ix) demonstrates that support for 23

substance use disorder treatment services 24

is organized to maximize the value to the 25
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population to be served with an appro-1

priate mix of substance use disorder treat-2

ment services and attention to transition in 3

care. 4

‘‘(B) AMOUNT.—5

‘‘(i) IN GENERAL.—The amount of 6

each grant made for purposes of this para-7

graph shall be determined by the Sec-8

retary. In making such determination, the 9

Secretary shall consider: 10

‘‘(I) the rate of drug overdose 11

deaths per 100,000 population in the 12

State; and 13

‘‘(II) the increasing need for sub-14

stance use disorder treatment serv-15

ices, including relative rates of in-16

crease in the number of drug 17

overdoses or drug overdose deaths, or 18

recent increases in drug overdoses or 19

drug overdose deaths since the data 20

was reported under section 3413. 21

‘‘(ii) DEMONSTRATED NEED.—The 22

factors considered by the Secretary in de-23

termining whether a State has a dem-24

onstrated need for purposes of subpara-25
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graph (A)(ii) may include any or all of the 1

following: 2

‘‘(I) The unmet need for such 3

services, including the factors identi-4

fied in clause (i)(II). 5

‘‘(II) Relative rates of increase in 6

the number of drug overdoses or drug 7

overdose deaths. 8

‘‘(III) The relative rates of in-9

crease in the number of drug deaths 10

within new or emerging subpopula-11

tions. 12

‘‘(IV) The current prevalence of 13

substance use disorders. 14

‘‘(V) Relevant factors related to 15

the cost and complexity of delivering 16

substance use disorder treatment serv-17

ices to individuals in the State. 18

‘‘(VI) The impact of co-morbid 19

factors, including co-occurring condi-20

tions, determined relevant by the Sec-21

retary. 22

‘‘(VII) The prevalence of home-23

lessness among individuals with sub-24

stance use disorder. 25

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00056 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



57

‘‘(VIII) The relevant factors that 1

limit access to health care, including 2

geographic variation, adequacy of 3

health insurance coverage, and lan-4

guage barriers. 5

‘‘(IX) The impact of a decline in 6

the amount received pursuant to para-7

graph (1) on substance use disorder 8

treatment services available to all in-9

dividuals with substance use disorders 10

identified and eligible under this sub-11

title. 12

‘‘(X) The increasing incidence in 13

conditions related to substance use, 14

including hepatitis C, human immuno-15

deficiency virus, hepatitis B and other 16

infections associated with injection 17

drug use. 18

‘‘(C) MODEL STANDARDS.—19

‘‘(i) PREFERENCE.—In determining 20

whether a State will receive funds under 21

this paragraph, except as provided in 22

clause (ii), the Secretary shall give pref-23

erence to States that have adopted the 24
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model standards developed in accordance 1

with section 3434. 2

‘‘(ii) REQUIREMENT.—Effective begin-3

ning in fiscal year 2025, the Secretary 4

shall not award a grant under this para-5

graph to a State unless that State has 6

adopted the model standards developed in 7

accordance with section 3434. 8

‘‘(3) AMOUNT OF GRANT TO TRIBAL GOVERN-9

MENTS.—10

‘‘(A) INDIAN TRIBES.—In this section, the 11

term ‘Indian tribe’ has the meaning given such 12

term in section 4 of the Indian Self-Determina-13

tion and Education Assistance Act. 14

‘‘(B) FORMULA GRANTS.—The Secretary, 15

acting through the Indian Health Service, shall 16

use 10 percent of the amount available under 17

section 3415 for each fiscal year to provide for-18

mula grants to Indian tribes in an amount de-19

termined pursuant to a formula and eligibility 20

criteria developed by the Secretary in consulta-21

tion with Indian tribes, for the purposes of ad-22

dressing substance use. 23

‘‘(C) USE OF AMOUNTS.—Notwithstanding 24

any requirements in this section, an Indian 25
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tribe may use amounts provided under grants 1

awarded under this paragraph for the uses 2

identified in subsection (b) and any other activi-3

ties determined appropriate by the Secretary, in 4

consultation with Indian tribes. 5

‘‘(b) USE OF AMOUNTS.—6

‘‘(1) IN GENERAL.—A State may use amounts 7

provided under grants awarded under section 3411 8

for—9

‘‘(A) prevention services described in para-10

graph (2); 11

‘‘(B) core medical services described in 12

paragraph (3); 13

‘‘(C) recovery and support services de-14

scribed in paragraph (4); 15

‘‘(D) early intervention and engagement 16

services described in paragraph (5); 17

‘‘(E) harm reduction services described in 18

paragraph (6); and 19

‘‘(F) administrative expenses described in 20

paragraph (8). 21

‘‘(2) PREVENTION SERVICES.—22

‘‘(A) IN GENERAL.—For purposes of this 23

subsection, the term ‘prevention services’ means 24

services, programs, or multi-sector strategies to 25
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prevent substance use disorder (including evi-1

dence-based education campaigns, community-2

based prevention programs, opioid diversion, 3

collection and disposal of unused opioids, and 4

services to at-risk populations. 5

‘‘(B) LIMIT.—A State may use not to ex-6

ceed 20 percent of the amount of the grant 7

under section 3411 for prevention services. A 8

State may apply to the Secretary for a waiver 9

of this subparagraph. 10

‘‘(3) CORE MEDICAL SERVICES.—For purposes 11

of this subsection, the term ‘core medical services’ 12

means the following evidence-based services when 13

provided to individuals with substance use disorder 14

or at risk for developing substance use disorder: 15

‘‘(A) Substance use disorder treatments, 16

including clinical stabilization services, with-17

drawal management and detoxification, inten-18

sive inpatient treatment, intensive outpatient 19

treatment, all forms of Federally approved 20

medication-assisted treatment, outpatient treat-21

ment, and residential recovery treatment. 22

‘‘(B) Outpatient and ambulatory health 23

services, including those administered by Feder-24
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ally qualified health centers and rural health 1

clinics. 2

‘‘(C) Hospice services. 3

‘‘(D) Mental health services. 4

‘‘(E) Naloxone procurement, distribution, 5

and training. 6

‘‘(F) Pharmaceutical assistance related to 7

the management of substance-use disorders and 8

co-morbid conditions. 9

‘‘(G) Home and community based health 10

services. 11

‘‘(H) Comprehensive Case Management 12

and care coordination, including treatment ad-13

herence services. 14

‘‘(I) Health insurance enrollment and cost-15

sharing assistance in accordance with sub-16

section (e). 17

‘‘(4) RECOVERY AND SUPPORT SERVICES.—For 18

purposes of paragraph (1)(C), the term ‘recovery 19

and support services’ means services, subject to the 20

approval of the Secretary, that are provided to indi-21

viduals with substance use disorder, including resi-22

dential recovery treatment and housing, including 23

for individuals receiving medication-assisted treat-24

ment, long term recovery services, 24/7 hotline crisis 25
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center services, medical transportation services, res-1

pite care for persons caring for individuals with sub-2

stance use disorder, child care and family services 3

while an individual is receiving inpatient treatment 4

services or at the time of outpatient services, out-5

reach services, peer recovery services, nutrition serv-6

ices, and referrals for job training and career serv-7

ices, housing, legal services, and child care and fam-8

ily services. 9

‘‘(5) EARLY INTERVENTION AND ENGAGEMENT 10

SERVICES.—For purposes of this subsection, the 11

term ‘early intervention and engagement services’ 12

means services to provide rapid access to substance 13

use disorder treatment services, counseling provided 14

to individuals who have misused substances, who 15

have experienced an overdose, or are at risk of devel-16

oping substance use disorder, and the provision of 17

referrals to facilitate the access of such individuals 18

to core medical services or recovery and support 19

services. The entities through which such services 20

may be provided include emergency rooms, fire de-21

partments and emergency medical services, detention 22

facilities, homeless shelters, law enforcement agen-23

cies, health care points of entry specified by eligible 24
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areas, Federally qualified health centers, and rural 1

health clinics. 2

‘‘(6) HARM REDUCTION SERVICES.—For pur-3

poses of this subsection, the term ‘harm reduction 4

services’ means evidence-based services provided to 5

individuals engaging in substance use disorder that 6

reduce the risk of infectious disease transmission, 7

overdose, or death, including by increasing access to 8

health care. 9

‘‘(7) AFFORDABLE HEALTH INSURANCE COV-10

ERAGE.—A State may use amounts provided under 11

a grant awarded under section 3411 to establish a 12

program of financial assistance to assist eligible indi-13

viduals with substance use disorder in—14

‘‘(A) enrolling in health insurance cov-15

erage; or 16

‘‘(B) affording health care services, includ-17

ing assistance paying cost-sharing amounts, in-18

cluding premiums. 19

‘‘(8) ADMINISTRATION AND PLANNING.—A 20

State shall not use in excess of 10 percent of 21

amounts received under a grant under section 3411 22

for administration, accounting, reporting, and pro-23

gram oversight functions, including the development 24

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00063 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



64

of systems to improve data collection and data shar-1

ing. 2

‘‘(9) INCARCERATED INDIVIDUALS.—Amounts 3

received under a grant under section 3411 may be 4

used to provide substance use disorder treatment 5

services to currently incarcerated individuals. 6

‘‘SEC. 3413. APPLICATION AND LIMITATION. 7

‘‘(a) APPLICATION.—To be eligible to receive a grant 8

under section 3411, a State shall prepare and submit to 9

the Secretary an application in such form, and containing 10

such information, as the Secretary shall require, includ-11

ing—12

‘‘(1) a complete accounting of the disbursement 13

of any prior grants received under this subtitle by 14

the applicant and the results achieved by these ex-15

penditures; 16

‘‘(2) a comprehensive plan for the use of the 17

grant, including a demonstration of the extent of 18

local need for the funds sought and a plan for pro-19

posed substance use disorder treatment services that 20

is consistent with local needs; 21

‘‘(3) a demonstration that the State will use 22

funds in a manner that provides substance use dis-23

order treatment services compliant with the evi-24

dence-based standards developed in accordance with 25
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section 3434, including all Federally-approved medi-1

cation-assisted treatments; 2

‘‘(4) information on the number of individuals 3

likely to be served by the funds sought, including de-4

mographic data on the populations to be served; 5

‘‘(5) an identification of key outcomes that will 6

be measured by all entities that receive assistance, 7

as well as an explanation of how the outcomes will 8

be measured; 9

‘‘(6) a demonstration that resources provided 10

under the grant will be allocated in accordance with 11

the local demographic incidence of substance use, in-12

cluding allocations for services for children, youths, 13

and women; 14

‘‘(7) a demonstration that funds received from 15

a grant under this subtitle in any prior year were ex-16

pended in accordance with State priorities; 17

‘‘(8) a demonstration that the confidentiality of 18

individuals receiving substance use disorder treat-19

ment services will be maintained in a manner not in-20

consistent with applicable law; and 21

‘‘(9) an explanation of how income, asset, and 22

medical expense criteria will be established and ap-23

plied to those who qualify for assistance under the 24

program. 25
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‘‘(b) ASSURANCES.—To be eligible to receive a grant 1

under section 3401, the application submitted by an eligi-2

ble State shall include assurances adequate to ensure—3

‘‘(1) that funds received under the grant will be 4

utilized to supplement not supplant other State or 5

local funds made available in the year for which the 6

grant is awarded to provide substance use disorder 7

treatment services to individuals with substance use 8

disorder; 9

‘‘(2) that the political subdivisions within the 10

State will maintain the level of expenditures by such 11

political subdivisions for substance use disorder 12

treatment services at a level that is equal to the level 13

of such expenditures by such political subdivisions 14

for the preceding fiscal year; 15

‘‘(3) that political subdivisions within the State 16

will not use funds received under a grant awarded 17

under section 3411 in maintaining the level of sub-18

stance use disorder treatment services as required in 19

paragraph (2); 20

‘‘(4) that substance use disorder treatment 21

services provided with assistance made available 22

under the grant will be provided without regard—23

‘‘(A) to the ability of the individual to pay 24

for such services; and 25
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‘‘(B) to the current or past health condi-1

tion of the individual to be served; 2

‘‘(5) that substance use disorder treatment 3

services will be provided in a setting that is acces-4

sible to low-income individuals with substance use 5

disorders and to individuals with substance use dis-6

orders residing in rural areas; 7

‘‘(6) that a program of outreach will be pro-8

vided to low-income individuals with substance use 9

disorders to inform such individuals of substance use 10

disorder treatment services and to individuals with 11

substance use disorders residing in rural areas; 12

‘‘(7) that Indian tribes are included in planning 13

for the use of grant funds and that the Federal 14

trust responsibility is upheld at all levels of program 15

administration; and 16

‘‘(8) that funds received under a grant awarded 17

under this section will not be utilized to make pay-18

ments for any item or service to the extent that pay-19

ment has been made, or can reasonably be expected 20

to be made, with respect to that item or service 21

under a State compensation program, under an in-22

surance policy, or under any Federal or State health 23

benefits program (except for a program administered 24
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by or providing the services of the Indian Health 1

Service). 2

‘‘(c) MEDICAID IMD WAIVER APPLICATION RE-3

QUIREMENT.—A State shall not be eligible to receive a 4

grant under this subtitle for a fiscal year unless the 5

State—6

‘‘(1) has in effect for the year a waiver under 7

section 1115 of the Social Security Act (42 U.S.C. 8

1315) to provide medical assistance under the State 9

plan under title XIX of such Act to individuals 10

who—11

‘‘(A) have not attained age 65 (or, if the 12

State provides the medical assistance described 13

in section 1905(a)(16) of such Act, have at-14

tained age 21 but have not attained age 65); 15

‘‘(B) are patients in an institution for 16

mental diseases; and 17

‘‘(C) are eligible for medical assistance 18

under the State plan; or 19

‘‘(2) has submitted an application for the year 20

for such a waiver. 21

‘‘(d) REQUIREMENTS REGARDING IMPOSITION OF 22

CHARGES FOR SERVICES.—23

‘‘(1) IN GENERAL.—The Secretary may not 24

make a grant under section 3411 to a State unless 25
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the State provides assurances that in the provision 1

of services with assistance provided under the grant 2

—3

‘‘(A) in the case of individuals with an in-4

come less than or equal to 138 percent of the 5

official poverty level, the provider will not im-6

pose charges on any such individual for the 7

services provided under the grant; 8

‘‘(B) in the case of individuals with an in-9

come greater than 138 percent of the official 10

poverty level, the provider will impose a charge 11

on each such individual according to a schedule 12

of charges made available to the public; 13

‘‘(C) in the case of individuals with an in-14

come greater than 138 percent of the official 15

poverty level but not exceeding 200 percent of 16

such poverty level, the provider will not, for an 17

calendar year, impose charges in an amount ex-18

ceeding 5 percent of the annual gross income of 19

the individual; 20

‘‘(D) in the case of individuals with an in-21

come greater than 200 percent of the official 22

poverty level but not exceeding 300 percent of 23

such poverty level, the provider will not, for any 24

calendar year, impose charges in an amount ex-25
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ceeding 7 percent of the annual gross income of 1

the individual involved; 2

‘‘(E) in the case of individuals with an in-3

come greater than 300 percent of the official 4

poverty level, the provider will not, for any cal-5

endar year, impose charges in an amount ex-6

ceeding 15 percent of the annual gross income 7

of the individual involved; and 8

‘‘(F) in the case of eligible American In-9

dian and Alaska Native individuals as defined 10

by section 447.50 of title 42, Code of Federal 11

Regulations (as in effect on July 1, 2010), the 12

provider will not impose any charges for sub-13

stance use disorder treatment services, includ-14

ing any charges or cost-sharing prohibited by 15

section 1402(d) of the Patient Protection and 16

Affordable Care Act. 17

‘‘(2) CHARGES.—With respect to compliance 18

with the assurances made under paragraph (1), a 19

State may, in the case of individuals subject to a 20

charge—21

‘‘(A) assess the amount of the charge in 22

the discretion of the State, including imposing 23

only a nominal charge for the provision of serv-24

ices, subject to the provisions of the paragraph 25
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regarding public schedules and regarding limi-1

tations on the maximum amount of charges 2

and; 3

‘‘(B) take into consideration the total med-4

ical expenses of individuals in assessing the 5

amount of the charge, subject to such provi-6

sions. 7

‘‘(3) AGGREGATE CHARGES.—The Secretary 8

may not make a grant under section 3411 to a State 9

unless the State agrees that the limitations on 10

charges for substance use disorder treatment serv-11

ices under this subsection applies to the annual ag-12

gregate of charges imposed for such services, how-13

ever the charges are characterized, includes enroll-14

ment fees, premiums, deductibles, cost sharing, co-15

payments, co-insurance costs, or any other charges. 16

‘‘(e) STATEWIDE COORDINATED STATEMENT OF 17

NEED.—A State shall not be eligible to receive a grant 18

under this subtitle for a fiscal year unless the State devel-19

ops and publishes a statewide coordinated statement of 20

need, including a demonstration of the extent of State 21

need for assistance in addressing addiction and substance 22

use disorder in the State and identifying priorities for the 23

delivery of essential services to individuals with substance 24

use disorder and their families. 25
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‘‘(f) INDIAN TRIBES.—Any application requirements 1

applying to grants distributed in accordance with section 2

3412(c) shall be developed by the Secretary in consulta-3

tion with Indian tribes. 4

‘‘SEC. 3414. TECHNICAL ASSISTANCE. 5

‘‘The Secretary shall provide technical assistance in 6

administering and coordinating the activities authorized 7

under section 3412, including technical assistance for the 8

development of State applications for supplementary 9

grants authorized in section 3212(a)(2). 10

‘‘SEC. 3415. AUTHORIZATION OF APPROPRIATIONS. 11

‘‘There is authorized to be appropriated to carry out 12

this subtitle—13

‘‘(1) $4,000,000,000 for fiscal year 2019; 14

‘‘(2) $4,000,000,000 for fiscal year 2020; 15

‘‘(3) $4,000,000,000 for fiscal year 2021; 16

‘‘(4) $4,000,000,000 for fiscal year 2022; 17

‘‘(5) $4,000,000,000 for fiscal year 2023; 18

‘‘(6) $4,000,000,000 for fiscal year 2024; 19

‘‘(7) $4,000,000,000 for fiscal year 2025; 20

‘‘(8) $4,000,000,000 for fiscal year 2026; 21

‘‘(9) $4,000,000,000 for fiscal year 2027; and 22

‘‘(10) $4,000,000,000 for fiscal year 2028. 23
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‘‘Subtitle C—Other Grant Program 1

‘‘SEC. 3421. ESTABLISHMENT OF GRANT PROGRAM. 2

‘‘(a) IN GENERAL.—The Secretary shall award 3

grants to public, nonprofit, and Native entities for the 4

purpose of funding core medical services, recovery and 5

support services, harm reduction services, administrative 6

expenses, and early intervention and engagement services 7

in accordance with this section. 8

‘‘(b) ELIGIBILITY.—9

‘‘(1) ENTITIES.—Public, nonprofit, or Native 10

entities eligible to receive a grant under subsection 11

(a) may include—12

‘‘(A) federally qualified health centers 13

under section 1905(l)(2)(B) of the Social Secu-14

rity Act; 15

‘‘(B) family planning clinics; 16

‘‘(C) rural health clinics; 17

‘‘(D) Native entities, including Indian 18

health programs as defined in section 4 of the 19

Indian Health Care Improvement Act, urban 20

Indian organizations as defined in section 4 of 21

the Indian Health Care Improvement Act, and 22

Native Hawaiian organizations as defined in 23

section 12 of the Native Hawaiian Health Care 24

Act of 1988; 25
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‘‘(E) community-based organizations, clin-1

ics, hospitals, and other health facilities that 2

provide substance use disorder treatment serv-3

ices; 4

‘‘(F) other nonprofit entities that provide 5

substance use disorder treatment services; and 6

‘‘(G) faith based organizations that provide 7

substance use disorder treatment services. 8

‘‘(2) UNDERSERVED POPULATIONS.—Entities 9

described in paragraph (1) shall serve underserved 10

populations which may include minority populations 11

and Indian populations, ex-offenders, individuals 12

with comorbidities including HIV/AIDS, hepatitis B 13

or C, mental illness, or other behavioral health dis-14

orders, low-income populations, inner city popu-15

lations, and rural populations. 16

‘‘(3) APPLICATION.—To be eligible to receive a 17

grant under this section, a public or nonprofit entity 18

described in this subsection shall prepare and submit 19

to the Secretary an application in such form, and 20

containing such information, as the Secretary shall 21

require, including—22

‘‘(A) a complete accounting of the dis-23

bursement of any prior grants received under 24
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this subtitle by the applicant and the results 1

achieved by these expenditures; 2

‘‘(B) a comprehensive plan for the use of 3

the grant, including a demonstration of the ex-4

tent of local need for the funds sought and a 5

plan for proposed substance use disorder treat-6

ment services that is consistent with local 7

needs; 8

‘‘(C) a demonstration that the grantee will 9

use funds in a manner that provides substance 10

use disorder treatment services compliant with 11

the evidence-based standards developed in ac-12

cordance with section 3434, including all Feder-13

ally-approved medication-assisted treatments; 14

‘‘(D) information on the number of individ-15

uals likely to be served by the funds sought, in-16

cluding demographic data on the populations to 17

be served; 18

‘‘(E) an identification of key outcomes that 19

will be measured by all entities that receive as-20

sistance, as well as an explanation of how the 21

outcomes will be measured; 22

‘‘(F) a demonstration that resources pro-23

vided under the grant will be allocated in ac-24

cordance with the local demographic incidence 25

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00075 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



76

of substance use, including allocations for serv-1

ices for children, youths, and women; 2

‘‘(G) a demonstration that the confiden-3

tiality of individuals receiving substance use dis-4

order treatment services will be maintained in a 5

manner not inconsistent with applicable law; 6

and 7

‘‘(H) an explanation of how income, asset, 8

and medical expense criteria will be established 9

and applied to those who qualify for assistance 10

under the program. 11

‘‘(c) REQUIREMENT OF STATUS AS MEDICAID PRO-12

VIDER.—13

‘‘(1) PROVISION OF SERVICE.—Subject to para-14

graph (2), the Secretary may not make a grant 15

under this section for the provision of substance use 16

disorder treatment services under this section in a 17

State unless, in the case of any such service that is 18

available pursuant to the State plan approved under 19

title XIX of the Social Security Act for the State—20

‘‘(A) the political subdivision involved will 21

provide the substance use disorder treatment 22

service directly, and the political subdivision has 23

entered into a participation agreement under 24
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the State plan and is qualified to receive pay-1

ments under such plan; or 2

‘‘(B) the political subdivision involved will 3

enter into an agreement with a public or non-4

profit private entity under which the entity will 5

provide the substance use disorder treatment 6

service, and the entity has entered into such a 7

participation agreement and is qualified to re-8

ceive such payments. 9

‘‘(2) WAIVER.—10

‘‘(A) IN GENERAL.—In the case of an enti-11

ty making an agreement pursuant to paragraph 12

(1)(B) regarding the provision of substance use 13

disorder treatment services, the requirement es-14

tablished in such paragraph shall be waived by 15

the State if the entity does not, in providing 16

such services, impose a charge or accept reim-17

bursement available from any third-party payor, 18

including reimbursement under any insurance 19

policy or under any Federal or State health 20

benefits program. 21

‘‘(B) DETERMINATION.—A determination 22

by the State of whether an entity referred to in 23

subparagraph (A) meets the criteria for a waiv-24

er under such subparagraph shall be made 25
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without regard to whether the entity accepts 1

voluntary donations for the purpose of pro-2

viding services to the public. 3

‘‘(d) AMOUNT OF GRANT TO NATIVE ENTITIES.—4

‘‘(1) INDIAN TRIBES.—In this section, the term 5

‘Indian tribe’ has the meaning given such term in 6

section 4 of the Indian Self-Determination and Edu-7

cation Assistance Act. 8

‘‘(2) FORMULA GRANTS.—The Secretary, acting 9

through the Indian Health Service, shall use 10 per-10

cent of the amount available under section 3425 for 11

each fiscal year to provide grants to Native entities 12

in an amount determined pursuant to criteria devel-13

oped by the Secretary in consultation with Indian 14

tribes, for the purposes of addressing substance use. 15

‘‘(3) USE OF AMOUNTS.—Notwithstanding any 16

requirements in this section, Native entities may use 17

amounts provided under grants awarded under this 18

section for the uses identified in section 3422 and 19

any other activities determined appropriate by the 20

Secretary, in consultation with Indian tribes. 21

‘‘SEC. 3422. USE OF AMOUNTS. 22

‘‘(a) USE OF FUNDS.—An entity shall use amounts 23

received under a grant under section 3421 to provide di-24
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rect financial assistance to eligible entities for the purpose 1

of delivering or enhancing—2

‘‘(1) prevention services described in subsection 3

(b); 4

‘‘(2) core medical services described in sub-5

section (c); 6

‘‘(3) recovery and support services described in 7

subsection (d); 8

‘‘(4) early intervention and engagement services 9

described in subsection (e); 10

‘‘(5) harm reduction services described in sub-11

section (f); and 12

‘‘(6) administrative expenses described in sub-13

section (g). 14

‘‘(b) PREVENTION SERVICES.—For purposes of this 15

subsection, the term ‘prevention services’ means services, 16

programs, or multi-sector strategies to prevent substance 17

use disorder, including evidence-based education cam-18

paigns, community-based prevention programs, opioid di-19

version, collection and disposal of unused opioids, and 20

services to at-risk populations. 21

‘‘(c) CORE MEDICAL SERVICES.—For purposes of 22

this section, the term ‘core medical services’ means the 23

following services when provided to individuals with sub-24
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stance use disorder or at risk for developing substance use 1

disorder: 2

‘‘(1) Substance use disorder treatments, includ-3

ing clinical stabilization services, withdrawal man-4

agement and detoxification, intensive inpatient treat-5

ment, intensive outpatient treatment, all forms of 6

Federally-approved medication-assisted treatment, 7

and residential recovery treatment. 8

‘‘(2) Outpatient and ambulatory health services, 9

including those administered by federally qualified 10

health centers and rural health clinics. 11

‘‘(3) Hospice services. 12

‘‘(4) Mental health services. 13

‘‘(5) Naloxone procurement, distribution, and 14

training. 15

‘‘(6) Pharmaceutical assistance and diagnostic 16

testing related to the management of substance-use 17

disorder and co-morbid conditions. 18

‘‘(7) Home and community based health serv-19

ices. 20

‘‘(8) Comprehensive Case Management and care 21

coordination, including treatment adherence services. 22

‘‘(9) Health insurance enrollment and cost-23

sharing assistance in accordance with section 3412. 24
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‘‘(d) RECOVERY AND SUPPORT SERVICES.—For pur-1

poses of subsection (a)(3), the term ‘recovery and support 2

services’ means services, subject to the approval of the 3

Secretary, that are provided to individuals with substance 4

use disorder, including residential recovery treatment and 5

housing, including for individuals receiving medication-as-6

sisted treatment, long term recovery services, 24/7 hotline 7

services, medical transportation services, respite care for 8

persons caring for individuals with substance use disorder, 9

child care and family services while an individual is receiv-10

ing inpatient treatment services or at the time of out-11

patient services, outreach services, peer recovery services, 12

nutrition services, and referrals for job training and career 13

services, housing, legal services, and child care and family 14

services. 15

‘‘(e) EARLY INTERVENTION AND ENGAGEMENT 16

SERVICES.—For purposes of this section, the term ‘early 17

intervention and engagement services’ means services to 18

provide rapid access to substance use disorder treatment 19

services, counseling provided to individuals who have mis-20

used substances, who have experienced an overdose, or are 21

at risk of developing substance use disorder and the provi-22

sion of referrals to facilitate the access of such individuals 23

to core medical services or recovery and support services. 24

The entities through which such services may be provided 25
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include emergency rooms, fire departments and emergency 1

medical services, detention facilities, homeless shelters, 2

law enforcement agencies, health care points of entry spec-3

ified by eligible areas, Federally qualified health centers, 4

and rural health clinics. 5

‘‘(f) HARM REDUCTION SERVICES.—For purposes of 6

this subsection, the term ‘harm reduction services’ means 7

evidence-based services provided to individuals engaging in 8

substance use that reduce the risk of infectious disease 9

transmission, overdose, or death, including by increasing 10

access to health care. 11

‘‘(g) ADMINISTRATION AND PLANNING.—An entity 12

shall not use in excess of 10 percent of amounts received 13

under a grant under section 3421 for administration, ac-14

counting, reporting, and program oversight functions, in-15

cluding for the purposes of developing systems to improve 16

data collection and data sharing. 17

‘‘SEC. 3423. TECHNICAL ASSISTANCE. 18

‘‘The Secretary may, directly or through grants or 19

contracts, provide technical assistance to nonprofit private 20

entities and Native entities regarding the process of sub-21

mitting to the Secretary applications for grants under sec-22

tion 3421, and may provide technical assistance with re-23

spect to the planning, development, and operation of any 24

program or service carried out pursuant to such section. 25
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‘‘SEC. 3424. PLANNING AND DEVELOPMENT GRANTS. 1

‘‘(a) IN GENERAL.—The Secretary may provide plan-2

ning grants to public, nonprofit private, and Native enti-3

ties for purposes of assisting such entities in expanding 4

their capacity to provide substance use disorder treatment 5

services in low-income communities and affected sub-6

populations that are underserviced with respect to such 7

services. 8

‘‘(b) AMOUNT.—A grant under this section may be 9

made in an amount not to exceed $150,000. 10

‘‘SEC. 3425. AUTHORIZATION OF APPROPRIATIONS. 11

‘‘There is authorized to be appropriated to carry out 12

this subtitle—13

‘‘(1) $500,000,000 for fiscal year 2019; 14

‘‘(2) $500,000,000 for fiscal year 2020; 15

‘‘(3) $500,000,000 for fiscal year 2021; 16

‘‘(4) $500,000,000 for fiscal year 2022; 17

‘‘(5) $500,000,000 for fiscal year 2023; 18

‘‘(6) $500,000,000 for fiscal year 2024; 19

‘‘(7) $500,000,000 for fiscal year 2025; 20

‘‘(8) $500,000,000 for fiscal year 2026; 21

‘‘(9) $500,000,000 for fiscal year 2027; and 22

‘‘(10) $500,000,000 for fiscal year 2028. 23
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‘‘Subtitle D—Miscellaneous 1

Provisions 2

‘‘SEC. 3431. SPECIAL PROJECTS OF NATIONAL SIGNIFI-3

CANCE. 4

‘‘(a) IN GENERAL.—The Secretary, acting in con-5

sultation with the Director of the Office of National Drug 6

Control Policy, shall award grants to entities to administer 7

special projects of national significance to support the de-8

velopment of innovative and original models for the deliv-9

ery of substance use disorder treatment services. 10

‘‘(b) GRANTS.—The Secretary shall award grants 11

under a project under subsection (a) to entities eligible 12

for grants under subtitles A, B, and C based on newly 13

emerging needs of individuals receiving assistance under 14

this title. 15

‘‘(c) REPLICATION.—The Secretary shall make infor-16

mation concerning successful models or programs devel-17

oped under this section available to grantees under this 18

title for the purpose of coordination, replication, and inte-19

gration. To facilitate efforts under this subsection, the 20

Secretary may provide for peer-based technical assistance 21

for grantees funded under this section. 22

‘‘(d) GRANTS TO TRIBAL GOVERNMENTS.—23

‘‘(1) INDIAN TRIBES.—In this section, the term 24

‘Indian tribe’ has the meaning given such term in 25
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section 4 of the Indian Self-Determination and Edu-1

cation Assistance Act. 2

‘‘(2) USE OF FUNDS.—The Secretary, acting 3

through the Indian Health Service, shall use 10 per-4

cent of the amount available under this section for 5

each fiscal year to provide grants to Indian tribes 6

for the purposes of supporting the development of 7

innovative and original models for the delivery of 8

substance use disorder treatment and services, in-9

cluding the development of culturally-informed care 10

models. 11

‘‘(e) AUTHORIZATION OF APPROPRIATIONS.—There 12

is authorized to be appropriated to carry out this section—13

‘‘(1) $500,000,000 for fiscal year 2019; 14

‘‘(2) $500,000,000 for fiscal year 2020; 15

‘‘(3) $500,000,000 for fiscal year 2021; 16

‘‘(4) $500,000,000 for fiscal year 2022; 17

‘‘(5) $500,000,000 for fiscal year 2023; 18

‘‘(6) $500,000,000 for fiscal year 2024; 19

‘‘(7) $500,000,000 for fiscal year 2025; 20

‘‘(8) $500,000,000 for fiscal year 2026; 21

‘‘(9) $500,000,000 for fiscal year 2027; and 22

‘‘(10) $500,000,000 for fiscal year 2028. 23
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‘‘SEC. 3432. EDUCATION AND TRAINING CENTERS. 1

‘‘(a) IN GENERAL.—The Secretary may make grants 2

and enter into contracts to assist public and nonprofit pri-3

vate entities, and schools, and academic health centers in 4

meeting the cost of projects—5

‘‘(1) to train health personnel, including practi-6

tioners in programs under this title and other com-7

munity providers, including counselors, case man-8

agers, social workers, peer recovery coaches, and 9

harm reduction workers, in the diagnosis, treatment, 10

and prevention of substance use disorders, including 11

measures for the prevention and treatment of co-oc-12

curring infectious diseases and other conditions, and 13

including (as applicable to the type of health profes-14

sional involved), care for women, pregnant women, 15

and children; 16

‘‘(2) to train the faculty of schools of medicine, 17

nursing, public health, osteopathic medicine, den-18

tistry, allied health, and mental health practice to 19

teach health professions students to screen for and 20

provide for the needs of individuals with substance 21

use disorders or at risk of substance use; and 22

‘‘(3) to develop and disseminate curricula and 23

resource materials relating to evidence-based prac-24

tices for the screening, prevention, and treatment of 25

substance use disorders, including information about 26

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00086 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



87

prescribing best practices, alternative pain therapies, 1

and Federally-approved medication assisted treat-2

ment options. 3

‘‘(b) PREFERENCE IN MAKING GRANTS.—In making 4

grants under subsection (a), the Secretary shall give pref-5

erence to qualified projects that will—6

‘‘(1) train, or result in the training of, health 7

professionals, including counselors, case managers, 8

social workers, peer recovery coaches, and harm re-9

duction workers, who will provide substance use dis-10

order treatments for underserved groups, including 11

minority individuals and Indians with substance use 12

disorder and other individuals who are at a high risk 13

of substance use; 14

‘‘(2) train, or result in the training of, minority 15

health professionals and minority allied health pro-16

fessionals, including counselors, case managers, so-17

cial workers, peer recovery coaches, and harm reduc-18

tion workers, to provide substance use disorder 19

treatment for individuals with such disease; 20

‘‘(3) train or result in the training of individ-21

uals, including counselors, case managers, social 22

workers, peer recovery coaches, and harm reduction 23

workers, who will provide substance use disorder 24
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treatment in rural or other areas that are under-1

served by current treatment structures; and 2

‘‘(4) train or result in the training of health 3

professionals and allied health professionals, includ-4

ing counselors, case managers, social workers, peer 5

recovery coaches, and harm reduction workers, to 6

provide treatment for infectious diseases and mental 7

health conditions co-occurring with substance use 8

disorder. 9

‘‘(c) NATIVE EDUCATION AND TRAINING CEN-10

TERS.—The Secretary shall use 10 percent of the amount 11

available under subsection (d) for each fiscal year to pro-12

vide grants authorized under this subtitle to—13

‘‘(1) tribal colleges and universities; 14

‘‘(2) Indian Health Service grant funded insti-15

tutions; and 16

‘‘(3) Native partner institutions, including insti-17

tutions of higher education with medical training 18

programs that partner with one or more Indian 19

tribes, tribal organizations, Native Hawaiian organi-20

zations, or tribal colleges and universities to train 21

Native health professionals that will provide sub-22

stance use disorder treatment services in Native 23

communities. 24
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‘‘(d) AUTHORIZATION OF APPROPRIATIONS.—There 1

is authorized to be appropriated to carry out this section—2

‘‘(1) $400,000,000 for fiscal year 2019; 3

‘‘(2) $400,000,000 for fiscal year 2020; 4

‘‘(3) $400,000,000 for fiscal year 2021; 5

‘‘(4) $400,000,000 for fiscal year 2022; 6

‘‘(5) $400,000,000 for fiscal year 2023; 7

‘‘(6) $400,000,000 for fiscal year 2024; 8

‘‘(7) $400,000,000 for fiscal year 2025; 9

‘‘(8) $400,000,000 for fiscal year 2026; 10

‘‘(9) $400,000,000 for fiscal year 2027; and 11

‘‘(10) $400,000,000 for fiscal year 2028. 12

‘‘SEC. 3433. OTHER PROVISIONS. 13

‘‘(a) MEDICATION ASSISTED TREATMENT.—The Sec-14

retary may not make a grant under this title unless the 15

applicant for the grant agrees to require all entities offer-16

ing substance use disorder treatment services under the 17

grant to offer all Federally approved forms of medication-18

assisted substance use treatment for the substance use 19

disorders for which the applicant offers treatment. 20

‘‘(b) WAIVER.—The Secretary may grant a waiver 21

with respect to any requirement of this title if the grant 22

applicant involved—23
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‘‘(1) submits to the Secretary a justification 1

containing such information as the Secretary shall 2

require; and 3

‘‘(2) agrees to require all entities offering sub-4

stance use disorder treatment services under the 5

grant—6

‘‘(A) to offer at least two Federally-ap-7

proved forms of medication-assisted treatment 8

on site; 9

‘‘(B) provide counseling to patients on the 10

benefits and risks of all forms of Federally-ap-11

proved medication-assisted treatments; and 12

‘‘(C) maintain an affiliation with a pro-13

vider that can prescribe or otherwise dispense 14

all other forms of Federally-approved medica-15

tion-assisted treatment. 16

‘‘(c) GAO STUDY.—Not later than 1 year after the 17

date of enactment of this title, the Comptroller General 18

of the United States shall submit to Congress a com-19

prehensive report describing any relationship between sub-20

stance use rates, pain management practices of the Indian 21

Health Service, and patient request denials through the 22

purchased/referred care program of the Indian Health 23

Service. 24
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‘‘SEC. 3434. STANDARDS FOR SUBSTANCE USE DISORDER 1

TREATMENT AND RECOVERY FACILITIES. 2

‘‘(a) IN GENERAL.—Not later than 3 years after the 3

date of enactment of this title, the Secretary, in consulta-4

tion with the American Society of Addiction Medicine, 5

shall promulgate model standards for the regulation of 6

substance use disorder treatment services. 7

‘‘(b) CONTENTS.—The model standards promulgated 8

under subsection (a) shall—9

‘‘(1) identify the types of providers intended to 10

be covered without regard to whether such providers 11

participate in any Federal health care program (as 12

defined in section 1128B(f) of the Social Security 13

Act (42 U.S.C. 1320a–7b(f)) and shall not include 14

a private practitioner who is already licensed by a 15

State medical licensing board and whose practice is 16

limited to outpatient care; 17

‘‘(2) require that all substance use disorder 18

treatment services be licensed by the respective 19

States for the levels of care which they provide; 20

‘‘(3) identify the professional credentials needed 21

by each type of substance use disorder treatment 22

professional; 23

‘‘(4) require that patients have access to li-24

censed substance use disorder treatment services, in-25
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cluding health care providers and physicians, for in-1

patient and outpatient care; 2

‘‘(5) identify and develop strategies for States 3

to ensure that all substance use disorder patients re-4

ceive a medical assessment, including for co-occur-5

ring mental health issues and infectious diseases; 6

‘‘(6) require States to implement a process to 7

ensure that residential treatment provider qualifica-8

tions are verified by the single State agency serving 9

as the primary regulator in the State for substance 10

use disorder treatment services (as required in para-11

graph (13)) or by an independent third party with 12

the necessary competencies to use evidence-based pa-13

tient placement assessment tools and nationally-rec-14

ognized program standards, as applicable; 15

‘‘(7) ensure that patients receiving substance 16

use disorder treatment have access directly, by refer-17

ral, or in such other manner as determined by the 18

Secretary, to all Federally-approved medication-as-19

sisted treatments for substance use disorder; 20

‘‘(8) develop standards for data reporting and 21

require compilation of Statewide reports; 22

‘‘(9) develop standards for licensed providers to 23

ensure all patients receive an outpatient treatment 24

and discharge plan; 25

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00092 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



93

‘‘(10) develop standards for the certification of 1

recovery residences that have an ongoing economic 2

relationship with any commercial substance use dis-3

order treatment service, including any relationship 4

with any such service that includes receiving or mak-5

ing referrals for substance use disorder treatment, 6

including—7

‘‘(A) application, inspection, and renewal 8

procedures for recovery residences; 9

‘‘(B) fire, safety, and health standards; 10

‘‘(C) standards for equipping residences 11

with naloxone and training residence owners, 12

operators, and employees in the administration 13

of naloxone; 14

‘‘(D) standards for recovery residence own-15

ers and operators; and 16

‘‘(E) standards to identify, disqualify from 17

grant funding, and refer to the appropriate reg-18

ulatory authority any entity engaged in the so-19

liciting or receiving of a commission, benefit, 20

bonus, rebate, kickback, or bribe, directly or in-21

directly, in cash or in kind, or engaging in any 22

split-fee arrangement, aimed at inducing the re-23

ferral of a patient to or from a substance use 24

disorder treatment service; 25
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‘‘(11) establish a toll-free telephone number to 1

handle complaints about recovery residences; 2

‘‘(12) establish and maintain on a publicly ac-3

cessible internet website a list of all recovery resi-4

dences in the State that have a certification in effect 5

in accordance with this section; 6

‘‘(13) require the designation of a single State 7

agency to serve as the primary regulator in the 8

State for substance use disorder treatment services; 9

‘‘(14) require a single State agency to imple-10

ment a process to ensure that treatment provider as-11

sessments for all substance use disorder treatment 12

services, including levels of care and length-of-stay 13

recommendations, are verified by an independent 14

third party that has the necessary competencies to 15

use evidence-based patient placement assessment 16

tools and nationally-recognized program standards, 17

as applicable; and 18

‘‘(15) consider existing barriers to substance 19

use disorder treatment and service access, including 20

capacity and infrastructure needs, as well as access 21

to culturally attuned services. 22

‘‘(c) ANNUAL ASSESSMENT.—Beginning with respect 23

to fiscal year 2021, the Secretary shall make a determina-24

tion with respect to each State on whether the State has 25
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adopted the model standards promulgated in accordance 1

with this section. 2

‘‘(d) QUALITY MEASURES.—The Secretary shall en-3

gage a non-profit, non-partisan standards development 4

and quality measurement organization to convene govern-5

ment regulators, State representatives, consumer rep-6

resentatives, substance use disorder treatment providers, 7

recovery residence owners and operators, and purchasers 8

of substance use disorder treatments exercising leadership 9

in quality-based purchasing to develop and annually revise 10

a set of health care quality measures for substance use 11

disorder treatment providers and owners and operators of 12

recovery residences. 13

‘‘SEC. 3435. NALOXONE DISTRIBUTION PROGRAM. 14

‘‘(a) ESTABLISHMENT OF PROGRAM.—15

‘‘(1) IN GENERAL.—The Secretary shall provide 16

for the purchase and delivery of Federally-approved 17

opioid overdose reversal drug products on behalf of 18

each State (or Indian tribe as defined in section 4 19

of the Indian Health Care Improvement Act) that 20

receives a grant under subtitle B. This paragraph 21

constitutes budget authority in advance of appro-22

priations Acts, and represents the obligation of the 23

Federal Government to provide for the purchase and 24

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00095 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



96

delivery to States of the opioid overdose reversal 1

drug products in accordance with this paragraph. 2

‘‘(2) SPECIAL RULES WHERE OPIOID OVERDOSE 3

REVERSAL DRUG PRODUCTS ARE UNAVAILABLE.—To 4

the extent that a sufficient quantity of opioid over-5

dose reversal drug products are not available for 6

purchase or delivery under paragraph (1), the Sec-7

retary shall provide for the purchase and delivery of 8

the available opioid overdose reversal drug products 9

in accordance with priorities established by the Sec-10

retary, with priority given to States with at least one 11

local area eligible for funding under section 3401(a). 12

‘‘(b) NEGOTIATION OF CONTRACTS WITH MANUFAC-13

TURERS.—14

‘‘(1) IN GENERAL.—For the purpose of car-15

rying out this section, the Secretary shall negotiate 16

and enter into contracts with manufacturers of 17

opioid overdose reversal drug products consistent 18

with the requirements of this subsection and, to the 19

maximum extent practicable, consolidate such con-20

tracting with any other contracting activities con-21

ducted by the Secretary to purchase opioid overdose 22

reversal drug products. The Secretary may enter 23

into such contracts under which the Federal Govern-24

ment is obligated to make outlays, the budget au-25
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thority for which is not provided for in advance in 1

appropriations Acts, for the purchase and delivery of 2

opioid overdose reversal drug products under sub-3

section (a). 4

‘‘(2) AUTHORITY TO DECLINE CONTRACTS.—5

The Secretary may decline to enter into contracts 6

under this subsection and may modify or extend 7

such contracts. 8

‘‘(3) CONTRACT PRICE.—9

‘‘(A) IN GENERAL.—The Secretary, in ne-10

gotiating the prices at which opioid overdose re-11

versal drug products will be purchased and de-12

livered from a manufacturer under this sub-13

section, shall take into account quantities of 14

opioid overdose reversal drug products to be 15

purchased by States under the option under 16

paragraph (4)(B). 17

‘‘(B) NEGOTIATION OF DISCOUNTED PRICE 18

FOR OPIOID OVERDOSE REVERSAL DRUG PROD-19

UCTS.—With respect to contracts entered into 20

for the purchase of opioid overdose reversal 21

drug products on behalf of States under this 22

subsection, the price for the purchase of such 23

drug product shall be a discounted price nego-24

tiated by the Secretary. 25
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‘‘(4) PRODUCT DOSAGE.—All opioid overdose 1

reversal products purchased under this section shall 2

contain—3

‘‘(A) for each dose, the maximum amount 4

of active pharmaceutical ingredient that acts as 5

an opioid receptor antagonist as recommended 6

by the Food and Drug Administration as an 7

initial dose when administered by one of the ap-8

proved, labeled routes of administration in 9

adults; and 10

‘‘(B) a minimum of two doses packaged to-11

gether. 12

‘‘(5) QUANTITIES AND TERMS OF DELIVERY.—13

Under contracts under this subsection—14

‘‘(A) the Secretary shall provide, consistent 15

with paragraph (6), for the purchase and deliv-16

ery on behalf of States and Indian tribes of 17

quantities of opioid overdose reversal drug 18

products; and 19

‘‘(B) each State and Indian tribe, at the 20

option of the State or tribe, shall be permitted 21

to obtain additional quantities of opioid over-22

dose reversal drug products (subject to amounts 23

specified to the Secretary by the State or tribe 24

in advance of negotiations) through purchasing 25
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the opioid overdose reversal drug products from 1

the manufacturers at the applicable price nego-2

tiated by the Secretary consistent with para-3

graph (3), if the State or tribe provides to the 4

Secretary such information (at a time and man-5

ner specified by the Secretary, including in ad-6

vance of negotiations under paragraph (1)) as 7

the Secretary determines to be necessary, to 8

provide for quantities of opioid overdose rever-9

sal drug products for the State or tribe to pur-10

chase pursuant to this subsection and to deter-11

mine annually the percentage of the opioid over-12

dose reversal drug market that is purchased 13

pursuant to this section and this subparagraph. 14

The Secretary shall enter into the initial negotia-15

tions not later than 180 days after the date of the 16

enactment of this title. 17

‘‘(6) CHARGES FOR SHIPPING AND HAN-18

DLING.—The Secretary may enter into a contract 19

referred to in paragraph (1) only if the manufac-20

turer involved agrees to submit to the Secretary 21

such reports as the Secretary determines to be ap-22

propriate to assure compliance with the contract and 23

if, with respect to a State program under this sec-24

tion that does not provide for the direct delivery of 25
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qualified opioid overdose reversal drug products, the 1

manufacturer involved agrees that the manufacturer 2

will provide for the delivery of the opioid overdose 3

reversal drug products on behalf of the State in ac-4

cordance with such program and will not impose any 5

charges for the costs of such delivery (except to the 6

extent such costs are provided for in the price estab-7

lished under paragraph (3)). 8

‘‘(7) MULTIPLE SUPPLIERS.—In the case of the 9

opioid overdose reversal drug product involved, the 10

Secretary may, as appropriate, enter into a contract 11

referred to in paragraph (1) with each manufacturer 12

of the opioid overdose reversal drug product that 13

meets the terms and conditions of the Secretary for 14

an award of such a contract (including terms and 15

conditions regarding safety and quality). With re-16

spect to multiple contracts entered into pursuant to 17

this paragraph, the Secretary may have in effect dif-18

ferent prices under each of such contracts and, with 19

respect to a purchase by States pursuant to para-20

graph (4)(B), each eligible State may choose which 21

of such contracts will be applicable to the purchase. 22

‘‘(c) USE OF OPIOID OVERDOSE REVERSAL DRUG 23

PRODUCT LIST.—Beginning not later than one year after 24

the first contract has been entered into under this section, 25
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the Secretary shall use, for the purpose of the purchase, 1

delivery, and administration of opioid overdose reversal 2

drug products under this section, the list established (and 3

periodically reviewed and, as appropriate, revised) by an 4

advisory committee, established by the Secretary and lo-5

cated within the Centers for Disease Control and Preven-6

tion, which considers the cost effectiveness of each opioid 7

overdose reversal drug product. 8

‘‘(d) STATE DISTRIBUTION OF OPIOID OVERDOSE 9

REVERSAL DRUG PRODUCTS.—States shall distribute 10

opioid overdose reversal drug products received under this 11

section to the following: 12

‘‘(1) First Responders, including—13

‘‘(A) all State, county, and local law en-14

forcement departments; 15

‘‘(B) all Tribal police departments; 16

‘‘(C) all local fire departments, including 17

career fire departments, combination fire de-18

partments, and volunteer fire departments; and 19

‘‘(D) all local emergency medical services 20

organizations, including volunteer emergency 21

medical services organizations. 22

‘‘(2) Public entities with authority to administer 23

local public health services, including all local health 24
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departments, for the purposes of making opioid over-1

dose reversal drug products available to—2

‘‘(A) public and nonprofit entities, includ-3

ing—4

‘‘(i) community-based organizations 5

that provide substance use disorder treat-6

ments or harm reduction services; 7

‘‘(ii) nonprofit entities that provide 8

substance use disorder treatments or harm 9

reduction services; and 10

‘‘(iii) faith based organizations that 11

provide substance use disorder treatments 12

or harm reduction services; and 13

‘‘(B) the general public. 14

‘‘(e) STATE REQUIREMENTS.—To be eligible to re-15

ceive opioid overdose reversal drugs under this section, 16

each State shall—17

‘‘(1) establish a program for distributing opioid 18

overdose reversal drug products to first responders 19

and entities with authority to administer local public 20

health services, including local health departments; 21

‘‘(2) beginning in the second year of the pro-22

gram, demonstrate a distribution rate of a minimum 23

of 90 percent of the opioid overdose reversal drug 24

products received under this program; and 25
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‘‘(3) certify to the Secretary that the State has 1

in place measures that enhance access to opioid 2

overdose reversal drug products, such as laws that 3

provide civil or disciplinary immunity for medical 4

personnel who prescribe an opioid overdose reversal 5

drug product, Good Samaritan Laws, Third Party 6

Prescription Laws, Collaborative Practice Agree-7

ments, and Standing Orders. 8

‘‘(f) INDIAN TRIBE REQUIREMENTS.—The Indian 9

Health Service, in consultation with Indian tribes, shall 10

determine any requirements that shall apply to Indian 11

tribes receiving opioid overdose reversal drug products 12

made available under this section. 13

‘‘(g) DEFINITIONS.—For purposes of this section: 14

‘‘(1) CAREER FIRE DEPARTMENT.—The term 15

‘career fire department’ means a fire department 16

that has an all-paid force of firefighting personnel 17

other than paid-on-call firefighters. 18

‘‘(2) COLLABORATIVE PRACTICE AGREEMENT.—19

The term ‘Collaborative Practice Agreement’ means 20

an agreement under which a pharmacist operates 21

under authority delegated by another licensed practi-22

tioner with prescribing authority. 23

‘‘(3) COMBINATION FIRE DEPARTMENT.—The 24

term ‘combination fire department’ means a fire de-25
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partment that has paid firefighting personnel and 1

volunteer firefighting personnel. 2

‘‘(4) EMERGENCY MEDICAL SERVICE.—The 3

term ‘emergency medical service’ means resources 4

used by a public or private nonprofit licensed entity 5

to deliver medical care outside of a medical facility 6

under emergency conditions that occur as a result of 7

the condition of the patient and includes services de-8

livered (either on a compensated or volunteer basis) 9

by an emergency medical services provider or other 10

provider that is licensed or certified by the State in-11

volved as an emergency medical technician, a para-12

medic, or an equivalent professional (as determined 13

by the State). 14

‘‘(5) GOOD SAMARITAN LAW.—The term ‘Good 15

Samaritan Law’ means a law that provides criminal 16

immunity for a person who administers an opioid 17

overdose reversal drug product, a person who, in 18

good faith, seeks medical assistance for someone ex-19

periencing a drug-related overdose, or a person who 20

experiences a drug-related overdose and is in need of 21

medical assistance and, in good faith, seeks such 22

medical assistance, or is the subject of such a good 23

faith request for medical assistance. 24
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‘‘(6) INDIANS.—The terms ‘Indian’, ‘Indian 1

tribe’, ‘tribal organization’, and ‘Urban Indian 2

Health Program’ have the meanings given such 3

terms in section 4 of the Indian Health Care Im-4

provement Act. 5

‘‘(7) MANUFACTURER.—The term ‘manufac-6

turer’ means any corporation, organization, or insti-7

tution, whether public or private (including Federal, 8

State, and local departments, agencies, and instru-9

mentalities), which manufactures, imports, proc-10

esses, or distributes under its label any opioid over-11

dose reversal drug product. The term ‘manufacture’ 12

means to manufacture, import, process, or distribute 13

an opioid overdose reversal drug. 14

‘‘(8) OPIOID OVERDOSE REVERSAL DRUG PROD-15

UCT.—The term ‘opioid overdose reversal drug prod-16

uct’ means a finished dosage form that has been ap-17

proved by the Food and Drug Administration and 18

that contains an active pharmaceutical ingredient 19

that acts as an opioid receptor antagonist. The term 20

‘opioid overdose reversal drug product’ includes a 21

combination product, as defined in section 3.2(e) of 22

title 21, Code of Federal Regulations. 23

‘‘(9) STANDING ORDER.—The term ‘standing 24

order’ means a non-patient-specific order covering 25
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administration of medication by others to a patient 1

who may be unknown to the prescriber at the time 2

of the order 3

‘‘(10) THIRD PARTY PRESCRIPTION.—The term 4

‘third party prescription’ means an order written for 5

medication dispensed to one person with the inten-6

tion that it will be administered to another person. 7

‘‘(11) VOLUNTEER FIRE DEPARTMENT.—The 8

term ‘volunteer fire department’ means a fire de-9

partment that has an all-volunteer force of fire-10

fighting personnel. 11

‘‘(h) AUTHORIZATION OF APPROPRIATIONS.—There 12

is authorized to be appropriated to carry out this suc-13

tion—14

‘‘(1) $500,000,000 for fiscal year 2019; 15

‘‘(2) $500,000,000 for fiscal year 2020; 16

‘‘(3) $500,000,000 for fiscal year 2021; 17

‘‘(4) $500,000,000 for fiscal year 2022; 18

‘‘(5) $500,000,000 for fiscal year 2023; 19

‘‘(6) $500,000,000 for fiscal year 2024; 20

‘‘(7) $500,000,000 for fiscal year 2025; 21

‘‘(8) $500,000,000 for fiscal year 2026; 22

‘‘(9) $500,000,000 for fiscal year 2027; and 23

‘‘(10) $500,000,000 for fiscal year 2028. 24

VerDate 0ct 09 2002 14:07 Apr 17, 2018 Jkt 000000 PO 00000 Frm 00106 Fmt 6652 Sfmt 6201 C:\USERS\ECBLOUNT\APPDATA\ROAMING\SOFTQUAD\XMETAL\7.0\GEN\C\CUMMIN~1.X
April 17, 2018 (2:07 p.m.)

G:\M\15\CUMMIN\CUMMIN_042.XML

g:\VHLC\041718\041718.211.xml           (691205|1)



107

‘‘SEC. 3436. ADDITIONAL FUNDING FOR THE NATIONAL IN-1

STITUTES OF HEALTH. 2

‘‘There is authorized to be appropriated to the Na-3

tional Institute of Health for the purpose of conducting 4

research on addiction and pain related to substance mis-5

use, including research to develop overdose reversal drug 6

products, non-addictive drug products for treating pain, 7

and drug products used to treat substance use disorder—8

‘‘(1) $1,000,000,000 for fiscal year 2019; 9

‘‘(2) $1,000,000,000 for fiscal year 2020; 10

‘‘(3) $1,000,000,000 for fiscal year 2021; 11

‘‘(4) $1,000,000,000 for fiscal year 2022; 12

‘‘(5) $1,000,000,000 for fiscal year 2023; 13

‘‘(6) $1,000,000,000 for fiscal year 2024; 14

‘‘(7) $1,000,000,000 for fiscal year 2025; 15

‘‘(8) $1,000,000,000 for fiscal year 2026; 16

‘‘(9) $1,000,000,000 for fiscal year 2027; and 17

‘‘(10) $1,000,000,000 for fiscal year 2028. 18

‘‘SEC. 3437. ADDITIONAL FUNDING FOR IMPROVED DATA 19

COLLECTION AND PREVENTION OF INFEC-20

TIOUS DISEASE TRANSMISSION. 21

‘‘(a) DATA COLLECTION.—The Centers for Disease 22

Control and Prevention shall use a portion of the funding 23

appropriated under this section to ensure that all States 24

participate in the Enhanced State Opioid Overdose Sur-25

veillance program and to provide technical assistance to 26
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medical examiners and coroners to facilitate improved 1

data collection on fatal overdoses through such program. 2

‘‘(b) CENTERS FOR DISEASE CONTROL AND PREVEN-3

TION.—The Centers for Disease Control and Prevention 4

shall use amounts appropriated under this section for the 5

purpose of improving data on drug overdose deaths and 6

non-fatal drug overdoses, surveillance related to addiction 7

and substance use disorder, and the prevention of trans-8

mission of infectious diseases related to substance use. 9

‘‘(c) TRIBAL EPIDEMIOLOGY CENTERS.—There shall 10

be made available to the Indian Health Service for the 11

purpose of funding efforts by tribal epidemiology centers 12

to improve data on drug overdose deaths and non-fatal 13

drug overdoses and surveillance related to addiction and 14

substance use disorder, not less than 1.5 percent of the 15

total amount appropriated under this section for each fis-16

cal year. 17

‘‘(d) AUTHORIZATION OF APPROPRIATIONS.—There 18

is authorized to be appropriated to carry out this section—19

‘‘(1) $400,000,000 for fiscal year 2019; 20

‘‘(2) $400,000,000 for fiscal year 2020; 21

‘‘(3) $400,000,000 for fiscal year 2021; 22

‘‘(4) $400,000,000 for fiscal year 2022; 23

‘‘(5) $400,000,000 for fiscal year 2023; 24

‘‘(6) $400,000,000 for fiscal year 2024; 25
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‘‘(7) $400,000,000 for fiscal year 2025; 1

‘‘(8) $400,000,000 for fiscal year 2026; 2

‘‘(9) $400,000,000 for fiscal year 2027; and 3

‘‘(10) $400,000,000 for fiscal year 2028. 4

‘‘SEC. 3438. DEFINITIONS. 5

‘‘In this title: 6

‘‘(1) PLANNING COUNCIL.—The term ‘planning 7

council’ means the substance use planning council 8

established under section 3402. 9

‘‘(2) RECOVERY RESIDENCE.—The term ‘recov-10

ery residence’ means a residential dwelling unit, or 11

other form of group housing, that is offered or ad-12

vertised through any means, including oral, written, 13

electronic, or printed means, by any individual or en-14

tity as a residence that provides an evidence-based, 15

peer-supported living environment for individuals un-16

dergoing any type of substance use disorder treat-17

ment or who have received any type of substance use 18

disorder treatment in the past 3 years, including 19

medication assisted treatment. 20

‘‘(3) STATE.—21

‘‘(A) IN GENERAL.—The term ‘State’ 22

means each of the 50 States, the District of Co-23

lumbia, and each of the territories. 24
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‘‘(B) TERRITORIES.—The term ‘territory’ 1

means each of American Samoa, Guam, the 2

Commonwealth of Puerto Rico, the Common-3

wealth of the Northern Mariana Islands, the 4

Virgin Islands, the Republic of the Marshall Is-5

lands, the Federated States of Micronesia, and 6

Palau. 7

‘‘(4) SUBSTANCE USE DISORDER TREAT-8

MENT.—9

‘‘(A) IN GENERAL.—The term ‘substance 10

use disorder treatment’ means an evidence-11

based, professionally directed, deliberate, and 12

planned regimen including evaluation, observa-13

tion, medical monitoring, and rehabilitative 14

services and interventions such as 15

pharmacotherapy, behavioral therapy, and indi-16

vidual and group counseling, on an inpatient or 17

outpatient basis, to help patients with substance 18

use disorder reach recovery. 19

‘‘(B) TYPES OF TREATMENT.—Substance 20

use disorder treatments shall include the fol-21

lowing: 22

‘‘(i) Clinical stabilization services, 23

which are evidence-based services provided 24

in secure, acute care facilities (which may 25
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be referred to as ‘addictions receiving fa-1

cilities’) that, at a minimum—2

‘‘(I) provide detoxification and 3

stabilization services; 4

‘‘(II) are operated 24 hours per 5

day, 7 days per week; and 6

‘‘(III) that serve individuals 7

found to be substance use impaired. 8

These can also be referred to as ‘Ad-9

dictions receiving facilities.’10

‘‘(ii) Withdrawal management and de-11

toxification, which is a service that is pro-12

vided on an inpatient or an outpatient 13

basis to assist individuals manage the 14

process of withdrawing from the physio-15

logical and psychological effects of sub-16

stance use disorder. 17

‘‘(iii) Intensive inpatient treatment, 18

which is a service that provides a planned 19

regimen of evidence-based evaluation, ob-20

servation, medical monitoring, and evi-21

dence-based rehabilitative services and 22

interventions such as pharmacotherapy, be-23

havioral therapy, and counseling, 24 hours 24
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per day, 7 days per week, in a highly 1

structured, residential environment. 2

‘‘(iv) Intensive outpatient treatment, 3

which is a service that provides a planned 4

regimen of evidence-based evaluation, ob-5

servation, medical monitoring, and evi-6

dence-based rehabilitative services and 7

interventions such as pharmacotherapy, be-8

havioral therapy, and counseling, in a 9

structured, nonresidential environment at a 10

higher level of intensity and duration than 11

outpatient treatment. 12

‘‘(v) Medication-assisted treatment, 13

which is a service that uses Federally ap-14

proved medication as authorized by Fed-15

eral and State law, in combination with 16

evidence-based medical, rehabilitative, and 17

counseling services, in the treatment of in-18

dividuals who suffer from substance use 19

disorder. 20

‘‘(vi) Outpatient treatment, which is a 21

service that provides a planned regimen of 22

evidence-based evaluation, observation, 23

medical monitoring, and evidence-based re-24

habilitative services and interventions such 25
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as pharmacotherapy, behavioral therapy, 1

and counseling in a structured, nonresiden-2

tial environment by appointment during 3

scheduled operating hours. 4

‘‘(vii) Residential recovery treatment, 5

which is a service that provides a planned 6

regimen of evidence-based evaluation, ob-7

servation, medical monitoring, and evi-8

dence-based rehabilitative services and 9

interventions such as pharmacotherapy, be-10

havioral therapy, and counseling provided 11

in a structured, live-in environment within 12

a nonhospital setting on a 24-hours-per-13

day, 7-days-per-week basis. 14

‘‘(C) LIMITATION.—Substance use disorder 15

treatment providers shall not include—16

‘‘(i) prevention only providers; and 17

‘‘(ii) a private practitioner who is li-18

censed by a State medical licensing board 19

and whose practice is limited to outpatient 20

care. 21

‘‘(5) SUBSTANCE USE DISORDER TREATMENT 22

SERVICES.—The term ‘substance use disorder treat-23

ment services’ means any prevention services, core 24

medical services, recovery and support services, early 25
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intervention and engagement services, and harm re-1

duction services authorized under this title.’’. 2

SEC. 4. AMENDMENTS TO THE CONTROLLED SUBSTANCES 3

ACT. 4

(a) CERTIFICATIONS.—Part C of the Controlled Sub-5

stances Act (21 U.S.C. 821 et seq.) is amended by adding 6

at the end the following: 7

‘‘CERTIFICATIONS RELATING TO DIVERSION CONTROLS 8

AND MISBRANDING 9

‘‘SEC. 312. (a) DEFINITIONS.—In this section—10

‘‘(1) the term ‘covered dispenser’—11

‘‘(A) means a dispenser—12

‘‘(i) that is required to register under 13

section 302(a)(2); and 14

‘‘(ii) dispenses a controlled substance 15

in schedule II; and 16

‘‘(B) does not include a dispenser that is—17

‘‘(i) registered to dispense opioid 18

agonist treatment medication under section 19

303(g)(1); and 20

‘‘(ii) operating in that capacity; 21

‘‘(2) the term ‘covered distributor’ means a dis-22

tributor—23

‘‘(A) that is required to register under sec-24

tion 302(a)(1); and 25
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‘‘(B) distributes a controlled substance in 1

schedule II; 2

‘‘(3) the term ‘covered manufacturer’ means a 3

manufacturer—4

‘‘(A) that is required to register under sec-5

tion 302(a)(1); and 6

‘‘(B) manufactures a controlled substance 7

in schedule II; 8

‘‘(4) the term ‘covered officer’, with respect to 9

a covered person means—10

‘‘(A) in the case of a covered person that 11

is not an individual—12

‘‘(i) the chief executive officer of the 13

covered person; 14

‘‘(ii) the president of the covered per-15

son; 16

‘‘(iii) the chief medical officer of the 17

covered person; and 18

‘‘(iv) the chief counsel of the covered 19

person; and 20

‘‘(B) in the case of a covered person that 21

is an individual, that individual; and 22

‘‘(5) the term ‘covered person’ means a covered 23

dispenser, a covered distributor, or a covered manu-24

facturer. 25
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‘‘(b) CERTIFICATIONS RELATING TO DIVERSION 1

CONTROLS.—Not later than 180 days after the date of 2

enactment of this section, and each year thereafter, each 3

covered officer of a covered person shall submit to the At-4

torney General, for each controlled substance in schedule 5

II dispensed, distributed, or manufactured by the covered 6

person, a certification—7

‘‘(1) signed by the covered officer; and 8

‘‘(2) certifying that—9

‘‘(A) the covered person maintains effective 10

controls against diversion of the controlled sub-11

stance into channels other than legitimate med-12

ical, scientific, research, or industrial channels; 13

‘‘(B) all information contained in any 14

record, inventory, or report required to be kept 15

or submitted to the Attorney General by the 16

covered person under section 307, or under any 17

regulation issued under that section, is accu-18

rate; and 19

‘‘(C) the covered person is in compliance 20

with all applicable requirements under Federal 21

law relating to reporting suspicious orders for 22

controlled substances. 23

‘‘(c) CERTIFICATIONS RELATING TO MIS-24

BRANDING.—Not later than 180 days after the date of en-25
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actment of this section, and each year thereafter, each cov-1

ered officer of a covered manufacturer shall submit to the 2

Attorney General, for each controlled substance in sched-3

ule II manufactured by the covered manufacturer, a cer-4

tification—5

‘‘(1) signed by the covered officer; and 6

‘‘(2) certifying that the controlled substance is 7

not misbranded, as described in section 502 of the 8

Federal Food, Drug, and Cosmetic Act (21 U.S.C. 9

352).’’. 10

(b) OFFENSES.—Part D of title II of the Controlled 11

Substances Act (21 U.S.C. 841 et seq.) is amended by 12

adding at the end the following: 13

‘‘CERTIFICATIONS BY COVERED OFFICERS 14

‘‘SEC. 424. (a) DEFINITIONS.—In this section, the 15

terms ‘covered dispenser’, ‘covered distributor’, ‘covered 16

manufacturer’, ‘covered officer’, and ‘covered person’ have 17

the meanings given those terms in section 312. 18

‘‘(b) OFFENSES.—19

‘‘(1) FAILURE TO SUBMIT CERTIFICATIONS.—20

‘‘(A) CERTIFICATIONS RELATING TO DI-21

VERSION CONTROLS.—It shall be unlawful for a 22

covered officer of a covered person to fail to 23

submit a certification required under section 24

312(b), without regard to the state of mind of 25

the covered officer. 26
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‘‘(B) CERTIFICATIONS RELATING TO MIS-1

BRANDING.—It shall be unlawful for a covered 2

officer of a covered manufacturer to fail to sub-3

mit a certification required under section 4

312(c), without regard to the state of mind of 5

the covered officer. 6

‘‘(2) SUBMISSION OF FALSE CERTIFICATIONS.—7

‘‘(A) FALSE CERTIFICATIONS RELATING TO 8

DIVERSION CONTROLS.—It shall be unlawful for 9

a covered officer of a covered person to submit 10

a certification required under section 312(b), 11

without regard to the state of mind of the cov-12

ered officer, that contains a materially false 13

statement or representation relating to the in-14

formation required to be certified under that 15

section for the year for which the certification 16

is submitted. 17

‘‘(B) FALSE CERTIFICATIONS RELATING 18

TO MISBRANDING.—It shall be unlawful for a 19

covered officer of a covered manufacturer to 20

submit a certification required under section 21

312(c), without regard to the state of mind of 22

the covered officer, that contains a materially 23

false statement or representation relating to the 24

misbranding of a controlled substance with re-25
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spect to the year for which the certification is 1

submitted. 2

‘‘(c) PENALTIES.—3

‘‘(1) CIVIL PENALTIES.—Except as provided in 4

paragraph (2), a covered officer who violates sub-5

section (b) shall be subject to a civil penalty of not 6

more than $25,000. 7

‘‘(2) CRIMINAL PENALTIES.—A covered officer 8

who knowingly violates subsection (b)(2) shall be 9

subject to criminal penalties under section 403(d). 10

‘‘(d) COMPREHENSIVE ADDICTION RESOURCES 11

FUND.—12

‘‘(1) ESTABLISHMENT.—There is established in 13

the Treasury a fund to be known as the ‘Com-14

prehensive Addiction Resources Fund’. 15

‘‘(2) TRANSFER OF AMOUNTS.—There shall be 16

transferred to the Comprehensive Addiction Re-17

sources Fund 100 percent of—18

‘‘(A) any civil penalty paid to the United 19

States under this section; and 20

‘‘(B) any fine paid to the United States 21

under section 403(d) for a knowing violation of 22

subsection (b)(2) of this section. 23
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‘‘(3) AVAILABILITY AND USE OF FUNDS.—1

Amounts transferred to the Comprehensive Addic-2

tion Fund under paragraph (2) shall—3

‘‘(A) remain available until expended; and 4

‘‘(B) be made available to supplement 5

amounts appropriated to carry out title XXXIV 6

of the Public Health Service Act.’’. 7

(c) CRIMINAL PENALTIES.—Section 403 of the Con-8

trolled Substances Act (21 U.S.C. 843) is amended—9

(1) in subsection (d)(1)—10

(A) by inserting ‘‘or knowingly violates sec-11

tion 424(b)(2)’’ after ‘‘any person who violates 12

this section’’; and 13

(B) by striking ‘‘violation of this section’’ 14

and inserting ‘‘such a violation’’; and 15

(2) in subsection (f)—16

(A) in paragraph (1), by striking ‘‘or 416’’ 17

and inserting ‘‘or section 416, or knowing viola-18

tions of section 424(b)(2)’’; and 19

(B) in paragraph (3), by inserting ‘‘or 20

knowing violations of section 424(b)(2)’’ before 21

the period at the end. 22

(d) TECHNICAL AND CONFORMING AMENDMENTS.—23

The table of contents for the Comprehensive Drug Abuse 24
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Prevention and Control Act of 1970 (Public Law 91-513; 1

84 Stat. 1236) is amended—2

(1) by inserting after the item relating to sec-3

tion 311 the following:4

‘‘Sec. 312. Certifications relating to diversion controls and misbranding.’’; and

(2) by inserting after the item relating to sec-5

tion 423 the following:6

‘‘Sec. 424. Certifications by covered officers.’’.

(e) EFFECTIVE DATE.—The amendments made by 7

subsections (b) and (c) of this section shall take effect on 8

the date that is 180 days after the date of enactment of 9

this Act.10
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Washington, DC - Senator Elizabeth Warren (D-Mass.) and Representative

Elijah E. Cummings (D-Md.), Chairman of the House Committee on Oversight

and Reform, today led over 95 of their colleagues in the Senate and House in

reintroducing the Comprehensive Addiction Resources Emergency (CARE)

Act, the most ambitious legislation ever introduced in Congress to confront

the opioid and substance use epidemic. Endorsed by over 200 organizations,

Senator Warren and Representative Cummings’ CARE Act would provide

state and local governments with $100 billion in federal funding over ten

years, including more than $800 million per year directly to tribal

governments and organizations.

The legislation is cosponsored by U.S. Senators Edward J. Markey (D-Mass.),

Tammy Baldwin (D-Wisc.), Richard Blumenthal (D-Conn.), Cory Booker (D-N.J.),

Kamala Harris (D-Calif.), Tom Udall (D-N.M.), Bernie Sanders (I-Vt.), and Chris

Van Hollen (D-Md.), and over 85 members of the House of Representatives.

Originally introduced last year, the updated CARE Act of 2019 includes new

provisions to strengthen standards for services and recovery residences

and establish a new grant program that would help workers who are at

risk of, or struggling with, addiction to maintain or find employment while in

treatment and recovery. The bill would also incentivize states to cover the full

range of addiction services in state Medicaid programs.

“The opioid and addiction crisis touches all communities, regardless

of geography, income, or racial makeup,” said Senator Warren. “The federal

government has waited far too long to address this crisis. It’s long past time to

enact comprehensive legislation to make sure everyone who needs

treatment for a substance use disorder is able to get it.”
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“Families across this nation—in red states, blue states, and purple states, in

big cities, suburbs, and rural areas—are struggling with the devastating

consequences of this generational crisis that claims 190 lives every single

day,” said Chairman Cummings. “I am proud to introduce the CARE Act with

Senator Warren to finally get to the heart of this problem by providing stable

and sustained funding for states and local communities to expand access to

evidence-based treatment.”

“I’ve met with local health officials, law enforcement and those who have lost

loved ones throughout Wisconsin, and it’s clear Washington must do more to

be a strong partner in supporting local prevention, treatment and recovery

efforts,” said Senator Baldwin. “We need a bold, long term commitment to

addressing this public health crisis by providing local communities the tools

they need to save lives.”

“Families and communities on the frontlines of the opioid epidemic in

Connecticut all tell me the same thing: We cannot win this battle without

substantial and sustained resources from the federal government. The CARE

Act answers that call by providing states with the significant funds needed to

treat and prevent substance use disorder. It is past time for the federal

government to act boldly and put its money where its mouth is to confront

this deadly public health crisis,” said Senator Blumenthal.

“We need to treat the opioid epidemic as the national health crisis that it is.

And that means we need more, not less, funding for treatment, recovery,

prevention, and research. This bill will provide struggling communities across

the country with the money they need to help their residents affected by this

epidemic," said Senator Sanders.
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“For too long, the opioid epidemic has left its mark on too many communities

– and New Mexico and Indian Country have been among the hardest

hit,” said Senator Udall. “We urgently need strong, sustained funding for

evidence-based treatment and recovery services that will help individuals get

on the road to recovery, especially in rural and Native communities that have

been devastated by the opioid crisis. This vital legislation will funnel critical

resources on the scale we really need to the frontline communities battling

this deadly public health crisis, and enable them to confront it head on. As a

senior member of the Appropriations Committee, I’ll keep fighting for the

resources our communities need to combat this epidemic and connect

people with the help they need.”

“Opioid addiction has wreaked havoc in Maryland and across the country,

leaving no community unscathed. To fully combat this epidemic, we must

devote more resources where they’re needed. From increasing funding that

goes directly to the communities hit the hardest, to expanding research and

training—this legislation would improve our response to the crisis

dramatically. I urge my colleagues to pass it immediately,” said Senator Van

Hollen.

Life expectancy in the United States has now dropped three years in a

row—and drug overdoses are the single biggest contributor. In 2017, more

than 70,000 Americans died from drug overdoses—the highest rate of drug

overdose deaths in the United States.  Opioid-related overdoses accounted

for  47,600—or 68%—of these deaths. Yet, only about 10% of those in need of

specialty treatment for substance use disorders are able to access it. 

This is not the first time we have faced a public health crisis of this scale. 

During the 1980s and 1990s, deaths from HIV/AIDS grew rapidly, and the

country’s medical system was ill-equipped to provide effective, evidence-
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based care. In 1990, Congress passed the bipartisan Ryan White

Comprehensive AIDS Resources Emergency Act (Ryan White Act) to provide

funding to help state and local governments, and community-based

organizations, combat this epidemic.  

The CARE Act is modeled directly on the Ryan White Act, supporting local

decision-making and programs to expand access to evidence-based

treatments and recovery support services. The CARE Act also recognizes the

need for expanded mental health supports, early intervention, and harm

reduction tactics.  Finally, this legislation would make it easier to hold

corporate executives at pharmaceutical companies accountable for actions

that fuel the opioid crisis.

The CARE Act would provide $100 billion over ten years to fight this crisis,

including:

•· $4 billion per year to states, territories, and tribal

governments, including $2 billion to states with the highest levels of

overdoses, $1.6 billion through competitive grants, and $400 million for

tribal grants;

•· $2.7 billion per year to the hardest hit counties and cities, including

$1.43 billion to counties and cities with the highest levels of overdoses,

$1 billion through competitive grants, and $270 million for tribal grants;  

•· $1.7 billion per year for public health surveillance, biomedical

research, and improved training for health professionals, including

$700 million for the National Institutes of Health, $500 million for the

Centers for Disease Control and Prevention and regional tribal

epidemiology centers, and $500 million to train and provide technical

assistance to professionals treating substance use disorders;

•· $1.1 billion per year to support expanded and innovative service

delivery, including $500 million for public and nonprofit entities, $500

million for projects of national significance that provide treatment,
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recovery, and harm reduction services, $50 million to help workers

with, or at risk for, substance use disorders maintain and gain

employment, and $50 million to expand treatment provider capacity;

and

•· $500 million per year to expand access to overdose reversal drugs

(Naloxone) and provide this life-saving medicine to states for

distribution to first responders, public health departments, and the

public.

The cost of inaction is staggering.  President Trump’s Council of Economic

Advisers estimates that the opioid crisis cost the nation more than $500

billion in 2015 alone. In addition, a new study in the journal Medical

Care estimates that the federal government lost $26 billion in tax revenue

between 2000 and 2016 due to the opioid crisis.  

Under the CARE Act of 2019, Massachusetts would receive an

estimated $120.1 million annually over ten years, with $56.6

million allocated to the state government and $63.5 million distributed among

the counties. Click here to learn more about how funding would be allocated

to each state.

The legislation has been endorsed by over 200 national, local, and tribal

organizations. You can view the full list here.

“Modeled directly on the Ryan White Act, the CARE Act of 2019 would

provide $100 billion in federal funding over the next ten years to states, local

governments, and other organizations and institutions to support federal

research and programs to prevent drug use while expanding access to

prevention, harm reduction, addiction treatment, mental health services, and

recovery support services. This level of authorized funding is critical in order
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to build comprehensive systems that are both effective and

sustainable,” wrote members of the Coalition to Stop Opioid

Overdose. Read the full letter, signed by 146 organizations, here.

“The CARE Act would provide critical resources needed now and over the

next decade to strengthen our addiction treatment infrastructure and expand

access to treatments proven to save lives. ASAM applauds Senator Warren

and Representative Cummings for recognizing addiction as the national

public health emergency that it is, and for taking bold steps to help ensure

current and future generations of Americans receive the addiction treatment

they need and deserve,” said Paul Earley, MD, DFASAM, President of the

American Society of Addiction Medicine (ASAM).

“On behalf of the AFL-CIO, I write in strong support of the Comprehensive

Addiction Resources Emergency (CARE) Act which you have introduced…This

bill constitutes a comprehensive public health response the opioid crisis. It

provides urgently-needed resources to fill our nation’s yawning gaps in

treatment and prevention services, and it recognizes the importance of

engaging workers in the workplace to prevent opioid misuse or to help them

secure employment when recovering from opioid use disorder (OUD),” wrote

William Samuel, Director of Government Affairs at the AFL-CIO. Read the

full letter of support here.

“This legislation, through policy and funding, is a major step forward in

addressing the opioid epidemic.  The bill would authorize $100 billion over 10

years, a substantial increase and in keeping with the enormity of the

epidemic.  At the patient level, the bill would help remove a common obstacle

that makes it difficult to receive treatment for an opioid use disorder.  The bill

would do this by giving preference to states that have prohibited prior

authorization and step therapy for medication-assisted treatment (MAT)
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drugs, the gold standard for treating opioid use disorder.  About 90 percent

of those needing addiction treatment are unable to get it, and prior

authorization and step therapy are partly responsible. We commend Rep.

Cummings and Sen. Warren for offering a timely federal response to the

opioid epidemic that will immediately benefit patients,” said Patrice A. Harris,

M.D., American Medical Association President-Elect and chair of the AMA

Opioid Task Force

“North America’s Building Trades Unions applaud the introduction of the

CARE Act by Senator Elizabeth Warren and Representative Elijah Cummings.

Our nation’s opioid epidemic has caused tragedy in almost every community

across the country, and this legislation is an important step forward to

mobilize critical infrastructure and resources to effectively address the crisis. 

Importantly, this bill will accelerate innovation among especially hard hit

industries like ours in collaborative efforts to prevent the development of

substance use disorder and help identify treatment resources for workers and

their families impacted by these disorders,” said Sean McGarvey, President

of North America’s Building Trades Union (NABTU).

“The opioid crisis in our country has reached epidemic levels. Registered

nurses are on the frontlines of caring for patients with opioid addiction and

other substance use disorders. In order to adequately address this crisis, it is

necessary for the federal government to provide adequate financial

resources for the dramatic scale-up of prevention, treatment, and recovery

services and programs in communities across the country. This is why

National Nurses United is proud to endorse the Comprehensive Addiction

Resources Act.  We applaud Senator Warren and Congressman Cummings

for taking the bold leadership we need to combat this public health crisis, and

Page 8 of 15Warren, Cummings, and More than 95 Colleagues in Senate and House Reintroduce Com...

5/13/2019https://www.warren.senate.gov/newsroom/press-releases/warren-cummings-and-more-than...



we urge every Member of Congress to stand with nurses and our patients,

and pass this legislation,” said Deborah Burger, R.N., President of National

Nurses United.?

“AIDS United urges Congress to pass this critical legislation. We are pleased

that the bill’s authors modelled this new legislation directly on the highly

successful, landmark Ryan White HIV/AIDS Program, which has provided

access to high quality care to people living with HIV for three decades. Like

the Ryan White HIV/AIDS Program before it, the CARE Act of 2019 recognizes

the severity and urgency of the public health crisis it seeks to address,” said

Jesse Milan, Jr., President and CEO of AIDS United.

“AIDS United strongly endorses the CARE Act of 2019 for, among other

things, its recognition and inclusion of community-based harm reduction

programs as a core component of our nation’s collective response to the

opioid crisis. Such recognition is long overdue and is essential if we are to

successfully tackle the monumental challenges we face in this current

crisis,” added William McColl, Vice President for Policy and Advocacy of

AIDS United.

“The Drug Policy Alliance strongly endorses the CARE Act of 2019, a

groundbreaking bill urgently needed now to end our nation’s overdose crisis.

This legislation presents a bold federal plan of action to address this national

emergency of overdose deaths by prioritizing the public health needs of local

communities, including long-term investments in effective treatment, harm

reduction and supportive services. We applaud Senator Warren and

Representative Cummings for their thoughtful leadership in authoring the

CARE Act, a bill inspired by the successes of the Ryan White CARE model in

mitigating the HIV/AIDS crisis, and we look forward to working with the

sponsors to highlight the many ways that the CARE Act would help
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communities save lives and close enormous gaps in treatment, harm

reduction and other critical infrastructure essential to ending this crisis,” said

Grant Smith, Deputy Director of National Affairs, Drug Policy Alliance. Read

the full letter of support here.

“We must commit to building an addiction workforce capable of responding

to the clear demand in our communities for expanded prevention, treatment,

and recovery services due to the ever increasing rise of addictive disorders.

As the national professional association representing the interests of

addiction counselors, educators, and addiction-focused health professionals,

NAADAC proudly supports the CARE Act and its bold commitment to

addressing substance use disorders for the individuals, families and

communities that are so severely affected,” said Cynthia Moreno Tuohy,

BSW, NCAC II, CDC III, SAP; Executive Director NAADAC, the Association

for Addiction Professionals.

“The proposed CARE act will provide critical and ongoing resources for

medication treatment for opioid use disorder, naloxone rescue treatment, and

much needed research on opioid use disorders.  The funding for treatment in

this legislation will enhance opportunities for first responders to gain access

to naloxone to reverse opioid overdose.  This funding for treatment will

enable more people with opioid use disorder to be treated with evidence-

based medications to reduce opioid overdoses and all-cause mortality,” said

Shelly F Greenfield, MD, MPH, President, American Academy of Addiction

Psychiatry.

“Families USA is pleased to support Senator Warren’s and Representative

Cummings’s legislation, the Comprehensive Addiction Resources Emergency

(CARE) Act of 2019. Substance Use Disorder (SUD) is perhaps the most

significant public health emergency facing the United State since the first
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wave of the AIDS epidemic in the 1980s and 1990s. Modeled on the highly

successful Ryan White Act, this bill would provide critical funding to state,

local, and tribal governments and nonprofits for substance use disorder

treatment and services. Additionally, Families USA strongly believes that the

Medicaid program is critical in providing comprehensive health care coverage

for many affected by SUD. The CARE Act appropriately relies on Medicaid as

a primary source of coverage and requires that available grants not displace

current sources of coverage, meaning that grants would be available only to

patients who lack coverage for SUD treatment from another source,” said

Shawn Gremminger, Senior Director of Federal Relations, Families USA.

“The CARE Act of 2019 provides a compelling vision, framework, and level of

investment necessary to reverse the course of the overdose epidemic and

promote the safety and welfare of people most at risk of overdose…The

CARE Act of 2019 represents a vital and strategic response to the challenges

of our communities, and Harm Reduction Coalition looks forward to working

with your offices, Congress, and our communities to advance this

legislation,” said Daniel Raymond, Deputy Director of Planning and Policy

at the Harm Reduction Coalition. Read the full letter of support here.

“The AIDS Institute, a national non-profit organization dedicated to supporting

and protecting health care access for people living with HIV/AIDS, viral

hepatitis, and other chronic and serious health conditions is pleased to offer

its strong support of the Comprehensive Addiction Resources Emergency

(CARE) Act. This bill would provide much needed resources to state, local,

and tribal governments working to improve the nation’s response to the

growing opioid crisis,” wrote Franklin Hood, Senior Policy Associate at the

AIDS Institute. Read the full letter of support here.
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“As an anti-poverty organization, CLASP is committed to ensuring that low-

income people and communities of color are included in any proposed

legislation that addresses the opioid epidemic…CLASP is proud to endorse

the CARE Act and supports its passage through Congress,” wrote Nia West-

Bey and Isha Weerasinghe, Senior Policy Analysts at Center for Law and

Social Policy. Read the full letter of support here.

“The National Indian Health Board applauds the efforts of the CARE Act to

respect the federal trust responsibility and recognize the urgent need for

relief from substance and opioid misuse and overdose in Indian Country. We

stand ready to work with you as the legislation moves through Congress.

Thank you for your continued dedication to meeting the health needs of

Indian Country,”wrote Victoria Kitcheyan, Chairperson of the National

Indian Health Board. Read the full letter of support here.

“In response to Tribal concerns and priorities, the CARE Act of 2019 would

ensure Tribal Nations, like other units of government, are well-equipped to

combat the opioid epidemic and other substance use disorders in our

communities…This level of funding and its method of delivery are reflective of

a strong commitment to recognizing our governmental status and the unique

relationship between the federal government and Tribal Nations,” wrote Kirk

Francis and Kitcki A. Carroll, President and Executive Director of the

United South and Eastern Tribes Sovereignty Protection Fund. Read the full

letter of support here.

“The opioid crisis has created the century’s most devastating emergency in a

growing and disproportionate substance abuse problem affecting American

Indian and Alaska Native (AI/AN) communities…The National Council of Urban

Indian Health (NCUIH) appreciates that the CARE Act has detailed specific

language that ensures urban Indian organizations are listed as an eligible
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entity in this important legislative act,” wrote Maureen Rosette, President of

the National Council of Urban Indian Health. Read the full letter of

support here.

“The opioid epidemic poses one of the most significant public health threats

in recent history and has devastated our American Indian and Alaska Native

(AI/AN) communities. Addressing the opioid epidemic is a nationwide priority;

however, access to critical opioid prevention and treatment dollars are not

reaching any of the AI/AN communities that are in serious need of these

funds…The CARE Act addresses this problem by providing urgently needed

support to tribes throughout the country that have been disproportionately

affected by the opioid epidemic,” wrote Esther Lucero and Aren Sparck,

Chief Executive Officer and Government Affairs Officer of Seattle Indian

Health Board. Read the full letter of support here.

“On behalf of Native American LifeLines, a Title V Urban Indian Health

Program serving American Indian and Alaska Native (AI/AN) communities in

Baltimore and Boston, we write to express strong support for your legislation,

the Comprehensive Addiction Resources Emergency (CARE) Act...We are

gratified that the CARE Act intentionally addresses shortfalls that often leave

tribal and Urban Indian communities behind,” wrote Kerry Hawk Lessard and

Kiros A.B. Auld, Executive Director and President of the Board of Directors

of Native American LifeLines. Read the full letter of support here.

“Mahalo to Senator Warren and Congressman Cummings for being steadfast

and inclusive leaders in the fight against the opioid epidemic.  We appreciate

the incorporation of Native Hawaiian-specific provisions as it ensures the

community has a voice and access as it works to improve their overall health

and well-being,” said Dr. Sheri Ann Daniels, Executive Director of Papa Ola

Lokahi.
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“ABH applauds Senator Warren for introducing the CARE Act of 2019 and

championing the fight against the opioid crisis in Massachusetts and across

the country. This is a massive public health undertaking that requires energy

and resources over a long term. Senator Warren has been there from the

start, bringing fresh ideas and doing the hard work that is beginning to make

a difference as we confront the opioid crisis on all fronts,” said Vic DiGravio,

President/CEO, Association for Behavioral Healthcare. Read the full letter of

support here.

“The physician, resident and medical student members of the Massachusetts

Medical Society thank Sen. Warren for her leadership in recognizing that

additional funding and support is needed to help our patients who face a

chronic struggle with opioid misuse and substance use disorder. As

physicians, we endorse evidence-based measures for prevention and

treatment of opioid misuse and substance use disorder. On a daily basis, we

have a first-hand view of the pressing needs for additional research,

expansion of access to care and for the bolstering of the dangerously shallow

pool of health care professionals trained to appropriately screen for, prevent

and treat this chronic disorder as we would other crises threatening our

patients’ health. Sen. Warren’s CARE Act considers patients, communities and

populations most affected by and most at-risk to be harmed by the opioid

epidemic, and, as importantly, it considers the future. The passage of the

CARE Act would provide a decade’s worth of funding – to increase research

into treatment, expand access to care and provide training and depth to the

corps of health care professionals dedicated to reducing harm and saving

lives. The proposed resources would be a comprehensive investment in long-

term solutions that are necessary to mitigate the effects of this chronic illness

and reduce harm for future generations of patients,” said Massachusetts

Medical Society president Dr. Maryanne C. Bombaugh.

Page 14 of 15Warren, Cummings, and More than 95 Colleagues in Senate and House Reintroduce C...

5/13/2019https://www.warren.senate.gov/newsroom/press-releases/warren-cummings-and-more-than...



“The Comprehensive Addiction Resources Emergency (CARE) Act sponsored

by Senator Warren and Congressman Cummings offers a concrete and

panoptic strategy for tackling the opioid crisis. The CARE Act not only

provides resources for preventing and treating substance use disorder and

overdose, it puts them where they are most needed – in our hardest hit

communities. Massachusetts community health centers, which serve more

than one million state residents, work on the frontlines of this public health

epidemic every day. These long-term investments will help us expand critical

treatment, predict and prevent patient risk for addiction, and better support

individuals in their ongoing recovery,” said James W. Hunt, Jr., President

and CEO of the Massachusetts League of Community Health Centers.

###
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Compliance Professionals

Preamble
Health care compliance programs are ultimately judged 
by how they affect, directly or indirectly, the delivery of 
health care to the patients, residents and clients served by 
the healthcare industry and, thus, by how they contribute 
to the well-being of the communities we serve. Those 
served by the healthcare industry are particularly vulner-
able, and therefore health care compliance professionals 
(HCCPs) understand that the services we provide require 
the highest standards of professionalism, integrity and 
competence. The following Code of Ethics expresses the 
profession’s recognition of its responsibilities to the general 
public, to employers and clients, and to the legacy of the 
profession.

The Code of Ethics consists of two kinds of standards: 
Principles and Rules of Conduct. The principles are broad 
standards of an aspirational and inspirational nature, and 
as such express ideals of exemplary professional conduct. 
The rules of conduct are specific standards that prescribe 
the minimum level of conduct expected of each HCCP. 
Compliance with the code is a function both of the indi-
vidual professional and of the professional community. 
It depends primarily on the HCCP’s own understanding 
and voluntary actions, and secondarily on reinforcement 
by peers and the general public. 

A Commentary is provided for some rules of conduct, 
which is intended to clarify or elaborate the meaning 
and application of the rule. The following conventions 
are used throughout the code: “Employing organiza-
tion” includes the employing organization and clients;  
“Law” or “laws” includes all federal, state and local laws 
and regulations, court orders and consent agreements, 
and all foreign laws and regulations that are consistent 
with those of the United States; Misconduct” includes 
both illegal acts and unethical conduct; and “Highest 
governing body” of the employing organization refers to 
the highest policy and decision-making authority in an 
organization, such as the board of directors or trustees of 
an organization.

Principle I

Obligations to the Public

Healthcare compliance professionals should 
embrace the spirit and the letter of the law 
governing their employing organization’s 
conduct and exemplify the highest ethical 
standards in their conduct in order to 
contribute to the public good.

R1.1 HCCPs shall not aid, abet or participate 
in misconduct.

R1.2 HCCPs shall take such steps as are neces-
sary to prevent misconduct by

their employing organizations.

R1.3 HCCPs shall exercise sound judgement in 
cooperating with all official and

legitimate government investigations of or inquiries 
concerning their employing organization.

Commentary: While the role of the HCCP in a gov-
ernment investigation may vary, the HCCP shall never 
obstruct or lie in an investigation

R1.4 If, in the course of their work, HCCPs 
become aware of any decision bytheir em-
ploying organization which, if implemented, 
would constitute misconduct, adversely affect 
the health of patients, residents or clients, or 
defraud the system, the professional shall: (a) 
refuse to consent to the decision; (b) escalate to 
the highest governing authority, as appropriate; 
(c) if serious issues remain unresolved after 
exercising “a” and “b”, consider resignation; and 
(d) report the decision to public officials when 
required by law.

Commentary: The duty of a compliance professional 
goes beyond other professionals in an organizational 
context, inasmuch as his/her duty to the public includes 
prevention of organizational misconduct. The compliance 
professional should exhaust all internal means available 
to deter his/her employing organization, its employees 
and agents from engaging in misconduct. HCCPs should 
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consider resignation only as a last resort, since compliance 
professionals may be the only remaining barrier to mis-
conduct. In the event that resignation becomes necessary, 
however, the duty to the public takes priority over any 
duty of confidentiality to the employing organization. A 
letter of resignation should set forth to senior manage-
ment and the highest governing body of the employing 
organization the precise conditions that necessitate his/her 
action. In complex organizations, the highest governing 
body may be the highest governing body of a parent 
corporation.

The steps of resignation and government notification are 
typically only appropriate if: (1) the compliance officer has 
detected a course of action that is a certain, serious, and 
material violation of the law; (2) the health care compli-
ance professional has made the most energetic of efforts 
internally to surface and resolve the matter; and (3) the 
management of the organization, including at the highest 
levels, declines to take any remedial action and does so in 
apparent recognition that the course of action which the 
compliance officer seeks to correct is in violation of the 
law.

Principle II

Obligations to the Employing 
Organization

Health care compliance professionals should 
serve their employing organizations with the 
highest sense of integrity, exercise unprejudiced 
and unbiased judgment on their behalf, and 
promote effective compliance programs.

R2.1 HCCPs shall serve their employing orga-
nizations in a timely, competent and profession-
al manner.

Commentary: HCCPs are not expected to be experts 
in every field of knowledge that may contribute to 
an effective compliance practice in the healthcare 
industry. HCCPs venturing into areas that require 
additional expertise shall obtain that expertise by 
additional education, training or through the retention 
of others with such expertise. HCCPs shall also have 
current and general knowledge of all relevant fields 
of knowledge that reasonably might be expected of a 
health care compliance professional, and shall takes 
steps to ensure that they remain current by pursuing 
opportunities for continuing education and profes-
sional development.

R2.2 HCCPs shall ensure to the best of their 
abilities that employing organizations comply 
with all relevant laws. 

Commentary: While HCCPs should exercise a leader-
ship role in compliance assurance, all employees have 
the responsibility to ensure compliance.

R2.3 HCCPs shall investigate with appropriate 
due diligence all issues, information, reports 
and/or conduct that relate to actual or suspected 
misconduct, whether past, current or prospec-
tive.

R2.4 HCCPs shall keep senior management 
and the highest governing body informed of the 
status of the compliance program, both as to the 
implementation of the program, and about areas 
of compliance risk.

Commentary: The HCCP’s ethical duty under this 
rule complements the duty of senior management 
and the highest governing body to assure themselves 
“that information and reporting systems exist in the 
organization that are reasonably designed to provide 
to senior management and to the board itself timely, 
accurate information sufficient to allow manage-
ment and the board, each within its scope, to reach 
informed judgments concerning both the corporation’s 
compliance with law and its business performance.” 
In re Caremark International Inc., Derivative 
Litigation,1996 WL 549894, at 8 (Del. Ch. Sept. 25, 
1996).

R2.5 HCCPs shall not aid or abet retaliation 
against any employee who reports actual, po-
tential or suspected misconduct, and they shall 
strive to implement procedures that ensure the 
protection from retaliation of any employee who 
reports actual, potential or suspected miscon-
duct.

Commentary: HCCPs should preserve to the best of 
their ability, consistent with other duties imposed on 
them by this Code of Ethics, the anonymity of report-
ing employees, if such employees request anonymity. 
Further, they shall conduct the investigation of any 
actual, potential or suspected misconduct with utmost 
discretion, being careful to protect the reputations and 
identities of those being investigated.
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R2.6 HCCPs shall not reveal confidential infor-
mation obtained in the course of their profes-
sional activities, recognizing that under certain 
circumstances confidentiality must yield to oth-
er values or concerns, e.g., to stop an act which 
creates appreciable risk to health and safety, or 
to reveal a confidence when necessary to comply 
with a subpoena or other legal process.

Commentary: It is not necessary to reveal confidential 
information to comply with a subpoena or legal pro-
cess if the communications are protected by a legally 
recognized privilege (eg attorney client privilege).

R2.7 HCCPs shall take care to avoid any ac-
tual, potential or perceived conflict of interest; 
to disclose them when they cannot be avoided; 
and to remove them where possible. Conflicts 
of interest can also create divided loyalties. 
HCCPs shall not permit loyalty to individuals 
in the employing organization with whom they 
have developed a professional or a personal 
relationship to interfere with or supersede the 
duty of loyalty to the employing organization 
and/or the superior responsibility of upholding 
the law, ethical business conduct and this Code 
of Ethics.

Commentary: If HCCPs have any business associ-
ation, direct or indirect financial interest, or other 
interest which could be substantial enough to influence 
their judgment in connection with their performance 
as a professional, the HCCPs shall fully disclose to 
their employing organizations the nature of the busi-
ness association, financial interest, or other interest. If a 
report, investigation or inquiry into misconduct relates 
directly or indirectly to activity in which the HCCP 
was involved in any manner, the HCCP must disclose 
in writing the precise nature of that involvement to 
the senior management of the employing organiza-
tion before responding to a report or beginning an 
investigation or inquiry into such matter. Despite this 
requirement, such involvement in a matter subject to 
a report, investigation or inquiry will not necessarily 
prejudice the HCCP’s ability to fulfill his/her responsi-
bilities in that regard.

R2.8 HCCPs shall not mislead employing orga-
nizations about the results that can be achieved 
through the use of their services.

Principle III

Obligations to the Profession

Compliance professionals should strive, 
through their actions, to uphold the integrity 
and dignity of the profession, to advance the 
effectiveness of compliance programs and 
to promote professionalism in health care 
compliance.

R3.1 HCCPs shall pursue their professional ac-
tivities, including investigations of misconduct, 
with honesty, fairness and diligence.

Commentary: HCCPs shall not agree to unreason-
able limits that would interfere with their professional 
ethical and legal responsibilities. Reasonable limits 
include those that are imposed by the employing orga-
nization’s resources. If management of the employing 
organization requests an investigation but limits access 
to relevant information, HCCPs shall decline the 
assignment and provide an explanation to the highest 
governing authority of the employing organization. 
The compliance professional should with diligence 
strive to promote the most effective means to achieve 
compliance.

R3.2 Consistent with paragraph R2.6, HCCPs 
shall not disclose without consent confidential 
information about the business affairs or techni-
cal processes of any present or former employ-
ing organization that would erode trust in the 
profession or impair the ability of compliance 
professionals to obtain such information from 
others in the future.

Commentary: Compliance professionals need free 
access to information to function effectively, as well as 
the ability to communicate openly with any employee 
or agent of an employing organization. Open com-
munication depends upon trust. Misuse and abuse of 
the work product of compliance professionals poses 
the greatest threat to compliance programs. When 
adversaries in litigation use an organization’s own 
self-policing work against it, this can undermine the 
credibility of compliance professionals. HCCPs are 
encouraged to work with legal counsel to protect confi-
dentiality and to minimize litigation risks.

R3.3 HCCPs shall not make misleading, 
deceptive or false statements or claims about 
their professional qualifications, experience or 
performance.



CHPC Candidate Handbook: Code of Ethics for Health Care Compliance Professionals 

compliancecertification.org 31

R3.4 HCCPs shall not attempt to damage, 
maliciously or falsely, directly or indirectly, the 
professional reputation, prospects, practice or 
employment opportunities of other compliance 
professionals.

R3.5 HCCPs shall maintain their competence 
with respect to developments within the pro-
fession, including knowledge of and familiarity 
with current theories, industry practices, and 
laws.

Commentary: HCCPs shall pursue a reasonable and 
appropriate course of continuing education, including 
but not limited to review of relevant professional and 
healthcare industry journals and publications, commu-
nication with professional colleagues and participation 
in open professional dialogues and exchanges through 
attendance at conferences and membership in profes-
sional associations.

Health Care Compliance 
Association’s Code of Ethics 
Development Committee (Adopted 
in 1999) 

 · Jan Heller, PhD

 · Mark Meaney, PhD, CCEP

 · Joseph E. Murphy, JD, CCEP, CCEP-I

 · Jeffrey Oak, PhD

For copies of the Code of Ethics for Health 
Care Compliance Professionals, please visit 
http://bit.ly/hcca-code-of-ethics.
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1. Is the program well-designed?
2. Is the program effectively implemented,

with earnest and good faith?
3. Does the compliance program actually

work in practice?
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DOJ Sheds New Light On Corporate Compliance
Evaluation
By Alison Noon

Law360 (May 1, 2019, 10:04 PM EDT) -- The U.S. Department of Justice has explained with the
greatest detail yet how federal prosecutors evaluate corporate efforts to comply with the law, offering
crucial insight for compliance professionals and reaffirming the significance prosecutors assign
compliance departments.

  
An 18-page guidance document released
late Tuesday spelled out how prosecutors
examine compliance programs when
deciding whether to monitor, fine or file
criminal charges against a company. But
the rubric also informs businesses that
aren’t in the DOJ’s crosshairs.

  
Longtime compliance professionals
regarded it as the most comprehensive
guidance document the government has
published regarding corporate
compliance programs since ingraining
them in criminal sentencing guidelines
three decades ago.

  
It served, they said, as a reminder of the ever-increasing influence of compliance.

  
“The importance of corporate compliance cannot be overstated,” Brian A. Benczkowski, assistant
attorney general of the DOJ’s Criminal Division, said in a speech announcing the guidance.

  
Attorneys told Law360 the document wove together and elaborated on previous guidance and
resolutions regarding the government’s view of corporate compliance programs, not only from the
DOJ, but also from other federal agencies like the U.S. Department of Health and Human Services. It
did not reflect any major changes in DOJ procedure or compliance scoring, which was last outlined in
February 2017.

  
“This follows the same framework, gives more details, but isn’t a substantial shift in approach,” said
Nathaniel B. Edmonds, a partner at Paul Hastings LLP who helped write previous iterations of anti-
corruption and compliance guidance during his 10 years at the DOJ. “It is just significantly more
helpful for companies struggling to identify how to build an effective compliance program, and for
corporate compliance officers and counsel to advocate to their board for additional resources.”

  
Attorneys said the document appeared to be aimed at putting prosecutors and organizations on the
same page.

  
“I think they’re really trying to make this practical for people on both sides — for better and for
worse,” said Shon Ramey, general counsel at compliance giant Navex Global.

  
The document was published by the DOJ’s Criminal Division, meaning it will steer decisions made in
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that office in cases involving the Foreign Corrupt Practices Act and corporate fraud, but it is not
technically binding on district-level prosecutors. Nonetheless, former prosecutors expected the
guidance to carry weight at U.S. attorneys’ offices across the country.

  
“It would have been helpful to have something like this when I was an assistant U.S. attorney,” said
Morgan Lewis & Bockius LLP partner John J. Pease, who worked for 17 years at the U.S. Attorney’s
Office for the Eastern District of Pennsylvania.

  
The document included a step-by-step approach to compliance, centered on questions prosecutors
were told to ask during an investigation: Is the compliance program well-designed, utilized and
effective?

  
“What I see in here that I think is important is the government is telling prosecutors to look beyond
the paper and ask very practical questions,” Pease said.

  
Off the bat, the guidance made clear that the “starting point for a prosecutor’s evaluation” is whether
the company has taken the time to even consider the risks inherent to its business. Attorneys said
that should also be the starting point for the compliance program at any company, big or small.

  
“Everybody has to do the initial risk assessment,” Ramey said. “Just raising your hand and saying,
‘Poor little me, I’m a small business so I don’t have to do any compliance’ will get you snapped up so
quickly in this.”

  
The DOJ spelled out that risk assessments should address a company’s location of operations,
industry-specific considerations, market competitiveness, regulatory landscape, third parties,
involvement with foreign governments, travel and entertainment expenses, as well as charitable or
political donations.

  
Ramey pointed out that the guidance gave new weight to whether companies have a code of
conduct.

  
“Holy smokes!” Ramey said. “And by the way, it better not be a 2003 code of conduct. Your business
has evolved dramatically since then, so it would do you well to dust it off.”

  
Benjamin Britz of Hughes Hubbard & Reed LLP was surprised to see a section in the guidance
document on compliance incentives and punishment. The DOJ said prosecutors should look at
whether the company rewards ethical behavior, penalizes rule-breaking and ensures those decisions
are made objectively.

  
Both Britz and Pease noted the DOJ is interested in whether a company's compliance department
reports to the board of directors and how often those two entities meet, likely in order to determine
whether the compliance department has independence and whether the company listens to it.

  
“It’s really getting into the weeds with how you run the compliance department,” Britz said.

  
Overall, though, attorneys said the document stressed that compliance departments must be in a
continuous state of monitoring and analysis.

  
“You see a real emphasis on making sure a compliance program builds from the ground up to reflect
the very particular risk situations and experiences that a company has had, rather than taking a
more philosophical best-practices approach and trying to mask that onto the company,” Britz said.

  
The DOJ indicated officials will be looking for thorough record-keeping and whether a company takes
action when an error is spotted.

  
“The government is expressly stating that the effectiveness of a compliance program must be
measurable,” Kathy Keneally, a partner at Jones Day and former assistant attorney general of the
DOJ’s Tax Division, wrote in an email to Law360.

  
The guidance indicated metrics will be essential for larger organizations to pass muster, the experts
said.
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“This document asks for science rather than art,” Britz said.

  
The document also made clear, Keneally added, that the government expects programs to be
strengthened over time and to evolve with business changes.

  
“Many companies would be well-advised to take a strong look at their compliance programs in light of
this guidance,” Keneally said.

  
Coupled with the guidance, Benczkowski said federal prosecutors began a first-ever compliance
training program on Tuesday, acknowledging that “all of our prosecutors may not have come to the
Department [of Justice] as compliance experts.”

  
Attorneys gave resounding approval for the DOJ’s training initiative.

  
“Compliance is its own profession,” Pease said. “Many lawyers think they know compliance, but it’s
not always intuitive for prosecutors.”

  
John F. Cannon, shareholder and longtime securities compliance attorney at Stradling Yocca Carlson
& Rauth PC, said the DOJ’s message this week reflected what the compliance community has been
preaching for years: Compliance has to be implemented as a whole package, not just words on a
piece of paper, and prosecutors will be able to tell the difference.

  
“Look, you can’t just have a policy and then check a box and say you’re done. You have to actually
do it, and that’s the hard part,” Cannon said. “Making sure it’s being followed, making sure people
are aware of it and making sure it’s a priority — that’s the ice under the iceberg.”

  
“Really doing it,” Cannon said, “that’s what keeps you from getting in trouble.”

  
--Editing by Kelly Duncan and Emily Kokoll.
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Introduction 

The “Principles of Federal Prosecution of Business Organizations” in the Justice Manual 
describe specific factors that prosecutors should consider in conducting an investigation of a 
corporation, determining whether to bring charges, and negotiating plea or other agreements.  
JM 9-28.300.  These factors include “the adequacy and effectiveness of the corporation’s 
compliance program at the time of the offense, as well as at the time of a charging decision” and 
the corporation’s remedial efforts “to implement an adequate and effective corporate 
compliance program or to improve an existing one.”  JM 9-28.300 (citing JM 9-28.800 and JM 9-
28.1000).   Additionally, the United States Sentencing Guidelines advise that consideration be 
given to whether the corporation had in place at the time of the misconduct an effective 
compliance program for purposes of calculating the appropriate organizational criminal fine.  See 
U.S.S.G. §§ 8B2.1, 8C2.5(f), and 8C2.8(11).  Moreover, the memorandum entitled “Selection of 
Monitors in Criminal Division Matters” issued by Assistant Attorney General Brian Benczkowski 
(hereafter, the “Benczkowski Memo”) instructs prosecutors to consider, at the time of the 
resolution, “whether the corporation has made significant investments in, and improvements to, 
its corporate compliance program and internal controls systems” and “whether remedial 
improvements to the compliance program and internal controls have been tested to 
demonstrate that they would prevent or detect similar misconduct in the future” to determine 
whether a monitor is appropriate. 

This document is meant to assist prosecutors in making informed decisions as to whether, 
and to what extent, the corporation’s compliance program was effective at the time of the 
offense, and is effective at the time of a charging decision or resolution, for purposes of 
determining the appropriate (1) form of any resolution or prosecution; (2) monetary penalty, if 
any; and (3) compliance obligations contained in any corporate criminal resolution (e.g., 
monitorship or reporting obligations).  

Because a corporate compliance program must be evaluated in the specific context of a 
criminal investigation, the Criminal Division does not use any rigid formula to assess the 
effectiveness of corporate compliance programs.  We recognize that each company's risk profile 
and solutions to reduce its risks warrant particularized evaluation.  Accordingly, we make an 
individualized determination in each case.  There are, however, common questions that we may 
ask in the course of making an individualized determination.  As the Justice Manual notes, there 
are three “fundamental questions“ a prosecutor should ask: 
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1. “Is the corporation’s compliance program well designed?“  

2. “Is the program being applied earnestly and in good faith?“  In other words, is the 
program being implemented effectively?   

3. “Does the corporation’s compliance program work“ in practice?   

See JM § 9-28.800.  

In answering each of these three “fundamental questions,“ prosecutors may evaluate the 
company’s performance on various topics that the Criminal Division has frequently found 
relevant in evaluating a corporate compliance program.  The sample topics and questions below 
form neither a checklist nor a formula.  In any particular case, the topics and questions set forth 
below may not all be relevant, and others may be more salient given the particular facts at issue.1   
Even though we have organized the topics under these three fundamental questions, we 
recognize that some topics necessarily fall under more than one category.   

I. Is the Corporation’s Compliance Program Well Designed?   

The “critical factors in evaluating any program are whether the program is adequately 
designed for maximum effectiveness in preventing and detecting wrongdoing by employees and 
whether corporate management is enforcing the program or is tacitly encouraging or pressuring 
employees to engage in misconduct.”  JM 9-28.800.   

Accordingly, prosecutors should examine “the comprehensiveness of the compliance 
program,” JM 9-28.800, ensuring that there is not only a clear message that misconduct is not 
tolerated, but also policies and procedures – from appropriate assignments of responsibility, to 
training programs, to systems of incentives and discipline – that ensure the compliance program 
is well-integrated into the company’s operations and workforce. 

A. Risk Assessment 

The starting point for a prosecutor’s evaluation of whether a company has a well-
designed compliance program is to understand the company’s business from a commercial 
perspective, how the company has identified, assessed, and defined its risk profile, and the 
degree to which the program devotes appropriate scrutiny and resources to the spectrum of 
risks.   

Prosecutors should consider whether the program is appropriately “designed to detect 
the particular types of misconduct most likely to occur in a particular corporation’s line of 
business” and “complex regulatory environment[].”  JM 9-28.800.2  For example, prosecutors 
should consider whether the company has analyzed and addressed the varying risks presented 
by, among other factors, the location of its operations, the industry sector, the competitiveness 
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of the market, the regulatory landscape, potential clients and business partners, transactions 
with foreign governments, payments to foreign officials, use of third parties, gifts, travel, and 
entertainment expenses, and charitable and political donations. 

Prosecutors should also consider “[t]he effectiveness of the company’s risk assessment 
and the manner in which the company’s compliance program has been tailored based on that 
risk assessment” and whether its criteria are “periodically updated.” See, e.g., JM 9-47-120(2)(c); 
U.S.S.G. § 8B2.1(c) (“the organization shall periodically assess the risk of criminal conduct and 
shall take appropriate steps to design, implement, or modify each requirement [of the 
compliance program] to reduce the risk of criminal conduct”). 

Prosecutors may credit the quality and effectiveness of a risk-based compliance program 
that devotes appropriate attention and resources to high-risk transactions, even if it fails to 
prevent an infraction in a low-risk area.  Prosecutors should therefore consider, as an indicator 
of risk-tailoring, “revisions to corporate compliance programs in light of lessons learned.” JM 9-
28.800.  

� Risk Management Process – What methodology has the company used to identify, 
analyze, and address the particular risks it faces?  What information or metrics has 
the company collected and used to help detect the type of misconduct in question?  
How have the information or metrics informed the company’s compliance program?  
 

� Risk-Tailored Resource Allocation – Does the company devote a disproportionate 
amount of time to policing low-risk areas instead of high-risk areas, such as 
questionable payments to third-party consultants, suspicious trading activity, or 
excessive discounts to resellers and distributors?  Does the company give greater 
scrutiny, as warranted, to high-risk transactions (for instance, a large-dollar contract 
with a government agency in a high-risk country) than more modest and routine 
hospitality and entertainment?   
 

� Updates and Revisions – Is the risk assessment current and subject to periodic 
review?  Have there been any updates to policies and procedures in light of lessons 
learned?  Do these updates account for risks discovered through misconduct or other 
problems with the compliance program?    

B. Policies and Procedures 

Any well-designed compliance program entails policies and procedures that give both 
content and effect to ethical norms and that address and aim to reduce risks identified by the 
company as part of its risk assessment process.  As a threshold matter, prosecutors should 
examine whether the company has a code of conduct that sets forth, among other things, the 
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company’s commitment to full compliance with relevant Federal laws that is accessible and 
applicable to all company employees.  As a corollary, prosecutors should also assess whether the 
company has established policies and procedures that incorporate the culture of compliance into 
its day-to-day operations. 

� Design – What is the company’s process for designing and implementing new policies 
and procedures, and has that process changed over time?  Who has been involved in 
the design of policies and procedures?  Have business units been consulted prior to 
rolling them out?   
 

� Comprehensiveness – What efforts has the company made to monitor and 
implement policies and procedures that reflect and deal with the spectrum of risks it 
faces, including changes to the legal and regulatory landscape?    

 
� Accessibility – How has the company communicated its policies and procedures to all 

employees and relevant third parties?  If the company has foreign subsidiaries, are 
there linguistic or other barriers to foreign employees’ access? 

 
� Responsibility for Operational Integration – Who has been responsible for 

integrating policies and procedures?  Have they been rolled out in a way that ensures 
employees’ understanding of the policies?  In what specific ways are compliance 
policies and procedures reinforced through the company’s internal control systems? 
 

� Gatekeepers – What, if any, guidance and training has been provided to key 
gatekeepers in the control processes (e.g., those with approval authority or 
certification responsibilities)?  Do they know what misconduct to look for?  Do they 
know when and how to escalate concerns?   
 

C. Training and Communications  

Another hallmark of a well-designed compliance program is appropriately tailored 
training and communications.   

Prosecutors should assess the steps taken by the company to ensure that policies and 
procedures have been integrated into the organization, including through periodic training and 
certification for all directors, officers, relevant employees, and, where appropriate, agents and 
business partners.  Prosecutors should also assess whether the company has relayed information 
in a manner tailored to the audience’s size, sophistication, or subject matter expertise.  Some 
companies, for instance, give employees practical advice or case studies to address real-life 
scenarios, and/or guidance on how to obtain ethics advice on a case-by-case basis as needs arise.  
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Prosecutors should also assess whether the training adequately covers prior compliance 
incidents and how the company measures the effectiveness of its training curriculum.   

Prosecutors, in short, should examine whether the compliance program is being 
disseminated to, and understood by, employees in practice in order to decide whether the 
compliance program is “truly effective.”  JM 9-28.800. 

� Risk-Based Training – What training have employees in relevant control functions 
received?  Has the company provided tailored training for high-risk and control 
employees, including training that addresses risks in the area where the misconduct 
occurred?  Have supervisory employees received different or supplementary training?  
What analysis has the company undertaken to determine who should be trained and on 
what subjects? 

  
� Form/Content/Effectiveness of Training – Has the training been offered in the form and 

language appropriate for the audience?  Is the training provided online or in-person (or 
both), and what is the company’s rationale for its choice?  Has the training addressed 
lessons learned from prior compliance incidents?  How has the company measured the 
effectiveness of the training?  Have employees been tested on what they have learned?  
How has the company addressed employees who fail all or a portion of the testing?  

 
� Communications about Misconduct – What has senior management done to let 

employees know the company’s position concerning misconduct?  What communications 
have there been generally when an employee is terminated or otherwise disciplined for 
failure to comply with the company’s policies, procedures, and controls (e.g., anonymized 
descriptions of the type of misconduct that leads to discipline)? 
 

� Availability of Guidance – What resources have been available to employees to provide 
guidance relating to compliance policies?  How has the company assessed whether its 
employees know when to seek advice and whether they would be willing to do so? 

D. Confidential Reporting Structure and Investigation Process 

Another hallmark of a well-designed compliance program is the existence of an efficient 
and trusted mechanism by which employees can anonymously or confidentially report 
allegations of a breach of the company’s code of conduct, company policies, or suspected or 
actual misconduct. Prosecutors should assess whether the company’s complaint-handling 
process includes pro-active measures to create a workplace atmosphere without fear of 
retaliation, appropriate processes for the submission of complaints, and processes to protect 
whistleblowers.  Prosecutors should also assess the company’s processes for handling 
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investigations of such complaints, including the routing of complaints to proper personnel, timely 
completion of thorough investigations, and appropriate follow-up and discipline.   

Confidential reporting mechanisms are highly probative of whether a company has 
“established corporate governance mechanisms that can effectively detect and prevent 
misconduct.”  JM 9-28.800; see also U.S.S.G. § 8B2.1(b)(5)(C) (an effectively working compliance 
program will have in place, and have publicized, “a system, which may include mechanisms that 
allow for anonymity or confidentiality, whereby the organization’s employees and agents may 
report or seek guidance regarding potential or actual criminal conduct without fear of 
retaliation”).   

� Effectiveness of the Reporting Mechanism – Does the company have an 
anonymous reporting mechanism, and, if not, why not?  How is the reporting 
mechanism publicized to the company’s employees?  Has it been used?  How has 
the company assessed the seriousness of the allegations it received?  Has the 
compliance function had full access to reporting and investigative information?    
 

� Properly Scoped Investigations by Qualified Personnel – How does the company 
determine which complaints or red flags merit further investigation?  How does 
the company ensure that investigations are properly scoped?  What steps does 
the company take to ensure investigations are independent, objective, 
appropriately conducted, and properly documented?  How does the company 
determine who should conduct an investigation, and who makes that 
determination?  
 

� Investigation Response – Does the company apply timing metrics to ensure 
responsiveness?  Does the company have a process for monitoring the outcome 
of investigations and ensuring accountability for the response to any findings or 
recommendations? 

 
� Resources and Tracking of Results – Are the reporting and investigating 

mechanisms sufficiently funded?  How has the company collected, tracked, 
analyzed, and used information from its reporting mechanisms?  Does the 
company periodically analyze the reports or investigation findings for patterns of 
misconduct or other red flags for compliance weaknesses?  

E. Third Party Management 

A well-designed compliance program should apply risk-based due diligence to its third-
party relationships.  Although the degree of appropriate due diligence may vary based on the size 
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and nature of the company or transaction, prosecutors should assess the extent to which the 
company has an understanding of the qualifications and associations of third-party partners, 
including the agents, consultants, and distributors that are commonly used to conceal 
misconduct, such as the payment of bribes to foreign officials in international business 
transactions.    

Prosecutors should also assess whether the company knows its third-party partners’ 
reputations and relationships, if any, with foreign officials, and the business rationale for needing 
the third party in the transaction.  For example, a prosecutor should analyze whether the 
company has ensured that contract terms with third parties specifically describe the services to 
be performed, that the third party is actually performing the work, and that its compensation is 
commensurate with the work being provided in that industry and geographical region.  
Prosecutors should further assess whether the company engaged in ongoing monitoring of the 
third-party relationships, be it through updated due diligence, training, audits, and/or annual 
compliance certifications by the third party.   

In sum, a company’s third-party due diligence practices are a factor that prosecutors 
should assess to determine whether a compliance program is in fact able to “detect the particular 
types of misconduct most likely to occur in a particular corporation’s line of business.”  JM 9-
28.800. 

� Risk-Based and Integrated Processes – How has the company’s third-party 
management process corresponded to the nature and level of the enterprise risk 
identified by the company?  How has this process been integrated into the relevant 
procurement and vendor management processes?  

 
� Appropriate Controls – How does the company ensure there is an appropriate 

business rationale for the use of third parties?  If third parties were involved in the 
underlying misconduct, what was the business rationale for using those third parties?  
What mechanisms exist to ensure that the contract terms specifically describe the 
services to be performed, that the payment terms are appropriate, that the described 
contractual work is performed, and that compensation is commensurate with the 
services rendered?  

 
� Management of Relationships – How has the company considered and analyzed the 

compensation and incentive structures for third parties against compliance risks?  
How does the company monitor its third parties?  Does the company have audit rights 
to analyze the books and accounts of third parties, and has the company exercised 
those rights in the past?  How does the company train its third party relationship 
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managers about compliance risks and how to manage them?  How does the company 
incentivize compliance and ethical behavior by third parties?  

 
� Real Actions and Consequences – Does the company track red flags that are identified 

from due diligence of third parties and how those red flags are addressed?  Does the 
company keep track of third parties that do not pass the company’s due diligence or 
that are terminated, and does the company take steps to ensure that those third 
parties are not hired or re-hired at a later date?  If third parties were involved in the 
misconduct at issue in the investigation, were red flags identified from the due 
diligence or after hiring the third party, and how were they resolved?  Has a similar 
third party been suspended, terminated, or audited as a result of compliance issues?   

F. Mergers and Acquisitions (M&A) 

A well-designed compliance program should include comprehensive due diligence of any 
acquisition targets.  Pre-M&A due diligence enables the acquiring company to evaluate more 
accurately each target’s value and negotiate for the costs of any corruption or misconduct to be 
borne by the target.  Flawed or incomplete due diligence can allow misconduct to continue at 
the target company, causing resulting harm to a business’s profitability and reputation and 
risking civil and criminal liability.   

The extent to which a company subjects its acquisition targets to appropriate scrutiny is 
indicative of whether its compliance program is, as implemented, able to effectively enforce its 
internal controls and remediate misconduct at all levels of the organization. 

� Due Diligence Process – Was the misconduct or the risk of misconduct identified 
during due diligence?  Who conducted the risk review for the acquired/merged 
entities and how was it done?  What is the M&A due diligence process generally? 

 
� Integration in the M&A Process – How has the compliance function been integrated 

into the merger, acquisition, and integration process?  
 
� Process Connecting Due Diligence to Implementation – What has been the 

company’s process for tracking and remediating misconduct or misconduct risks 
identified during the due diligence process?  What has been the company’s process 
for implementing compliance policies and procedures at new entities?  
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II. Is the Corporation’s Compliance Program Being Implemented Effectively?  

Even a well-designed compliance program may be unsuccessful in practice if 
implementation is lax or ineffective.  Prosecutors are instructed to probe specifically whether a 
compliance program is a “paper program” or one “implemented, reviewed, and revised, as 
appropriate, in an effective manner.”  JM 9-28.800.  In addition, prosecutors should determine 
“whether the corporation has provided for a staff sufficient to audit, document, analyze, and 
utilize the results of the corporation’s compliance efforts.”  JM 9-28.800.  Prosecutors should also 
determine “whether the corporation’s employees are adequately informed about the 
compliance program and are convinced of the corporation’s commitment to it.”  JM 9-28.800; 
see also JM 9-47.120(2)(c) (criteria for an effective compliance program include “[t]he company’s 
culture of compliance, including awareness among employees that any criminal conduct, 
including the conduct underlying the investigation, will not be tolerated”).   

A. Commitment by Senior and Middle Management 

Beyond compliance structures, policies, and procedures, it is important for a company to 
create and foster a culture of ethics and compliance with the law.  The effectiveness of a 
compliance program requires a high-level commitment by company leadership to implement a 
culture of compliance from the top.   

The company’s top leaders – the board of directors and executives – set the tone for the 
rest of the company.  Prosecutors should examine the extent to which senior management have 
clearly articulated the company’s ethical standards, conveyed and disseminated them in clear 
and unambiguous terms, and demonstrated rigorous adherence by example.  Prosecutors should 
also examine how middle management, in turn, have reinforced those standards and encouraged 
employees to abide by them.  See U.S.S.G. § 8B2.1(b)(2)(A)-(C) (the company’s “governing 
authority shall be knowledgeable about the content and operation of the compliance and ethics 
program and shall exercise reasonable oversight” of it; “[h]igh-level personnel … shall ensure that 
the organization has an effective compliance and ethics program” (emphasis added)).   

� Conduct at the Top – How have senior leaders, through their words and actions, 
encouraged or discouraged compliance, including the type of misconduct involved in 
the investigation?  What concrete actions have they taken to demonstrate leadership 
in the company’s compliance and remediation efforts?  How have they modelled 
proper behavior to subordinates?  Have managers tolerated greater compliance risks 
in pursuit of new business or greater revenues?  Have managers encouraged 
employees to act unethically to achieve a business objective, or impeded compliance 
personnel from effectively implementing their duties? 
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� Shared Commitment – What actions have senior leaders and middle-management 
stakeholders (e.g., business and operational managers, finance, procurement, legal, 
human resources) taken to demonstrate their commitment to compliance or 
compliance personnel, including their remediation efforts?  Have they persisted in 
that commitment in the face of competing interests or business objectives?  

 
� Oversight – What compliance expertise has been available on the board of directors?  

Have the board of directors and/or external auditors held executive or private 
sessions with the compliance and control functions?  What types of information have 
the board of directors and senior management examined in their exercise of oversight 
in the area in which the misconduct occurred? 

B. Autonomy and Resources 

Effective implementation also requires those charged with a compliance program’s day-
to-day oversight to act with adequate authority and stature.  As a threshold matter, prosecutors 
should evaluate how the compliance program is structured.  Additionally, prosecutors should 
address the sufficiency of the personnel and resources within the compliance function, in 
particular, whether those responsible for compliance have:  (1) sufficient seniority within the 
organization; (2) sufficient resources, namely, staff to effectively undertake the requisite 
auditing, documentation, and analysis; and (3) sufficient autonomy from management, such as 
direct access to the board of directors or the board’s audit committee.  The sufficiency of each 
factor, however, will depend on the size, structure, and risk profile of the particular company.  “A 
large organization generally shall devote more formal operations and greater resources . . . than 
shall a small organization.”  Commentary to U.S.S.G. § 8B2.1 note 2(C).  By contrast, “a small 
organization may [rely on] less formality and fewer resources.”  Id.  Regardless, if a compliance 
program is to be truly effective, compliance personnel must be empowered within the company. 

Prosecutors should evaluate whether “internal audit functions [are] conducted at a level 
sufficient to ensure their independence and accuracy,” as an indicator of whether compliance 
personnel are in fact empowered and positioned to “effectively detect and prevent misconduct.”  
JM 9-28.800.  Prosecutors should also evaluate “[t]he resources the company has dedicated to 
compliance,” “[t]he quality and experience of the personnel involved in compliance, such that 
they can understand and identify the transactions and activities that pose a potential risk,” and 
“[t]he authority and independence of the compliance function and the availability of compliance 
expertise to the board.”  JM 9-47.120(2)(c); see also JM 9-28.800 (instructing prosecutors to 
evaluate whether “the directors established an information and reporting system in the 
organization reasonably designed to provide management and directors with timely and accurate 
information sufficient to allow them to reach an informed decision regarding the organization's 
compliance with the law”); U.S.S.G. § 8B2.1(b)(2)(C) (those with “day-to-day operational 
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responsibility” shall have “adequate resources, appropriate authority and direct access to the 
governing authority or an appropriate subgroup of the governing authority”). 

� Structure – Where within the company is the compliance function housed (e.g., within 
the legal department, under a business function, or as an independent function 
reporting to the CEO and/or board)?  To whom does the compliance function report?  
Is the compliance function run by a designated chief compliance officer, or another 
executive within the company, and does that person have other roles within the 
company?  Are compliance personnel dedicated to compliance responsibilities, or do 
they have other, non-compliance responsibilities within the company?  Why has the 
company chosen the compliance structure it has in place? 
 

� Seniority and Stature – How does the compliance function compare with other 
strategic functions in the company in terms of stature, compensation levels, 
rank/title, reporting line, resources, and access to key decision-makers?  What has 
been the turnover rate for compliance and relevant control function personnel?   
What role has compliance played in the company’s strategic and operational 
decisions?  How has the company responded to specific instances where compliance 
raised concerns?   Have there been transactions or deals that were stopped, modified, 
or further scrutinized as a result of compliance concerns? 

 
� Experience and Qualifications – Do compliance and control personnel have the 

appropriate experience and qualifications for their roles and responsibilities?  Has the 
level of experience and qualifications in these roles changed over time?  Who reviews 
the performance of the compliance function and what is the review process?   

  
� Funding and Resources – Has there been sufficient staffing for compliance personnel 

to effectively audit, document, analyze, and act on the results of the compliance 
efforts?  Has the company allocated sufficient funds for the same?  Have there been 
times when requests for resources by compliance and control functions have been 
denied, and if so, on what grounds? 

 
� Autonomy – Do the compliance and relevant control functions have direct reporting 

lines to anyone on the board of directors and/or audit committee?  How often do they 
meet with directors?  Are members of the senior management present for these 
meetings?  How does the company ensure the independence of the compliance and 
control personnel? 
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� Outsourced Compliance Functions – Has the company outsourced all or parts of its 
compliance functions to an external firm or consultant?  If so, why, and who is 
responsible for overseeing or liaising with the external firm or consultant?  What level 
of access does the external firm or consultant have to company information?  How 
has the effectiveness of the outsourced process been assessed? 

C. Incentives and Disciplinary Measures 

Another hallmark of effective implementation of a compliance program is the 
establishment of incentives for compliance and disincentives for non-compliance.  Prosecutors 
should assess whether the company has clear disciplinary procedures in place, enforces them 
consistently across the organization, and ensures that the procedures are commensurate with 
the violations.  Prosecutors should also assess the extent to which the company’s 
communications convey to its employees that unethical conduct will not be tolerated and will 
bring swift consequences, regardless of the position or title of the employee who engages in the 
conduct.  See U.S.S.G. § 8B2.1(b)(5)(C) (“the organization’s compliance program shall be 
promoted and enforced consistently throughout the organization through (A) appropriate 
incentives to perform in accordance with the compliance and ethics program; and (B) appropriate 
disciplinary measures for engaging in criminal conduct and for failing to take reasonable steps to 
prevent or detect criminal conduct”). 

By way of example, some companies have found that publicizing disciplinary actions 
internally, where appropriate, can have valuable deterrent effects.  At the same time, some 
companies have also found that providing positive incentives – personnel promotions, rewards, 
and bonuses for improving and developing a compliance program or demonstrating ethical 
leadership – have driven compliance.  Some companies have even made compliance a significant 
metric for management bonuses and/or have made working on compliance a means of career 
advancement.   

� Human Resources Process – Who participates in making disciplinary decisions, 
including for the type of misconduct at issue?  Is the same process followed for each 
instance of misconduct, and if not, why?  Are the actual reasons for discipline 
communicated to employees? If not, why not?  Are there legal or investigation-related 
reasons for restricting information, or have pre-textual reasons been provided to 
protect the company from whistleblowing or outside scrutiny? 

  
� Consistent Application – Have disciplinary actions and incentives been fairly and 

consistently applied across the organization?  Are there similar instances of 
misconduct that were treated disparately, and if so, why? 
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� Incentive System – Has the company considered the implications of its incentives and 
rewards on compliance?  How does the company incentivize compliance and ethical 
behavior?  Have there been specific examples of actions taken (e.g., promotions or 
awards denied) as a result of compliance and ethics considerations?  Who determines 
the compensation, including bonuses, as well as discipline and promotion of 
compliance personnel? 

 
III. Does the Corporation’s Compliance Program Work in Practice? 

 The Principles of Federal Prosecution of Business Organizations require prosecutors to 
assess “the adequacy and effectiveness of the corporation’s compliance program at the time of 
the offense, as well as at the time of a charging decision.”  JM 9-28.300.  Due to the backward-
looking nature of the first inquiry, one of the most difficult questions prosecutors must answer 
in evaluating a compliance program following misconduct is whether the program was working 
effectively at the time of the offense, especially where the misconduct was not immediately 
detected.   

In answering this question, it is important to note that the existence of misconduct does 
not, by itself, mean that a compliance program did not work or was ineffective at the time of the 
offense.  See U.S.S.G. § 8B2.1(a) (“[t]he failure to prevent or detect the instant offense does not 
mean that the program is not generally effective in preventing and deterring misconduct”).  
Indeed, “[t]he Department recognizes that no compliance program can ever prevent all criminal 
activity by a corporation's employees.”  JM 9-28.800.  Of course, if a compliance program did 
effectively identify misconduct, including allowing for timely remediation and self-reporting, a 
prosecutor should view the occurrence as a strong indicator that the compliance program was 
working effectively.   

 In assessing whether a company’s compliance program was effective at the time of the 
misconduct, prosecutors should consider whether and how the misconduct was detected, what 
investigation resources were in place to investigate suspected misconduct, and the nature and 
thoroughness of the company’s remedial efforts.   

To determine whether a company’s compliance program is working effectively at the time 
of a charging decision or resolution, prosecutors should consider whether the program evolved 
over time to address existing and changing compliance risks.  Prosecutors should also consider 
whether the company undertook an adequate and honest root cause analysis to understand both 
what contributed to the misconduct and the degree of remediation needed to prevent similar 
events in the future.  

For example, prosecutors should consider, among other factors, “whether the 
corporation has made significant investments in, and improvements to, its corporate compliance 
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program and internal controls systems” and “whether remedial improvements to the compliance 
program and internal controls have been tested to demonstrate that they would prevent or 
detect similar misconduct in the future.”  Benczkowski Memo at 2 (observing that “[w]here a 
corporation’s compliance program and controls are demonstrated to be effective and 
appropriately resourced at the time of resolution, a monitor will not likely be necessary”).     

A. Continuous Improvement, Periodic Testing, and Review 

One hallmark of an effective compliance program is its capacity to improve and evolve.  
The actual implementation of controls in practice will necessarily reveal areas of risk and 
potential adjustment.  A company’s business changes over time, as do the environments in which 
it operates, the nature of its customers, the laws that govern its actions, and the applicable 
industry standards.  Accordingly, prosecutors should consider whether the company has engaged 
in meaningful efforts to review its compliance program and ensure that it is not stale.  Some 
companies survey employees to gauge the compliance culture and evaluate the strength of 
controls, and/or conduct periodic audits to ensure that controls are functioning well, though the 
nature and frequency of evaluations may depend on the company’s size and complexity.   

Prosecutors may reward efforts to promote improvement and sustainability.  In evaluating 
whether a particular compliance program works in practice, prosecutors should consider 
“revisions to corporate compliance programs in light of lessons learned.” JM 9-28.800; see also 
JM 9-47-120(2)(c) (looking to “[t]he auditing of the compliance program to assure its 
effectiveness”).  Prosecutors should likewise look to whether a company has taken “reasonable 
steps” to “ensure that the organization’s compliance and ethics program is followed, including 
monitoring and auditing to detect criminal conduct,” and “evaluate periodically the effectiveness 
of the organization’s” program.  U.S.S.G. § 8B2.1(b)(5).  Proactive efforts like these may not only 
be rewarded in connection with the form of any resolution or prosecution (such as through 
remediation credit or a lower applicable fine range under the Sentencing Guidelines), but more 
importantly, may avert problems down the line. 

� Internal Audit – What is the process for determining where and how frequently 
internal audit will undertake an audit, and what is the rationale behind that process?  
How are audits carried out?  What types of audits would have identified issues 
relevant to the misconduct?  Did those audits occur and what were the findings?  
What types of relevant audit findings and remediation progress have been reported 
to management and the board on a regular basis?  How have management and the 
board followed up?  How often does internal audit conduct assessments in high-risk 
areas?  
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� Control Testing – Has the company reviewed and audited its compliance program in 
the area relating to the misconduct?  More generally, what testing of controls, 
collection and analysis of compliance data, and interviews of employees and third-
parties does the company undertake?  How are the results reported and action items 
tracked?   

 
� Evolving Updates – How often has the company updated its risk assessments and 

reviewed its compliance policies, procedures, and practices?  Has the company 
undertaken a gap analysis to determine if particular areas of risk are not sufficiently 
addressed in its policies, controls, or training? What steps has the company taken to 
determine whether policies/procedures/practices make sense for particular business 
segments/subsidiaries?  

 
� Culture of Compliance – How often and how does the company measure its culture 

of compliance?  Does the company seek input from all levels of employees to 
determine whether they perceive senior and middle management’s commitment to 
compliance?  What steps has the company taken in response to its measurement of 
the compliance culture?   

B. Investigation of Misconduct 

Another hallmark of a compliance program that is working effectively is the existence of 
a well-functioning and appropriately funded mechanism for the timely and thorough 
investigations of any allegations or suspicions of misconduct by the company, its employees, or 
agents.  An effective investigations structure will also have an established means of documenting 
the company’s response, including any disciplinary or remediation measures taken. 

� Properly Scoped Investigation by Qualified Personnel – How has the company 
ensured that the investigations have been properly scoped, and were independent, 
objective, appropriately conducted, and properly documented?  

 
� Response to Investigations – Have the company’s investigations been used to identify 

root causes, system vulnerabilities, and accountability lapses, including among 
supervisory manager and senior executives?  What has been the process for 
responding to investigative findings?  How high up in the company do investigative 
findings go?  
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C. Analysis and Remediation of Any Underlying Misconduct 

Finally, a hallmark of a compliance program that is working effectively in practice is the 
extent to which a company is able to conduct a thoughtful root cause analysis of misconduct and 
timely and appropriately remediate to address the root causes.   

Prosecutors evaluating the effectiveness of a compliance program are instructed to 
reflect back on “the extent and pervasiveness of the criminal misconduct; the number and level 
of the corporate employees involved; the seriousness, duration, and frequency of the 
misconduct; and any remedial actions taken by the corporation, including, for example, 
disciplinary action against past violators uncovered by the prior compliance program, and 
revisions to corporate compliance programs in light of lessons learned.”  JM 9-28.800; see also 
JM 9-47.120(3)(c) (“to receive full credit for timely and appropriate remediation” under the FCPA 
Corporate Enforcement Policy, a company should demonstrate “a root cause analysis” and, 
where appropriate, “remediation to address the root causes”).   

Prosecutors should consider “any remedial actions taken by the corporation, including, 
for example, disciplinary action against past violators uncovered by the prior compliance 
program.”  JM 98-28.800; see also JM 9-47-120(2)(c) (looking to “[a]ppropriate discipline of 
employees, including those identified by the company as responsible for the misconduct, either 
through direct participation or failure in oversight, as well as those with supervisory authority 
over the area in which the criminal conduct occurred” and “any additional steps that 
demonstrate recognition of the seriousness of the misconduct, acceptance of responsibility for 
it, and the implementation of measures to reduce the risk of repetition of such misconduct, 
including measures to identify future risk”). 

� Root Cause Analysis – What is the company’s root cause analysis of the misconduct 
at issue? Were any systemic issues identified?  Who in the company was involved in 
making the analysis?  

 
� Prior Weaknesses – What controls failed?  If policies or procedures should have 

prohibited the misconduct, were they effectively implemented, and have functions 
that had ownership of these policies and procedures been held accountable? 
 

� Payment Systems – How was the misconduct in question funded (e.g., purchase 
orders, employee reimbursements, discounts, petty cash)?  What processes could 
have prevented or detected improper access to these funds?  Have those processes 
been improved? 
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� Vendor Management – If vendors were involved in the misconduct, what was the 
process for vendor selection and did the vendor undergo that process?   
 

� Prior Indications – Were there prior opportunities to detect the misconduct in 
question, such as audit reports identifying relevant control failures or allegations, 
complaints, or investigations?  What is the company’s analysis of why such 
opportunities were missed? 

 
� Remediation – What specific changes has the company made to reduce the risk that 

the same or similar issues will not occur in the future?  What specific remediation has 
addressed the issues identified in the root cause and missed opportunity analysis? 

 
� Accountability – What disciplinary actions did the company take in response to the 

misconduct and were they timely?  Were managers held accountable for misconduct 
that occurred under their supervision?  Did the company consider disciplinary actions 
for failures in supervision?  What is the company’s record (e.g., number and types of 
disciplinary actions) on employee discipline relating to the types of conduct at issue?  
Has the company ever terminated or otherwise disciplined anyone (reduced or 
eliminated bonuses, issued a warning letter, etc.) for the type of misconduct at issue? 

 

 

1 Many of the topics also appear in the following resources:    

• Justice Manual (“JM”) 

o JM 9-28.000 Principles of Federal Prosecution of Business Organizations, Justice 
Manual (“JM”), available at https://www.justice.gov/jm/jm-9-28000-principles-
federal-prosecution-business-organizations. 

o JM 9-47.120 FCPA Corporate Enforcement Policy, available at 
https://www.justice.gov/jm/jm-9-47000-foreign-corrupt-practices-act-1977#9-
47.120. 

• Chapter 8 – Sentencing of Organizations - United States Sentencing Guidelines 
(“U.S.S.G.”), available at https://www.ussc.gov/guidelines/2018-guidelines-
manual/2018-chapter-8#NaN.  

                                                                 

https://www.justice.gov/usam/usam-9-28000-principles-federal-prosecution-business-organizations
https://www.justice.gov/usam/usam-9-28000-principles-federal-prosecution-business-organizations
https://www.justice.gov/jm/jm-9-28000-principles-federal-prosecution-business-organizations
https://www.justice.gov/jm/jm-9-28000-principles-federal-prosecution-business-organizations
https://www.justice.gov/jm/jm-9-47000-foreign-corrupt-practices-act-1977#9-47.120
https://www.justice.gov/jm/jm-9-47000-foreign-corrupt-practices-act-1977#9-47.120
http://www.ussc.gov/guidelines-manual/2014/2014-chapter-8
https://www.ussc.gov/guidelines/2018-guidelines-manual/2018-chapter-8#NaN
https://www.ussc.gov/guidelines/2018-guidelines-manual/2018-chapter-8#NaN
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• Memorandum entitled “Selection of Monitors in Criminal Division Matters,” issued by 
Assistant Attorney General Brian Benczkowski on October 11, 2018, available at 
https://www.justice.gov/criminal-fraud/file/1100366/download. 

• Criminal Division corporate resolution agreements, available at 
https://www.justice.gov/news (DOJ’s Public Affairs website  contains press releases for 
all Criminal Division corporate resolutions which contain links to charging documents and 
agreements).   

• A Resource Guide to the U.S. Foreign Corrupt Practices Act (“FCPA Guide”) published in 
November 2012 by the Department of Justice (DOJ) and the Securities and Exchange 
Commission (SEC) available at https://www.justice.gov/sites/default/files/criminal-
fraud/legacy/2015/01/16/guide.pdf. 

• Good Practice Guidance on Internal Controls, Ethics, and Compliance adopted by the 
Organization for Economic Co-operation and Development (“OECD”) Council on February 
18, 2010 available at https://www.oecd.org/daf/anti-bribery/44884389.pdf. 

• Anti-Corruption Ethics and Compliance Handbook for Business (“OECD Handbook”) 
published in 2013 by OECD, United Nations Office on Drugs and Crime, and the World 
Bank available at https://www.oecd.org/corruption/Anti-
CorruptionEthicsComplianceHandbook.pdf. 

 

2 As discussed in the Justice Manual, many companies operate in complex regulatory 
environments outside the normal experience of criminal prosecutors.  JM 9-28.000.  For example, 
financial institutions such as banks, subject to the Bank Secrecy Act statute and regulations, 
require prosecutors to conduct specialized analyses of their compliance programs in the context 
of their anti-money laundering requirements.  Consultation with the Money Laundering and 
Asset Recovery Section is recommended when reviewing AML compliance.  See 
https://www.justice.gov/criminal-mlars.  Prosecutors may also wish to review guidance 
published by relevant federal and state agencies.  See Federal Financial Institutions Examination 
Council/Bank Secrecy Act/Anti-Money Laundering Examination Manual, available 
at https://www.ffiec.gov/bsa_aml_infobase/pages_manual/manual_online.htm). 

 

https://www.justice.gov/criminal-fraud/file/1100366/download
https://www.justice.gov/criminal-fraud/related-enforcement-actions
https://www.justice.gov/news
https://www.justice.gov/sites/default/files/criminal-fraud/legacy/2015/01/16/guide.pdf
https://www.justice.gov/sites/default/files/criminal-fraud/legacy/2015/01/16/guide.pdf
https://www.justice.gov/sites/default/files/criminal-fraud/legacy/2015/01/16/guide.pdf
https://www.oecd.org/daf/anti-bribery/44884389.pdf
https://www.oecd.org/daf/anti-bribery/44884389.pdf
http://www.oecd.org/corruption/Anti-CorruptionEthicsComplianceHandbook.pdf
https://www.oecd.org/corruption/Anti-CorruptionEthicsComplianceHandbook.pdf
https://www.oecd.org/corruption/Anti-CorruptionEthicsComplianceHandbook.pdf
https://www.justice.gov/criminal-mlars
https://www.ffiec.gov/bsa_aml_infobase/pages_manual/manual_online.htm
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Brian Benczkowski testifies at his
confirmation hearing in 2017. Credit:
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New DOJ Guidance Confronts
‘Effectiveness’ of Compliance
Programs
The new guidance provides greater detail about what prosecutors should
look for in compliance programs.
By C. Ryan Barber | April 30, 2019

The U.S. Justice Department issued new
guidance

(https://assets.documentcloud.org/documents/5983840/DOJ-Evaluation-of-
Corporate-Compliance-Programs.pdf) Tuesday detailing how prosecutors will
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evaluate the e�ectiveness of corporate programs to prevent fraud and other

misconduct, a key consideration in determining the penalties imposed against

companies.

At 18 pages, the guidance expands on a previously issued list
(https://www.justice.gov/criminal-fraud/page/�le/937501/download) of sample

topics and questions for prosecutors to weigh when determining whether a company

has demonstrated a commitment to compliance and is deserving of credit in a

corporate settlement.

Indeed, the new guidance provides greater detail about what prosecutors should look

for in compliance programs, including the tone set by top corporate executives, training

for sta� and the existence of con�dential tip lines for employees to report misconduct.

In the section about training, for instance, the newly released guidance notes that some

companies give employees case studies to address real-life scenarios.

“Any well-designed compliance program entails policies and procedures that give both

content and e�ect to ethical norms and that address and aim to reduce risks identi�ed

by the company as part of its risk assessment process,” according to the guidance. “As a

threshold matter, prosecutors should examine whether the company has a code of

conduct that sets forth, among other things, the company’s commitment to full

compliance with relevant federal laws that is accessible and applicable to all company

employees.”

Prosecutors, according to the guidance, “should also assess whether the company has

established policies and procedures that incorporate the culture of compliance into its

day-to-day operations.”

Speaking Tuesday in Dallas, Brian Benczkowski, the head of the Justice Department’s

criminal division, said the revised guidance is intended to aid not only prosecutors but

also companies, giving them deeper insight into what the government will demand of

compliance programs.

https://www.justice.gov/criminal-fraud/page/file/937501/download
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“In drafting the updated version of the document, we have sought to provide additional

transparency in how we will analyze a company’s compliance program,” Benczkowski

said in prepared remarks.

“We hope this updated version provides additional insight to both prosecutors and

companies with respect to the evaluation of compliance programs,” he added.

The guidance marked the latest in a series of Justice Department moves to clarify its

expectations for compliance programs and its approach to penalizing companies.

U.S. Department of Justice. Photo by Diego M. Radzinschi/ALM.

In February, the Justice Department declined
(https://www.law.com/2019/02/20/cognizant-execs-allegedly-discussed-bribery-
scheme-during-video-conference-calls/) to prosecute Cognizant Technology

Solutions Corp., a New Jersey-based outsourcing operations company, on charges it

paid bribes to fast-track the construction of a corporate campus in India. In a letter

https://www.law.com/2019/02/20/cognizant-execs-allegedly-discussed-bribery-scheme-during-video-conference-calls/
https://www.justice.gov/criminal-fraud/file/1132666/download
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(https://www.justice.gov/criminal-fraud/�le/1132666/download) to Cognizant, the

Justice Department cited the “existence and the e�ectiveness of the company’s pre-

existing compliance program.”

Cognizant, represented by the law �rms Latham & Watkins and DLA Piper, agreed to

disgorge nearly $20 million in ill-gotten pro�ts as the Justice Department charged two

former executives, including the company’s former chief legal o�cer, with authorizing a

$2 million bribe payment.

Last year, the Justice Department extended across the criminal division a policy for

rewarding companies that voluntarily self-disclose misconduct, cooperate with the

investigation and bolster their compliance programs to prevent future wrongdoing. The

policy had originally applied speci�cally to cases involving violations of the Foreign

Corrupt Practices Act, a federal law prohibiting bribery meant to build business

overseas.

In October, Benczkowski issued
(https://www.law.com/nationallawjournal/2018/10/12/dojs-new-compliance-
monitor-guidance-accounts-for-burdens-on-companies/) separate guidance that

was viewed as likely to curtail settlement agreements requiring companies to hire

outside monitors to ensure their compliance with federal laws. That guidance, urging

prosecutors to consider the “projected costs and burdens” of such an outside monitor,

directed Justice Department lawyers to take stock of a company’s compliance program

at the time of a settlement.

In his remarks Tuesday, Benczkowski sought to dispel the notion that the policy would,

as he put it, “spell the death of monitorships.”

“By now, you should all realize that this is not true,” he said.

“Put simply, this guidance was not meant to do away with monitors—it was meant to

focus our prosecutors’ determination on the appropriate factors so that monitors are

imposed only where necessary and under the terms and scope that is appropriate for

https://www.justice.gov/criminal-fraud/file/1132666/download
https://www.law.com/nationallawjournal/2018/10/12/dojs-new-compliance-monitor-guidance-accounts-for-burdens-on-companies/
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that given case,” he said.

Benczkowski pointed to a pair of settlements within the past two months, both

resolving allegations of foreign bribery, in which the Justice Department imposed a

monitor because the companies’ compliance programs had not been fully tested at the

time of the resolution.

The guidance released Tuesday re�ected also the Justice Department’s increased desire

to provide compliance training to prosecutors. As Benczkowski spoke in Dallas at the

Ethics and Compliance Initiative 2019 Annual Impact Conference, the Justice

Department was holding an all-day training in Washington for federal prosecutors, with

representatives of the U.S. Securities and Exchange Commission and other agencies

among the nearly 200 in attendance. The training sessions were led by top o�cials

from the fraud and money laundering sections of the Justice Department’s criminal

division.

“In October of last year,” Benczkowski said, “I announced that we would be

implementing training programs across the criminal division to enhance our

prosecutors’ understanding of compliance.”

“I am proud to report that as I speak here today the �rst such training is taking place in

Washington, “ he added.
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I. INTRODUCTION

Civil and criminal liability for health care companies and their
representatives is a continuing and growing threat. While organized health
care fraud (particularly in the Medicare area) is a well-known problem,'
legitimate health care organizations increasingly face criminal and civil
exposure due to various factors, including increased enforcement of complex
federal regulations and improper actions by companies whose representatives
are tempted to cut comers due to shrinking margins and increased competition
in the industry.

Daily headlines demonstrate this increased scrutiny. For example, on
March 31, 1999, both the Miami Herald and the Wall Street Journal reported
that Olsten Corp., one of the nation's largest providers of home health care
and a manager of several Florida home health agencies owned by
Columbia/HCA Healthcare Corp., had reached a $61 million settlement with
the U.S. Department of Justice. The settlement further provided that one of
Olsten Corp.'s entities, Kimberly Home Health Care, would plead guilty to
Medicare fraud charges.2 That same day, the Wall Street Journal reported that
federal health care investigators had served a subpoena for Medicare records

* Marcos D. Jimdnez is a partner in the Miami office of the law firm of White & Case LLP. His
practice is devoted to complex commercial litigation and white-collar criminal defense. He is also a
member of the Board of Trustees of Baptist Health Systems, Inc., a not-for-profit company that controls
four South Florida hospitals and other heath care entities.

** B.F.A. 1992, Ohio University; J.D. 1999, University of Miami School of Law. Associate, White
& Case LLP.

I In 1993, the Attorney General designated Health Care Fraud as a top priority. Since then,
Medicare fraud cases have increased each year.

2 OIsten Reaches $61 Million Settlement, WML ST. JOURNAL, Mar. 31, 1999 at B7; Olsten to
Settle Inquiries with $61M, MIAMI HERAld, Mar. 31, 1999, at IC.
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upon Centennial HealthCare Corp. in connection with an investigation of
potential improper claims for Medicare payments. Centennial HealthCare
Corp.'s stock plummeted immediately by 46%.'

Of course, a company's exposure to criminal, civil, and administrative
penalties can never be eliminated entirely. It can be substantially reduced,
however, through the development and implementation of a compliance
program. Such programs have become a requirement of prudent corporate
management because the institution and operation of an effective program can
prevent violations of the law in the first instance, and if the program's
preventative function somehow fails it can reduce the penalties imposed in a
criminal, administrative, or civil proceeding. In short, compliance programs
are an honest corporation's best hope to prevent violations and to limit
exposure if a problem has occurred.

The existence of such a program is an essential component of lenity in the
sentencing of organizations under the United States Sentencing Guidelines
("Sentencing Guidelines").4 Further, the Office of Inspector General ("OIG")
of the Department of Health and Human Services ("HHS") has announced that
it will consider the existence of an effective compliance program that pre-
dates any governmental investigation when addressing the appropriateness of
administrative penalties.5

This article examines three subject areas. First, it presents the basic
requirements of an effective health care compliance program. Second, the
article reviews the benefits of instituting an effective health care compliance
program. Finally, the article examines how corporate compliance programs
work in practice.

I. BASICS OF A HEALTH CARE COMPLIANCE PROGRAM

The Sentencing Guidelines set forth seven elements for an effective
compliance program: (1) the establishment of standards and procedures that
are reasonably capable of reducing the prospect of criminal conduct; (2) the
assignment of specific individuals to oversee compliance with such standards
and procedures; (3) the exercise of due care so that individuals with a
propensity to engage in illegal activities do not have substantial discretionary
authority within the organization; (4) the communication of the compliance
standards and procedures to all employees/agents; (5) the establishment of
systems, such as monitoring, auditing, and reporting systems, that enable the

3 Centennial Health Care Inc. Subpoenaed for Nursing-Home Medicare Records, WALL ST.
JOURNAL, Mar. 31, 1999, at B7.

4 See U.S.S.G. § 8A1.2.
5 OIG's Compliance Program Guidelines for Hospitals, at n.2.
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organization to achieve compliance with its standards; (6) the consistent
enforcement of such standards through appropriate disciplinary mechanisms;
and (7) appropriate response and preventive mechanisms once an organization
discovers a violation.6 The Sentencing Guidelines explain that the precise
actions necessary for a company to have an effective program depend upon
several factors, including: the size of the organization, the likelihood that
certain offenses may occur because of the nature of its business, and the prior
history of the entity.

In the health care industry, uniform standards and practices for
compliance programs for health care organizations as a whole have not arisen
due largely to the diversity of the health care industry. The OIG, however, has
developed compliance program guidelines for hospitals,7 which set forth
specific elements that hospitals should consider when developing and
implementing a compliance program. In addition, the OIG has developed a
Model Compliance Plan for Clinical Laboratories, which OIG initially
released in February 1997 and substantially revised on August 4, 1998. 9

Recently, the OIG released its Compliance Program for Home Health
Agencies,"0 which, like its predecessors for hospitals and clinical laboratories,
is not a compliance program itself, but sets forth guidelines that home health
agencies should consider and follow in implementing a compliance program.
The OIG has also developed compliance plan guidelines for third party billing
companies." Furthermore, while the federal government has not issued
compliance program guidelines for managed care organizations (such as
HMOs), the OIG has issued Compliance Program Guidance for the Medicare
+ Choice program. 2 Most recently, the OIG published compliance plan
guidelines for nursing facilities, hospices, and the durable medical equipment
("DME") industry." Finally, on September 8, 1999, OIG published a notice

6 See U.S.S.G. § 8A1.2 (k)(1-7).

The Office of the Inspector General's Compliance Program Guidance for Hospitals, February
1998 ("OIG Compliance Guidance for Hospitals").

8 OIG hastens to add that given the diversity within the industry, there is no single "best" hospital
compliance program, and the guidelines are not in and of themselves a compliance program. OIG
Compliance Guidance for Hospitals at 4.

9 Revised Model Compliance Program for Clinical Laboratories, August 4, 1998. Access to the
program can be found in the Federal register notices located at www.access.gpo.gov/nara.

10 Publication of the OIG Compliance Program Guidance for Home Health Agencies, 63, No. 152,
Fed. Reg. 42,410 (1998) (to be codified at 63 C.F.R. § 42,410).

1 OIG Compliance Program Guidelines for Third-Party Medicaid Billing Companies, OIDG
website, http'J/www.hhs.gov/progorg/OIG/modcomptthirdparty.htm.

12 OIG Compliance Program Guidance of Medicare + Choice Organizations, OIDG website,

<httpJ/www.hhs.gov/progorglOIGmodcomp.>
13 Publication of the Compliance Program Guidance is at the OIDG website,

<httpJ/www.hhs.gov/progorg/OIG/modcomp.>
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in the Federal Register seeking comment regarding future OIG compliance
program guidelines for individual physicians and small group practices. 4

Obviously, hospitals, clinical laboratories, nursing facilities, hospices,
home health agencies, DME companies, and third-party billing companies
should carefully consider and incorporate the main elements of existing or
future OIG compliance guidelines when crafting or revising their compliance
programs. However, all health care organizations should have a compliance
program, even if the federal government has not issued compliance program
guidelines for their particular area of business." In developing their
compliance programs, these health care organizations should consider the
general principles contained in existing OIG compliance program guidelines
for other health care organizations such as hospitals and home health agencies,
as well as any specific fraud alerts, fraud settlements, and work plans issued
by OIG for the type of health care business involved. Health care
organizations should also consult industry associations, peer groups, clients,
and employees in developing a compliance plan. Of course, the organization
should also consult with consultants or other compliance experts.' 6

The OIG guidance for hospitals contains basic elements that all health
care organizations should consider, including: the (1) development and
distribution of written compliance policies identifying specific areas of risk
to the hospital (or health care organization); 7 (2) development of standards of
conduct for all employees/agents; (3) communication of such policies and
standards to all employees/agents and independent contractors affected by
them; (4) designation of, and the supervision of the program by, a chief
compliance officer and compliance committee; (5) the development of a

14 Id. The OIG has promised to publish similar notices for development of all future compliance
guidelines on the OIG's website at httpJ/www.hhs.gov/progorg/OIG.

1s Indeed, recently, on February 1, 1999, Deputy Attorney General Eric H. Holder, Jr., in remarks
to the American Hospital Association ("AHA"), suggested that the AHA "take the lead in developing a[n]
...industry-wide compliance initiative for the health care industry," consistent with the federal
government's desire that all healthcare organizations have a compliance program. June Gibbs Brown, the
HHS Inspector General, also has proclaimed that, regardless of the type of industry or size of organization,
compliance programs should be designed and implemented by all health care providers.

16 A health cae organization must recognize and account for the differences between its area of
business and relevant laws, on the one hand, and the business of and laws applicable to the types of health
care businesses for which the government has developed compliance program guidelines.

1 The OIG has identified 18 risk areas of particular concern for hospitals, including billing for
items or services not actually rendered, providing medically unnecessary services, double billing, financial
arrangements between hospitals and hospital-based physicians, false cost reports, hospital incentives
violating the anti-kickback statute or similar laws, joint ventures and patient dumping. With respect io
several of these risk areas, the compliance guidelines for hospitals provide very specific guidance. For
example, the guidelines set forth policies and procedures for accurate and proper billing and claims for
reimbursement or payment.

[Vol. 7:503
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records retention and storage system; (6) incorporation of commitment to
compliance as a factor in the evaluation of supervisors and managers; (7)
effective training and education of hospital personnel as to compliance
standards and applicable laws; (8) development of effective lines of
communication between the compliance officer and hospital (or health care
organization) personnel; (9) effective disciplinary action for failure to comply
with the compliance program's standards of conduct; (10) ongoing evaluation
of compliance through auditing and monitoring; and (11) prompt investigation
and correction of problems detected through the compliance program.

Regardless of the type of health care organization involved, the hallmark
of an effective compliance program is the development of standards and
procedures that are reasonably capable of reducing the prospect of criminal
conduct. This is the key to developing and tailoring an "effective" compliance
program for particular health care organizations. To establish such standards,
the drafter of the compliance program must consider the laws applicable to the
particular health care organization in question.

Perhaps a good place for the health care practitioner to start this process
would be to consider the Health Care Model Compliance Manual developed
in October 1997 by NHLA/AAHA, Inc., the entity that resulted from the
combination of the National Health Lawyers Association and the American
Academy of Healthcare Attorneys of the American Hospital Association. 8

The Health Care Model Compliance Manual has identified the following laws
as potentially applicable to a healthcare organization: (1) the Health Insurance
Portability and Accountability Act of 1996 ("HIPAA"); 9 (2) the False Claims
Act (31 U.S.C. § 3729); (3) criminal false claims relating to Medicare/
Medicaid (42 U.S.C. § 1320a-7b(a)); (3) the Anti-Kickback statute (42 U.S.C.
§1320a-7b(b)); (4) Physician Self-Referral (Stark) prohibitions (42 U.S.C.
§ 1395nn); (5) permissive and mandatory exclusion (42 U.S.C. § 1320a-7); (6)
Civil Monetary Penalty Law (42 U.S.C. § 1320a-7a); (8) Payment Suspension
(42 C.F.R. §405.370); and (9) the Racketeer Influenced and Corrupt
Organizations Act ("RICO") (18 U.S.C. § 1964).

is NHLAJAAHA can be contacted through its website, http./www.healthlawyers.org.
19 HIPAA established four programs designed to implement federal fraud enforcement priorities:

(1) the Fraud and Abuse Control Program; (2) the Medicare Integity Program; (3) the Beneficiary Incentive
Program; and (4) the Health Cam Fraud and Abuse Data Collection Program. 29 C.F.R. 2590.736. HIPPA
created several new criminal offenses, including healthcare fraud (18 U.S.C. §1347), embezzlement of
healthcare funds (18 U.S.C. §669) and false statements relating to healthcare (18 U.S.C. §1035). HIPPA
also significantly modified the Civil Monetary Penalties Law, 42 U.S.C. § 1320a-7a, adding new prohibited
practices, including: (1) engaging in a pattern of upcoding; and (2) engaging in a pattern of claiming
medically unnecessary services, among others.
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I. BENEFITS OF A HEALTH CARE COMPLIANCE PROGRAM

The Guidelines incentivize companies to establish corporate compliance
and monitoring systems. Furthermore, the dangers posed by inadequate
compliance procedures serve as additional motivation for companies to police
themselves.

A corporation's failure to institute a compliance program may constitute
a breach of the corporation's (or its directors') fiduciary obligations. In In re
Caremark International Inc. Derivative Litigation,' shareholders of Caremark
brought a lawsuit against the corporation to recover damages as a result of the
corporation's fraudulent activities, which caused losses to the corporation and
diminished the value of its shares. In discussing the directors' liability for
failure to monitor the functions of the corporation, the Caremark court stated
that a corporation should assure itself that information and reporting systems
in the form of corporate compliance plans are in place so the directors can
reach informed judgments about the entity's compliance with law and its
business performance.

In suggesting a legal duty to have a corporate compliance plan in place for
health care providers, the court noted that the level of detail of the plan is a
question for business judgment. The court ultimately held that the failure to
implement a compliance program could render a director liable for losses
caused by the noncompliance with applicable legal standards. The Caremark
case instructs that a professional health care Corporation has a legal duty to
implement a compliance plan and could be liable to shareholders for any
losses that result from the absence of a compliance plan. Thus, after
Caremark, health care corporations have even greater incentives to ensure that
they establish and maintain adequate compliance and oversight programs.
Under the reasoning of Caremark and the Sentencing Guidelines, the presence
or absence of a comprehensive compliance program can have a profound
effect on a corporation's or its directors' liability in both civil and criminal
Cases.

The benefits of effective programs have been heralded many times: they
set a positive corporate tone, they deter employee misconduct, they help
insulate corporate officers and directors from civil liability, they can
substantially reduce a company's fine in the event of a criminal conviction -
and perhaps the ultimate benefit is that they can provide defense counsel with
powerful ammunition to persuade prosecutors or regulators to decline to file
charges. In the style of David Letterman, Lewis Morris, the Assistant

2 698 A.2d 959 (Ct. Chanc. Del. 1996).
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Inspector General for Legal Affairs of HHS recently prepared a document
entitled "Top 10 Reasons to Implement a Compliance Program." The "Top
10" according to Morris are:

1. Adopting a compliance program concretely demonstrates to the
community at large that a provider has a strong commitment to
honesty and responsible corporate citizenship.

2. Compliance programs reinforce employees' innate sense of right
and wrong.

3. An effective compliance program helps a provider fulfill its legal
duty to government and private payors.

4. Compliance programs are cost-effective.
5. A compliance program provides a more accurate view of

employee and contractor behavior relating to fraud and abuse.
6. The quality of care provided to patients is enhanced by an

effective compliance program.
7. A compliance program provides procedures to promptly correct

misconduct.
8. An effective compliance program may mitigate any sanctions

imposed by the Government.
9. Voluntarily implementing a compliance program is preferable to

waiting for the OIG to impose a corporate integrity agreement.
10. Effective corporate compliance programs may protect corporate

directors from personal liability.

Certainly, implementation of an effective compliance program produces
immediate benefits, including:

(1) Prevention of Misconduct. A strong compliance program
serves to detect and provide early warnings before
misconduct develops into a criminal violation. Preventing
even one criminal violation would likely cover the costs of
the compliance program. Moreover, regardless of the
outcome of a criminal investigation, the cost of retaining
defense counsel can be very significant. In the blunt words
of a general counsel of a major corporation, "any company
that thinks it has no realistic chance of criminal indictment is
living in a fantasy world. 21

21 The Criminalization of the American Corporation, 1 CORP. CoNDuCr Q., Winter 1991, at 4.
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(2) Effect on Prosecutorial Decisions. It is naive to expect that
a compliance program will prevent all violations. However,
if a company has in good faith tried to meet applicable legal
standards and exercised due diligence to prevent violations,
it may well be able to make a convincing argument to
prosecutors that it should be spared prosecution. An
effective compliance program helps convince prosecutors
that there are other candidates in the business world who are
more appropriate targets for prosecutorial guns.

(3) Penalty Mitigation. Under the Sentencing Guidelines, a
company can receive benefits as a result of its effective
compliance program. If the company discloses any violations
upon discovery and cooperates with the prosecution, the
company may earn a substantial reduction of any fine. In the
event of civil litigation, a company may be able to convince
a judge or jury that it is a responsible corporate citizen that
should not feel the lash of either compensatory or punitive
damages.

(4) Avoidance of Imposed Compliance Plans. A company with
no compliance program invites the court to impose one as a
condition of probation in any criminal case. It also invites
OIG to impose one as part of a corporate integrity agreement,
which OIG will require from companies wishing to avoid
exclusion from federal health care programs. A company
should not have to face the prospect of supervision by an
appointed probation officer, or OIG, in the development and
implementation of the program.

(5) Reputation. A well-designed and effective compliance
program can have benefits outside the legal system. Having
a reputation as fair and honest can enhance employee morale
and aid in recruiting the brightest and best employees.

In addition to the above listed benefits, a hospital may gain numerous
additional benefits by implementing an effective compliance program. Such
programs make good business sense in that they help a hospital fulfill its
fundamental care-giving mission to patients and the community, and assist
hospitals in identifying weaknesses in internal systems and management.
Other important benefits include the ability to: (1) demonstrate to employees
and the community the hospital's strong commitment to be an honest and

[Vol. 7:503
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responsible provider; (2) provide a more accurate view of employee and
contractor fraud and abuse; (3) help personnel make sound decisions; (4) tailor
a compliance program to the hospital's specific needs; (5) improve the quality
of patient care; (6) create a centralized source for distributing information on
health care statutes, regulations, and other fraud and abuse issues including
changes in government requirements; (7) encourage employees to report
potential problems and concerns internally, rather than externally, which may
reduce government investigations; (8) implement procedures to allow prompt
investigation of alleged misconduct by corporate officers, managers,
employees, independent contractors, physicians and consultants; and (9)
initiate appropriate and immediate corrective action.22

IV. PRACTICAL EFFECTS AND DIFFICuLTIES OF CORPORATE
COMPLIANCE PROGRAM

Notwithstanding the clear benefits of compliance programs, many big and
small companies face recurring problems in implementing them. These
problems often surface during regulatory and prosecutorial investigations
involving alleged corporate misconduct. Once a compliance program has been
established, practical difficulties with respect to voluntary disclosure may
arise. Additionally, some complain that compliance officers have been forced
into roles akin to an independent counsel within the corporation, pledging
their loyalty not to the corporation but to government enforcement agencies.
As a further difficulty, many are concerned that information learned by
compliance officers is not protected by the attorney-client privilege, thus
preventing the informed and knowing disclosures that privilege protection
affords.

Some other real-world problems which can plague a company include: (1)
the chief compliance officer failing to regularly communicate with the board
of directors; (2) the company undergoing a merger or acquisition and failing
to revise its policies to reflect the new entity or entities, or their compliance
needs; (3) discipline not being uniformly enforced; (4) in drafting a code of
conduct and compliance policies, the 'borrowing' of a compliance template
from another company and 'cutting and pasting' a new policy; (5) the
company failing to document its compliance program efforts; (6) the
company's failure to record that employees have received training and read
the code of conduct and compliance policies; and (7) company failure to
regularly re-evaluate and revise the compliance program.

2 OIG's COMPLIANCE PROGRAM GUIDANCE FOR HOSPITALS, at 861.
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Regardless of the problems in creating and implementing an effective

compliance program, it is important not to wait to develop a compliance plan

until it is too late. Under the Sentencing Guidelines, the courts can require

companies that do not have an effective compliance program to craft and

implement one as part of their sentence. The sentencing phase of a criminal

case is not the ideal time to create a compliance program, particularly if your

company is under the watchful eye of a compliance monitor and has to pay a

substantial fine. In addition, on the civil and administrative side, the OIG may

require a health care provider to establish a corporate integrity plan, usually

following an investigation or audit, that may last for years under the oversight

of the 01G.23 Failure to adhere to a corporate integrity plan may result in

exclusion of the provider.
It is essential that providers institute an effective corporate compliance

program that establishes the company's ethical and legal policies and the

compliance standards that are expected from all employees. Today an

effective corporate compliance program is the industry standard. Any health

care provider that operates below industry standards will lose its competitive

edge and will expose itself to substantial penalties.

2 According to a recent Semiannual Report of the 01G. for the period from April 1, 1998 to

September 30, 1998, OIG reported 3,021 exclusions of individuals and entities for fraud or abuse of the

federal health care programs and/or their beneficiaries, 261 convictions of individuals or entities that

engaged in crimes against departmental programs, and 927 civil actions.
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Deputy Attorney General 

SUBJECT: 	 Individual Accountability for Corporate Wrongdoing 

Fighting corporate fraud and other misconduct is a top priority of the Department of 

Justice. Our nation ' s economy depends on effective enforcement of the civil and criminal laws 

that protect our financial system and, by extension, all our citizens. These are principles that the 

Department lives and breathes- as evidenced by the many attorneys, agents, and support staff 

who have worked tirelessly on corporate investigations, particularly in the aftermath of the 

financial crisis. 

One of the most effective ways to combat corporate misconduct is by seeking 

accountability from the individuals who perpetrated the wrongdoing. Such accountability is 
important for several reasons: it deters future illegal activity, it incentivizes changes in corporate 

behavior, it ensures that the proper parties are held responsible for their actions, and it promotes 

the public's confidence in our justice system. 



There are, however, many substantial challenges unique to pursuing individuals for 
corporate misdeeds. In large corporations, where responsibility can be diffuse and decisions are 

made at various levels, it can be difficult to determine if someone possessed the knowledge and 
criminal intent necessary to establish their guilt beyond a reasonable doubt. This is particularly 
true when determining the culpability of high-level executives, who may be insulated from the 
day-to-day activity in which the misconduct occurs. As a result, investigators often must 
reconstruct what happened based on a painstaking review of corporate documents, which can 
number in the millions, and which may be difficult to collect due to legal restrictions. 

These challenges make it all the more important that the Department fully leverage its 
resources to identify culpable individuals al all levels in corporate cases. To address these 
challenges, the Department convened a working group of senior attorneys from Department 
components and the United States Attorney community with significant experience in this area. 
The working group examined how the Department approaches corporate investigations, and 
identified areas in which it can amend its policies and practices in order to most effectively 

pursue the individuals responsible for corporate wrongs. This memo is a product of the working 
group's discussions. 

The measures described in this memo arc steps that should be taken in any investigation 
of corporate misconduct. Some of these measures are new, while others reflect best practices 
that are already employed by many federal prosecutors. Fundamentally, this memo is designed 
to ensure that all attorneys across the Department are consistent in our best efforts to hold to 
account the individuals responsible for illegal corporate conduct. 

The guidance in this memo will also apply to civil corporate matters. In addition to 
recovering assets, civil enforcement actions serve to redress misconduct and deter future 
wrongdoing. Thus, civil attorneys investigating corporate wrongdoing should maintain a focus 
on the responsible individuals, recognizing that holding them to account is an important part of 

protecting the public lisc in the long term. 

The guidance in this memo reflects six key steps to strengthen our pursuit of individual 
corporate wrongdoing, some of which reflect policy shifts and each of which is described in 
greater detail below: (l) in order to qualify for any cooperation credit, corporations must provide 
to the Department all relevant facts relating to the individuals responsible for the misconduct; 
(2) criminal and civil corporate investigations should focus on individuals from the inception of 
the investigation; (3) criminal and civil attorneys handling corporate investigations should be in 

routine communication with one another; ( 4) absent extraordinary circumstances or approved 
departmental policy, the Department will not release culpable individuals from civil or criminal 
liability when resolving a matter with a corporation; (5) Department attorneys should not resolve 
matters with a corporation without a clear plan to resolve related individual cases, and should 

2 




memorialize any declinations as to individuals in such cases; and (6) civil attorneys should 

consistently focus on individuals as well as the company and evaluate whether to bring suit 

against an individual based on considerations beyond that individual's ability to pay. 1 

I have directed that certain criminal and civil provisions in the United States Attorney's 

Manual, more specifically the Principles of Federal Prosecution of Business Organizations 

(USAM 9-28.000 el seq.) and the commercial litigation provisions in Title 4 (USAM 4-4.000 et 

seq.), be revised to reflect these changes. The guidance in this memo will apply to all future 

investigations of corporate wrongdoing. It will also apply to those matters pending as of the elate 

of this memo, to the extent it is practicable to do so. 

1. 	 To be eligible for anv cooperation credit, corporations must provide to the Department 
all relevant facts about the individuals involved in corporate misconduct. 

In order for a company to receive any consideration for cooperation under the Principles 

of Federal Prosecution of Business Organizations, the company must completely disclose to the 

Department all relevant facts about individual misconduct. Companies cannot pick and choose 

what facts to disclose. That is, to be eligible for any credit for cooperation, the company must 

identify all individuals involved in or responsible for the misconduct at issue, regardless of their 

position, status or seniority, and provide to the Department all facts relating to that misconduct. 

If a company seeking cooperation credit declines to learn of such facts or to provide the 

Department with complete factual information about individual wrongdoers, its cooperation will 

not be considered a mitigating factor pursuant to USAM 9-28.700 el seq. 2 Once a company 

meets the threshold requirement of providing all relevant facts with respect to individuals, it will 

be eligible for consideration for cooperation credit. The extent of that cooperation credit will 

depend on all the various factors that have traditionally applied in making this assessment (e.g., 

the timeliness of the cooperation, the diligence, thoroughness, and speed of the internal 

investigation, the proactive nature of the cooperation, etc.). 

This condition of cooperation applies equally to corporations seeking to cooperate in civil 

matters; a company under civil investigation must provide to the Dcpaiiment all relevant facts 

about individual misconduct in order to receive any consideration in the negotiation. For 

1 The measures laid out in this memo are intended solely to guide attorneys for the government in 
accordance with their statutory responsibilities and federal law. They are not intended to, do not, 
and may not be relied upon to create a right or benefit, substantive or procedural, enforceable at 
law by a party to litigation with the United States. 

2 Nor, if a company is prosecuted, will it support a cooperation-related reduction at sentencing. 
See U.S.S.G. USSG § 8C2.5(g), Application Note 13 ("A prime test of whether the organization 
has disclosed all pertinent information" necessary to receive a cooperation-related reduction in 
its offense level calculation "is whether the information is sufficient ... to identify ... the 
individual(s) responsible for the criminal conduct"). 
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example, the Department's position on "full cooperation" under the False Claims Act, 31 U.S.C. 
§ 3729(a)(2), will be that, at a minimum, all relevant facts about responsible individuals must be 
provided. 

The requirement that companies cooperate completely as to individuals, within the 
bounds of the law and legal privileges, see USAM 9-28.700 to 9-28.760, docs not mean that 
Department attorneys should wait for the company to deliver the information about individual 
wrongdoers and then merely accept what companies provide. To the contrary, Department 
attorneys should be proactivcly investigating individLtals at every step of the process - before, 
during, and after any corporate cooperation. Department attorneys should vigorously review any 
information provided by companies and compare it to the results of their own investigation, in 
order to best ensure that the information provided is indeed complete and docs not seek to 
minimize the behavior or role of any individual or group of individuals. 

Department attorneys should strive to obtain from the company as much information as 
possible about responsible individuals before resolving the corporate case. But there may be 
instances where the company's continued cooperation with respect to individuals will be 
necessary post-resolution. In these circumstances, the plea or settlement agreement should 
include a provision that requires the company to provide information about all culpable 

individuals and that is explicit enough so that a failure to provide the information results iu 
specific consequences, such as stipulated penalties and/or a material breach. 

2. 	 Both criminal and civil corporate investigations should focus on individuals from the 
inception of the investigation. 

Both criminal and civil attorneys should focus on individual wrongdoing from the very 

beginning of any investigation of corporate misconduct. By focusing on building cases against 
individual wrongdoers from the inception of an investigation, we accomplish multiple goals. 
First, we maximize our ability to ferret out the full extent of corporate misconduct. Because a 

corporation only acts through individuals, investigating the conduct of individuals is the most 
efficient and effective way to determine the facts and extent of any corporate misconduct. 
Second, by focusing our investigation on individuals, we can increase the likelihood that 
individuals with knowledge of the corporate misconduct will cooperate with the investigation 
and provide information against individuals higher up the corporate hierarchy. Third, by 
focusing on individuals from the very beginning of an investigation, we maximize the chances 

that the final resolution of an investigation uncovering the misconduct will include civil or 
criminal charges against not just the corporation but against culpable individuals as well. 

3. 	 Criminal and civil attorneys handling corporate investigations should be in routine 

communication with one another. 

Early and regular communication between civil attorneys and criminal prosecutors 
handling corporate investigations can be crucial to our ability to effectively pursue individuals in 
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these matters. Consultation between the Department's civil and criminal attorneys, together with 
agency attorneys, permits consideration of the full range of the government's potential remedies 
(including incarceration, fines, penalties, damages, restitution to victims, asset seizure, civil and 

criminal forfeiture, and exclusion, suspension and debarment) and promotes the most thorough 
and appropriate resolution in every case. That is why the Department has long recognized the 
importance of parallel development of civil and criminal proceedings. See USAM 1-12.000. 

Criminal attorneys handling corporate investigations should notify civil attorneys as early 
as permissible of conduct that might give rise to potential individual civil liability, even if 
criminal liability continues to be sought. Further, ifthcre is a decision not to pursue a criminal 
action against an individual - due to questions of intent or burcleu of prool~ for example 
criminal attorneys should confer with their civil counterparts so that they may make an 
assessment under applicable civil statutes and consistent with this guidance. Likewise, if civil 
attorneys believe that an individual identified in the course of their corporate investigation 
should be subject to a criminal inquiry, that matter should promptly be referred to criminal 

prosecutors, regardless of the current status of the civil corporate investigation. 

Department attorneys should be alert for circumstances where concurrent criminal and 
civil investigations of individual misconduct should be pursued. Coordination in this regard 
should happen early, even if it is not certain that a civil or criminal disposition will be the end 
result for the individuals or the company. 

4. 	 Absent extraordinary circumstances, no corporate resolution will provide protection 

from criminal or civil liability for any individuals. 

There may be instances where the Department reaches a resolution with the company 
before resolving matters with responsible individuals. In these circumstances, Department 
attorneys should take care to preserve the ability to pursue these individuals. Because of the 
importance of holding responsible individuals to account, absent extraordinary circumstances or 
approved departmental policy such as the Antitrust Division's Corporate Leniency Policy, 
Department lawyers should not agree to a corporate resolution that includes an agreement to 
dismiss charges against, or provide immunity for, individual officers or employees. The same 
principle holds true in civil corporate matters; absent extraordinary circumstances, the United 
States should not release claims related to the liability of individuals based on corporate settlement 
releases. Any such release of criminal or civil liability clue to extraordinary circumstances must be 

personally approved in writing by the relevant Assistant Attorney General or United States 
Attorney. 
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5. 	 Corporate cases should uot be resolved without a clear plan to resolve related individual 

cases before the statute of limitations expires and declinations as to individuals in such 
cases must be memorialized. 

If the investigation of individual misconduct has not concluded by the time authorization 
is sought to resolve the case against the corporation, the prosecution or corporate authorization 
memorandum should include a discussion of the potentially liable individuals, a description of 
the current status of the investigation regarding their conduct and the investigative work that 
remains to be done, and an investigative plan to bring the matter to resolution prior to the end of 
any statute of limitations period. If a decision is made at the conclusion of the investigation not 
to bring civil claims or criminal charges against the individuals who committed the misconduct, 

the reasons for that determination must be memorialized and approved by the United States 
Attorney or Assistant Attorney General whose office handled the investigation, or their 
designees. 

Delays in the corporate investigation should not affect the Department's ability to pursue 
potentially culpable individuals. While every effort should be made to resolve a corporate matter 
within the statutorily allotted time, and tolling agreements should be the rare exception, in 
situations where it is anticipated that a tolling agreement is nevertheless unavoidable and 

necessary, all efforts should be made either to resolve the matter against culpable individuals 
before the limitations period expires or to preserve the ability to charge individuals by tolling the 
limitations period by agreement or court order. 

6. 	 Civil attorneys should consistently focus on individuals as well as the company and 

evaluate whether to bring suit against an individual based on considerations beyond 
that individual's ability to pay. 

The Department's civil enforcement efforts are designed not only to return government 
money to the public fisc, but also to hold the wrongdoers accountable and to deter future 
wrongdoing. These twin aims - of recovering as much money as possible, on the one hand, and 
of accountability for and deterrence of individual misconduct, on the other - are equally 
important. In certain circumstances, though, these dual goals can be in apparent tension with one 

another, for example, when it comes to the question of whether to pursue civil actions against 
individual corporate wrongdoers who may not have the necessary financial resources to pay a 
significant judgment. 

Pursuit of civil actions against culpable individuals should not be governed solely by 
those individuals' ability to pay. In other words, the fact that an individual may not have 
sufficient resources to satisfy a significant judgment should not control the decision on whether 

to bring suit. Rather, in deciding whether to file a civil action against an individual, Department 
attorneys should consider factors such as whether the person's misconduct was serious, whether 
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it is actionable, whether the admissible evidence will probably be sufficient to obtain and sustain 

a judgment, and whether pursuing the action reflects an important federal interest. Just as our 

prosecutors do when making charging decisions, civil attorneys should make individualized 

assessments in deciding whether to bring a case, taking into account numerous factors, such as 

the individual's misconduct and past history and the circumstances relating to the commission of 

the misconduct, the needs of the communities we serve, and federal resources and priorities. 

Although in the short term certain cases against individuals may not provide as robust a 

monetary return on the Department's investment, pursuing individual actions in civil corporate 

matters will result in significant long-term deterrence. Only by seeking to hold individuals 

accountable in view of all of the factors above can the Department ensure that it is doing 

everything in its power to minimize corporate fraud, and, over the course of time, minimize 
losses to the public fisc through fraud. 

Conclusion 

The Department makes these changes recognizing the challenges they may present. But 

we are making these changes because we believe they will maximize our ability to deter 

misconduct and to hold those who engage in it accountable. 

In the months ahead, the Department will be working with components to turn these 

policies into everyday practice. On September 16, 2015, for example, the Department will be 

hosting a training conference in Washington, D.C., on this subject, and I look forward to further 

addressing the topic with some of you then. 
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The Overdose Detection Mapping Application Program (ODMAP) Overview
Washington/Baltimore High Intensity Drug Trafficking Areas

The Problem

The Center for Disease Control estimates that over 64,000 Americans died from drug overdoses in 2016,

an increase of 123% as compared to 2015. The sharpest increase occurred among deaths related to
fentanyl and fentanyl analogs (synthetic opioids) with over 20,000 overdose deaths. According to the

Florida’s Medical examiner’s 2016 Interim report (Jan-Jun, 2016), Florida has had an increase in overdose
death of 13.9% in comparison to 2015 (Jan-Jun, 2015). Occurrences of fentanyl increased by 98.8% and
deaths caused by fentanyl increased by 139.5% as compared to the same period. 2017 shows a

significant increase in overdose deaths to date, and Florida is investigating tools to deal with this emerging
crisis.

Florida, until recently has lacked consistent methodology to track overdose events in real-time across
jurisdictional boundaries. Without a tool capable of providing this information, law enforcement, emergency

services, and medical treatment facilities are limited to emergency rescues that, at the current rate will
eventually overwhelm community rescue and treatment resources.

The Concept

The High Intensity Drug Trafficking Area (HIDTA) program has recently created a geo-mapping application

entitled “Overdose Mapping” (ODMAP). ODMAP provides real-time overdose surveillance data across
jurisdictional boundaries in support of public safety and health efforts and is used to mobilize an immediate
response to overdose spike activity. ODMAP links first responders on scene to an ArcGIS mapping tool in

order to input and track overdose activity. With this information agencies are able to expedite planning,
conduct integrated community response, and provide strategic analysis across jurisdictions. ODMAP is a

mobile tool, usable in the field or at a data terminals connected to an agency computer aided dispatch
(CAD) system. Participating agencies sign a teaming agreement and then have the ability to upload and
view overdose data onto a geo-map in near real-time.

How it Works

First Responders or emergency medical providers enter data into the system that identifies whether or not
the incident is fatal or non-fatal and whether or not naloxone was administered. No personal identifying

information is collected on the victim or location. Level II users, defined as public health or safety staff are
issued a login credential to enter our secure server to view the map. There are several filtering tools for

analytical purposes and Level II users can elect to receive email notification when an overdose spike,
defined specifically for each county, occurs within a 24-hour period. The spike notification system is
designed to help public health and safety entities mobilize a response to affected areas including treatment

and prevention strategies. Participation is free and encouraged for all relevant agencies within the state.

Early Success

The ODMAP initiative began in January 2017 and has been adopted by several states since. To date,

there are over 100 counties within twenty-two states (AL, FL, GA, IL, IN, KY, MD, MA, MI, MN, NM, NY, NC,

OH, OR, PA, SC, TX, VA, WA, WV, WI) actively entering data and receiving weekly updates and spike

alerts. Over 7,800 overdose incidents have been reported and multiple spike alerts issued in that time.

Legislative Success

Florida entered the ODMAP initiative into the 2017 Florida Statutes, Title XXIX, Public Health, Chapter
401.253 (reporting of controlled substance overdoses), starting with Section (1) (a) and listed the program
as a viable overdose reporting tool for recording and sharing overdose activity and making the data readily

available to law enforcement, public health, fire rescue, and emergency medical service agencies in each
county.

Further Questions OD Mapping Program POC

CPT Nathan Dinger, FLNG-CDP Prevention Coordinator Jeff Beeson Washington/Baltimore HIDTA
nathan.j.dinger.mil@mail.mil jbeeson@wb.hidta.org
904-806-6398 301-489-1734
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ODMAP Teaming Agreements/Users

Alabama
1. Center Point Fire District
2. Alabama Law Enforcement Agency
3. Concord Fire District
4. Shelby County Coroner
5. Alabama Department of Public Health

Delaware
6. Delaware State University PD

Federal
7. SAMHSA
8. ONDCP
9. CDC
10. DEA – Alabama Offices
11. DEA – Baltimore
12. US Coast Guard Sector, Long Island Sound
13. US Coast Guard, First District

Florida
14. Collier County Sheriff’s Office
15. Martin County Sheriff’s Office
16. Miami-Dade County State’s Attorney’s Office
17. Jacksonville Sheriff’s Office
18. Polk County Sheriff’s Office

Georgia
19. Cherokee County 911
20. Doraville PD
21. Fayette County Sheriff’s Office
22. City of Savannah
23. Atlanta Fire and Rescue

HIDTA
24. South Florida HIDTA
25. Atlanta-Carolinas HIDTA
26. Appalachia HIDTA
27. Texoma HIDTA
28. Northern California HIDTA
29. Ohio HIDTA
30. Philly/Camden HIDTA
31. Michigan HIDTA
32. NY/NJ HIDTA
33. North Florida HIDTA
34. Oregon-Idaho HIDTA
35. Midwest HIDTA
36. Southwest Border – New Mexico HIDTA
37. LA HIDTA
38. Chicago HIDTA
39. South Texas HIDTA
40. Northwestern HIDTA
41. North Central HIDTA
42. Indiana HIDTA
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43. Nevada HIDTA
44. North Florida HIDTA
45. Central Florida HIDTA
46. Southwest Board HIDTA – Arizona Region

Illinois
47. Illinois State Police
48. Harvard PD
49. Antioch PD

Kentucky
50. Louisville Metro Emergency Services
51. Louisville Metro PD
52. Lexington County Sheriff’s Office

Maine
53. Maine Information and Analysis Center

Maryland
54. Anne Arundel County Police
55. Anne Arundel County Public Health
56. Kent County Behavioral Health
57. Worcester County Sheriff’s Office
58. Talbot County Health Department
59. Hagerstown Police Department
60. Washington County Sheriff’s Office
61. Talbot County Sheriff’s Office
62. Dorchester County Sheriff’s Office
63. Harford County Sheriff’s Office
64. Caroline County Sheriff’s Office
65. Calvert County Sheriff’s Office
66. Queen Anne’s DES
67. Annapolis PD
68. Howard County PD
69. Harford County Health Department
70. Baltimore County PD
71. St. Mary’s County Sheriff’s Office
72. Maryland State Police
73. Cumberland PD
74. Charles County Sheriff’s Office
75. Hampstead PD
76. Baltimore City PD

Massachusetts
77. Arlington Police Department
78. East Bridgewater Police Department
79. Ashland PD
80. Pepperell PD
81. Beverly PD
82. Whitman PD
83. Wakefield PD
84. Framingham PD
85. Littleton PD
86. Holliston PD
87. Nattick PD

Michigan
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88. Northville Twp. PD
New Jersey

89. Warren County Prosecutor’s Office
90. Middlesex County Prosecutor’s Office
91. Burlington County Prosecutor’s Office
92. Cape May City PD
93. Lyndhurst PD
94. North Wildwood PD

New York
95. Albany Police Department
96. Ithaca PD
97. Johnson City PD
98. Broome County Office of Emergency Services
99. Village of Endicott PD
100. Erie County Central Police Services
101. Cheektowaga PD
102. City of Binghamton PD
103. Orleans County Major Felony Crime TF
104. Orleans County Sheriff’s Office
105. Orleans County Coroner’s Office
106. Orleans County Health Department
107. Buffalo PD
108. Niagara County Sheriff’s Office
109. Big Tree VFC
110. Erie County Dept. of Health
111. Erie County Dept. of Mental Health
112. Town of West Seneca PD
113. Cattaraugus Indian Reservation VFD
114. Erie County Emergency Medical Services
115. Blasdell PD
116. Town of Orchard Park PD
117. Town of Eden Police
118. Town of Evans PD
119. Lake Plains Community Care Network
120. City of Olean PD
121. Erie County Sheriff’s Office
122. Greece Police Department
123. Depew PD
124. Wyoming County Sheriff’s Office
125. Nassau County PD
126. SUNY Buffalo University Police
127. Westchester County District Attorney’s Office – Westchester Intelligence Center
128. The Addiction Center of Broome County
129. Washington County Sheriff’s Office
130. Erie Crime Analysis Center
131. Chautauqua County Dept. of Health and Human Services

North Carolina
132. Forsyth County Emergency Services
133. Forsyth County Sheriff’s Office
134. Fayetteville PD

Ohio
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135. Adena Police Department
136. Smithfield Police Department
137. Vermillion PD
138. Wellington PD
139. Perrysburg PD
140. Warren PD
141. Lucas County Sheriff’s Office
142. Franklin County Drug Task Force
143. Lorain PD
144. Parma PD
145. Cleveland PD
146. Fairfield-Hocking-Athens Major Crimes Unit
147. Montgomery County Sheriff’s Office
148. Franklin County Coroner’s Office
149. Cuyahoga Falls PD
150. North Ridgeville PD
151. Lakewood PD
152. Ashtabula County Sheriff’s Office
153. Rocky River PD
154. Ashtabula PD
155. Columbus PD
156. Jefferson PD
157. Cuyahoga County Sheriff’s Office
158. Conneaut PD
159. Wyandot County Major Crimes Task Force
160. Broadview Heights Police Department
161. Greene County ACE Task Force
162. Geneva On the Lake PD
163. Ohio State Highway Patrol
164. Cleveland Metro Parks PD

Oregon
165. Oregon Dept. of Justice
166. Milwaukie PD
167. Gladstone PD
168. Canby PD
169. Molalla PD
170. Lake Oswego PD
171. American Medical Response
172. Canby Fire District
173. Clackamas Fire District
174. Clackamas County HHS

Pennsylvania
175. Washington County Dept. of Public Safety
176. Philadelphia Police Department
177. Philadelphia Dept. of Public Health

South Carolina
178. Richland County Sheriff’s Department
179. Columbia Police Department
180. Charleston County Sheriff’s Office

Washington
181. Suquamish PD
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182. Kennewick PD
183. Novi PD
184. Snohomish County

West Virginia
185. Jefferson County Sheriff’s Office
186. City of Martinsburg
187. Berkeley County Emergency Ambulance Authority
188. Berkeley County Government
189. Shepherdstown Fire Department
190. Jefferson County Emergency Communications
191. Ohio County Sheriff’s Office
192. West Liberty Volunteer Fire Department
193. Wheeling-Ohio County Homeland Security
194. Wheeling Police Department
195. Brooke County Sheriff’s Office
196. Wheeling Fire Department
197. Wheeling-Ohio County Health Department
198. Glen Dale Police Department
199. Sisterville General Hospital
200. Ohio Valley Medical Center
201. Jefferson County Health Department
202. South Charleston Fire Department
203. City of Bluefield PD
204. West Virginia State Police
205. Wood County Sheriff’s Office

Virginia
206. Alexandria PD
207. Alexandria Dept. of Community and Human Services
208. Hampton Police Division
209. Fauquier County Sheriff’s Office
210. Alexandria Health Department
211. Alexandria Fire Department
212. Richmond PD
213. Henrico PD

Other
214. Institute for Research Education and Training in Addictions (IRETA)





Addiction Recovery Medical Home -
Alternative Payment Model

Incentivizing Recovery. Not Relapse.

Drug overdoses have become the leading cause of death in America for those under 50,

while addiction to alcohol remains even more prevalent than opioids. The death toll

continues to rise in spite of the existence of a more than $35 billion industry

attempting specialty addiction treatment today. The problem is our health care

systems have largely deployed an acute infectious disease-like response to what is

definitively a chronic health problem. Or worse, many mainstream healthcare

institutions haven’t responded at all.

The landmark Surgeon General’s Report on Alcohol, Drugs, and Health, Facing

Addiction In America, synthesizes decades of research and clear protocols about

what works in intervention, treatment, and recovery support. The report includes a

robust call-to-action to integrate and coordinate addiction health services across a

long-term continuum of care similar to other chronic disease models.

The Addiction Recovery Medical Home Alternative Payment Model (ARMH-APM) is a

consensus learning model developed by dozens of healthcare institutions and

professionals, representing an attempt to establish a structure that promotes the type

of integration and patient care capable of producing improved outcomes for patients,

payers, and health systems by aligning all incentives. This group organized the

Alliance for Recovery-Centered Addiction Health Services (Alliance) to further
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promote the approach, pilot it in various markets, evaluate outcomes, and refine the

model over time.

ADDICTION RECOVERY
MEDICAL HOME
COMPONENTS
The ARMH-APM is built on five key elements that represent its most foundational

principles. The model itself was established in a commercial context and is initially

targeting Medicaid managed care and large employer health plans, with high

deference for adopting payers and providers to develop situation and population-

specific applications.

Element #1 – Payment

At the core of the ARMH-APM is a multi-faceted payment model that carves out

financial resources for addiction treatment and recovery services. The nature of this

payment and its underlying calculation transcend three different often overlapping

phases of a patient’s recovery, beginning with Pre-recovery and Stabilization (less than

30 days), Recovery Initiation and Active Treatment (0-12 months), and Community-

Based Recovery Management (0-5 years).

Element #2 – Quality Metrics

Given the current non-existence of long-term quality measure for substance use

disorders, the Alliance has partnered with the National Committee for Quality

Assurance (NCQA) to pursue the development of quality measures that can more

accurately reflect patient outcomes and performance in the future.

Download - ARMH-APM White Paper
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Element #3 – Integrated Treatment and Recovery Network

Critical to the success of the ARMH-APM is the establishment of a network that wires

key clinical resources with broader community assets that can support the patient’s

multi-year recovery journey. These entities should be contracted with or owned by the

sponsoring risk-bearing provider and operate on common information systems used

to share clinical information and better manage discharges and care transitions.

Element #4 – Care Recovery Team

Team-based care is a critical feature to managing any chronic disease. The ARMH-

APM Care Recovery Team requires a care coordinator, a para-professionally trained

peer recovery coach, behavioral health specialists, licensed counselors, and primary

care professionals. The model establishes engagement protocols and requirements for

the nature of this team’s engagement of the patient, focused on sustaining interaction

and supports through the patient’s recovery journey.

Element #5 – Treatment and Recovery Plan

All recovery-oriented systems of care should be focused on building a patient’s

recovery capital (similar to concepts surrounding of social determents of health). This

capital derived from a myriad of different sources, most of which transcend health care

and focus on various social and economic determinants. The ARMH-APM adopts a

planning structure that includes 12 key recovery dimensions and advances specific

guidelines on structuring treatment and recovery planning in collaboration with the

patient.

MORE RESOURCES

Patient Flow

Diagram
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Within the ARMH-APM framework, providers and payers are

encouraged and incentivized to tailor the approach to the needs of

each patient. That means complete abstinence from all substances

may not be an initial recovery goal for many patients and the care

team is positioned to meet people where they are and move that

patient along a journey toward improved wellness while reducing

emergent risk factors.

ARMH-APM Payment Model Outline

Care Recovery Team Overview

Background Videos
In late 2016, the U.S. Surgeon General issued the seminal report on Alcohol, Drugs,

and Health: Facing Addiction In America. In the report, a call for mainstream health

systems to begin integrating substance use services was afforded an entire chapter.

These background videos were recorded at the launch of this report and provide

additional context on the most current science, and evidence for which the ARMH-

APM is grounded in.
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FACING ADDICTION IN AMERICA SUMMIT

Healthcare Systems - Chapter 6
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Treatment - Chapter 4

Recovery - Chapter 5
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LEARN MORE

PRESS RELEASES AND
NEWS LINKS:
The Addiction Recovery Medical Home As An Alternative

Payment Model
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Press Release: New Healthcare Alliance Launches Alternative

Payment Model for Addiction Recovery – 9/7/18

Time To Change The Way We Fish – Facing Addiction Blog

Modern Healthcare: New payment model targets addiction

recovery

RevCycle Intelligence: New Alternative Payment Model Tackles

Holistic Addiction Recovery

Fierce Healthcare: Healthcare group unveils payment model

aimed at integrating addiction treatment into medical care

U.S. Surgeon General: We need to continue to partner together

& work together to #IncentivizeRecovery

AJMC: New Payment Model Coordinates Addiction Health

Services, Incentivizes Recovery

PYMNTS.COM: Leavitt Partners, Facing Addiction, Remedy

Partners Announce New Payment System

WEBINARS:
10/10/18 – An Alternative Payment Model for Addiction

Recovery
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…

1 in 3 households in American have been directly impacted by a

substance use disorder. Despite the prevalence, other medical

conditions are not surrounded by as much negative public attitudes

and misunderstanding as substance use disorders.

ALLIANCE MEMBERS
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The Addiction Recovery Medical Home - Alternative Payment Model (ARMH-APM) is a consensus

learning model designed by The Alliance For Recovery-Centered Addiction Health Services.
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ADDICTION RECOVERY 
MEDICAL HOME -
ALTERNATIVE PAYMENT MODEL
INCENTIVIZING RECOVERY. NOT RELAPSE.
CONSENSUS LEARNING MODEL DESIGNED BY THE ALLIANCE 
FOR RECOVERY-CENTERED ADDICTION HEALTH SERVICES
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BACKGROUND AND INTRODUCTION
The United States is in the middle of a major public health 
challenge: since 1999, the rate of overdoses involving 
opioids nearly quadrupled. As startling as this number is, 
before, and during this period alcohol-related deaths still 
out-paced opioids. Addiction has now become the leading 
cause of death in America for those under 50. Substance 
use disorders (SUD) have devastating effects on our 
communities and drive enormous inef� ciencies in health 
care. Despite the magnitude of addiction, there is a lack of 
credible consumer and health system-focused information 
about an integrated continuum of care that could stem 
the growing prevalence of this public health challenge. 

Unlike many other chronic conditions — where “standards 
of excellence” inform consumers, health systems, and 
payers about best practices and services that should 
be available —  today’s recovery services are delivered 
through a system often lacking alignment or integrated 
economic structures that incentivize long-term recovery. 
Mental health services are generally not aligned with a 
patient’s physical health and the underlying circumstances 
that may have prompted a recovery journey in the 
� rst place.  Primary care physicians (PCPs) are typically 
not equipped with the tools and resources to facilitate 
sustained treatment and recovery services. Worse 
still, unscrupulous actors are continuing a wholesale 
proliferation of “recovery centers” engaged in a scheme 
to defraud insurance companies. 

If addiction is a chronic disease, our system’s current 
organization does not promote long-term recovery 
and wellness. The human and economic cost for this 
fragmentation and inef� ciency is unsustainable. A vacuum 
exists for both health systems and patients as to what is 
the “gold standard” for an integrated, comprehensive 
medical and community response for addiction. In late 
2016, the U.S. Surgeon General issued the seminal report 
on Alcohol, Drugs, and Health: Facing Addiction In America 
(http://addiction.surgeongeneral.gov). In the report, a 
call for mainstream health systems to begin integrated 
substance use services was afforded an entire chapter.

Acute care and intensive clinical settings remain important 
to the composition of our delivery system, but must create 
reasonable and clear pathways to clinically appropriate 

community-based integrated health services. To intervene 
early and help more people recover from addiction, 
we need to shift from a short-term, episodic treatment 
response to a comprehensive sustained patient-focused 
solution that traverses the health care continuum and 
provides effective primary and secondary prevention 
efforts, clinical treatment, and ongoing recovery support 
services for individuals and families. Such care should be 
evidence-based, incorporate all relevant clinical disciplines, 
and unequivocally and compassionately place the patient 
at the center. The aspiration here is for the development 
of a model that goes beyond stabilization to a 
biopsychosocial sustained model of recovery management 
comparable to the management standards and protocols 
for physical chronic disease. 

The underlying philosophy guiding this approach is one of 
sustained recovery management as a means of organizing 
addiction treatment and recovery support services 
to enhance early pre-recovery engagement, recovery 
initiation, long-term recovery maintenance, and the quality 
of personal/family life in long-term recovery [1].  

We have evidence that informs us what works in recovery. 
We have the talent to grow/build a workforce to encircle 
patients in advancing their recovery. We have an evolving 
payment culture that is progressively moving � nancial 
accountability closer to the primary care physician and 
the patient. What we require now is unique innovation 
and collaboration to harness these converging forces 
and change the nature of treatment and recovery from 
addiction. A system that incentivizes recovery. Not relapse. 

THE ALLIANCE FOR RECOVERY-CENTERED 
ADDICTION HEALTH SERVICES
In August 2017, Leavitt Partners, Facing Addiction with 
NCADD (The National Council on Alcoholism and Drug 
Dependence), and a community of private, non-pro� t, 
and public-sector (participating as observers) institutions 
joined in common cause to explore the creation of a 
long-term system of care capable of organizing payment 
and delivery for services more consistent with chronic 
disease management. The Alliance for Recovery-Centered 
Addiction Health Services (Alliance) convened clinical, 
addiction, information technology, primary care, social, 
regulatory, and policy expertise with the collective 
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objective of developing an alternative payment model 
(APM) that corresponds with an  integrated treatment and 
recovery network (ITRN) care model. 

The work of the Alliance has consisted of: 

1. Evaluating the existing evidence-base to identify 
clinical, psychological, and social recovery tenets 
corresponding with higher success in long-term 
recovery. 

2. Establishing a risk-based payment methodology that 
aligns the interests of payers, providers, and patients.  

3. Creating structural requirements for network and 
information integration, care team protocols and 
composition, quality metrics, and patient-centered 
treatment and recovery plans. 

4. Facilitating agreements amongst and between key  
managed care organizations (MCO) and delivery 
system partners to pilot a line of business and 
population-speci� c application of the model. 

Alliance members, volunteer institutional contributors, 
and subject matter experts were deeply engaged and 
involved in this effort, logging hundreds of hours of 
work group meetings, ratifying principles and outputs 
through monthly gatherings. Alliance members approved 
this work product and proudly consented to associate 
their institutional brand with the work. Agreement was 
achieved through consensus-based principles, indicating 
broad support for each element of the model that 
was advanced.The Alliance organized around guiding 
principles that bound the conditions and protocols of our 
work: 

1. Recovery from  substance use disorders (SUD) is a 
process of change whereby individuals achieve SUD 
remission, work to improve their own health and 
wellness, and live a meaningful life in a community of 
their choice while striving to achieve their full potential 
[2]. 

2. Care recovery has three critical, interconnected 
stages: pre-recovery/stabilization, recovery initiation 
and active treatment, and community-based recovery 
management [3]. 

3. Recovery management requires a multi-disciplinary 
care recovery team who can provide the diverse 
biopsychosocial elements of treatment needed and is 
critical in creating optimal conditions for recovery and 
improving personal, family, and community recovery 
capital. 

4. A well-managed and broad continuum of care ranging 
from emergent and stabilizing acute-care settings to 
community-based services and support is essential to 
managing patient needs across the stages of personal 
and family recovery. 

5. Clinical and non-clinical recovery support assets across 
a continuum of care should be integrated, allowing 
for a sharing of patient information, high-functioning 
care transitions, and commensurate clinical and safety 
standards. 

6. Co-morbidities and co-occurring mental health 
challenges must be managed in concert with the 
underlying treatment and recovery of a SUD, with a 
care recovery team facilitating timely and consistent 
feedback and appropriate information sharing within 
the patient-centered medical community. 

7. Recovery support strategies must accommodate and 
support the growing varieties of SUD recovery and 
the broader spectrum of alcohol and other drug 
problem solving experiences. There are no static 
SUD cases, requiring a model suf� ciently malleable 
to accommodate for multiple pathways and styles 
of alcohol and other substance problem resolution, 
including a subclinical focus. I.e., there are multiple 
pathways and styles of SUD problem resolution as 
there are in the resolution of subclinical alcohol and 
other drug problems. 

8. Integrating economic bene� ts and risks between 
payers and the delivery system will promote greater 
accountability and care design to facilitate holistic 
and comprehensive care recovery environment for the 
patient. 

9. SUD recovery is a life-long process, with � ve years of 
sustained substance problem resolution marking a 
point of recovery stability in which risk of future SUD 
recurrence equals the SUD risk within the general 
population [4] [5]. 
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10. A dynamic treatment and recovery plan with the breadth 
and � exibility to engender increased recovery capital 
should be authored in collaboration with the patient, 
the patient’s family, and other key social supports.

The convergence of these principles and the collaborative 
process facilitated by the Alliance has resulted in the   
Addiction Recovery Medical Home (ARMH) model, (ARMH 
APM or ARMH model) an APM engineered to provide 
patients with a long-term, comprehensive, and integrated 
pathway to treatment and recovery. 

The ARMH model assimilates evidenced-based treatment 
and evidence-informed recovery services with a payment 
system that integrates assets and incentives in a way to 
treat addiction like a chronic disease. The model has the 
� exibility to meet providers and patients where they are, 
while honoring chronic disease management principles 
that will improve the coordination and application of care 
and recovery. 

ADDICTION RECOVERY MEDICAL HOME 
(ARMH) MODEL OVERVIEW 
The ARMH model is unique in its scope and transformative 
approach to long-term community-based treatment and 
recovery from SUDs. The ARMH model was established 
with the initial goal of organizing care principles most 
germane to  opioid use disorder (OUD) and alcohol use 
disorder (AUD); however, the underlying principles traverse 
the substance spectrum and are intended to be suf� ciently 
modular to support recovery in other contexts.1 

This document presents the foundational elements of 
the ARMH model in hopes that interested parties can 
adopt the principles in developing patient-centered, 
chronic-disease management programs that improve the 
outcomes for patients seeking recovery from addiction.

1 Note that the Alliance explored whether to extend the principles of 

ARMH to patients with tobacco or nicotine use disorder (NUD), ultimately 

electing to forgo the application. The variation of the clinical resources 

required for substance use disorder was one disqualifying factor. Further, 

the recognition that some patient’s recovery can be hastened by allowing 

for tobacco use as an intermediate step was also considered. While 

controversial, the Alliance gained consensus to proceed without expressly 

including NUD as a key tenet of the ARMH model. 

Additionally, the Alliance intends to pilot the ARMH 
model in two to three markets beginning in 2019. A 
rigorous research methodology will be developed and 
leveraged to study the effects of the model on recovery 
when compared to non-ARMH models of care and to 
study correlations between speci� c model tenets and the 
corresponding outputs. 

The ARMH-APM has deliberate � exibility for various 
operational permutations, permitting pilot partners 
or other interest parties to tailor the model to their 
contracting, resource, and patient needs. While the 
Alliance welcomes and encourages such � exibility, the 
principles and requirements codi� ed in this document 
should be adhered to for basic coordination with ARMH 
principles. 

The � ve foundational elements of the ARMH-APM are as 
follows: 

ELEMENT #1 – PAYMENT
The payment model, which adopts elements of both 
capitated and bundled payments, rewards performance 
based on recovery-linked quality measures. Risk-bearing 
providers have three mechanisms through which they 
assume risk and can achieve a non-traditional payment 
adjustment from the model: 

1. Capitated/Bundled Payments: risk/reward is tied to the 
provision of more integrated and personalized care

2. Quality Achievement Payment: a portion of the 
capitated/bundled payment is tied to achievement of 
successful patient outcomes

3. Performance Bonus: providers may be eligible to share 
in additional savings created from better coordinating 
patient care across all health care services, including 
addiction, behavioral, and physical services 

ELEMENT #2 – QUALITY METRICS
In partnership with the  National Committee for Quality 
Assurance (NCQA), Alliance participants are re� ning entry 
and participation criteria for providers and developing 
both process and outcomes measures that will tie the 
provision of care to payment, incenting recovery and 
providing a national baseline of substance use disorder 
performance metrics. 
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ELEMENT #3 – NETWORK
Care is integrated across clinical (acute, out-patient, 
behavioral/mental health, virtual health) and community 
recovery support resources. Treatment and recovery 
support services are delivered in as close proximity to 
the patient’s natural living environment, circumstances 
permitting.  

ELEMENT #4 – CARE RECOVERY TEAM 
Care is coordinated by a central team whose focus is a 
long-term process that is inclusive of the patient, family, 
peer support, community, social determinants, and 
other key environmental conditions to recovery capital 
development that promotes enhanced health and quality 
of life. 

ELEMENT #5 – TREATMENT AND RECOVERY PLAN
The ARMH-APM recommends linking broadly-used, 
evidenced-based treatment placement and assessment 
tools with concurrent longer-term, recovery-focused 
patient planning. Similar to other chronic diseases, the 
treatment and recovery plan is individualized and designed 
according to combined input from both the patient and 
the care team. While mindfulness of clinical evidence is 
key to recovery planning, deferring to the patient as the 
expert in his or her recovery carries signi� cant value.   

Within the ARMH-APM framework, providers and payers 
are encouraged and incentivized to tailor the approach to 
each patient to optimize recovery. 

PAYMENT MODEL
The Alliance views the dis-integration of economic 
resources as the chief cause for fragmented and diffuse 
nature of addiction treatment and recovery services. In 
recent years, government and commercial payers have 
increasingly introduced payment demonstrations designed 
to promote improved integration of disparate parts of 
the delivery system to foster improved collaboration and 
ef� ciency. In the case of the ARMH-APM, the proposed 
payment model is designed to promote improved 
integration of treatment and recovery resources with 
corresponding � nancial incentives that inure to the 
stakeholders’ bene� t when the patient is on a sustained 
path to recovery. 

Like any risk model, providers and payers are unable 
to control or directly in� uence all facets of a person’s 
recovery, including the various manifestations of addiction 
and recovery disruptions. However, the operating thesis is 
that a risk-based payment model that aligns stakeholder 
objectives will advance the creation of conditions and 
engagement protocols that materially improve the 
patient’s likelihood of long-term recovery, generating 
savings for the system and providing a bene� t to 
participants.  

The ARMH-APM relies on severity-adjusted criteria and 
various payment modalities to mitigate exogenous risk 
factors and compartmentalize speci� c processes and 
outcomes for payment. 

The ARMH-APM payment is for addiction health services. 
Similarly, the quality metrics are associated only with 
addiction care processes and outcomes. Physical health 
and other behavioral health treatment are not expressly 
included in the payment, though effective coordination 
and communication with the patient in the context of 
co-morbidities or co-occurring mental illnesses improves 
the likelihood of sustained recovery. The shared savings 
fund from which bonus payments to high-achieving 
providers are drawn is created from the savings accrued 
as a result of better coordinated whole-person treatment. 
When providers can integrate addiction treatment with 

A risk-based payment model that aligns 
stakeholder objectives will advance the 
creation of conditions and engagement 
protocols that materially improve the 
patient’s likelihood of long-term recovery, 
generating savings for the system and 
providing a bene� t to participants. 

When providers can integrate addiction 
treatment with treatment for underlying 
behavioral or physical health disorders, 
shared savings result from more ef� cient 
resource use and better outcomes.  
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treatment for underlying behavioral or physical health 
disorders, shared savings result from more ef� cient 
resource use and better outcomes.  

PAYMENT MODALITIES
The ARMH-APM is a unique hybrid of several payment 
models that correspond with the critical domains of a 
patient’s recovery. The model leverages three key payment 
modalities across different phases of recovery.  

Fee-for-Service (FFS) Payments
While the ARMH-APM is speci� cally designed to 
circumvent the ongoing use of FFS payments in addiction 
treatment and recovery, the Alliance recognizes the value 
of maintaining the integrity of this system in cases of 
emergent patient-care requiring stabilizing activities in the 
emergency  department (ED) or intensive care unit (ICU) 
settings. FFS payments are only leveraged in the ARMH-
APM for pre-recovery engagement and stabilization 
services. 

Capitated, Episodic Payments
Full risk-based payments are at the heart of the ARMH-
APM, representing a � nancial vehicle designed to directly 
tie economic and patient success. Capitated payments are 
tied to population-based patient severity criteria, adjusting 
payment for patients with a higher-risk onset of SUD and/
or co-complicating factors (co-morbidities and/or co-
occurring mental health challenges). 

The capitated payments will be used to adjust the bundled 
payment for the two episodes of care in the ARMH model: 
Recovery Initiation and Active Treatment, and Community-
Based Recovery Management. The Alliance chose not 
to prescribe the duration of the episodes or dictate the 
treatment options available within each episode, opting 
instead to prioritize provider � exibility to treat the patient 
with evidence-based tools most suited to that patient’s 
transitions and recovery. The Alliance does, however, 
provide certain guidelines regarding the clinical settings 
for each episode and the process boundaries for care 
transitions, screenings, assessments, and other related 
matters. For operational purposes, providers will receive 
payment on a six-month basis, for up to � ve years under 
the Community-Based Recovery Management episode. 

Capitated bundled payments can be paid either 
prospectively or retrospectively, depending on any risk 
stabilizing features installed by the provider and MCO, or 

Exhibit 1

The Alliance chose not to prescribe the 
duration of the episodes or dictate the 
treatment options available within each 
episode, opting instead to prioritize 
provider � exibility to treat the patient 
with evidence-based tools most suited to 
that patient’s transitions and recovery. 
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the administrative sophistication required to fully managed 
a capitated payment for SUD-related recovery services. 

As a prospective payment, the MCO would pay the 
coordinating provider the severity-adjusted bundled 
payment for the Recovery Initiation and Active Treatment 
episode of care when the provider and patient initiate 
recovery under the ARMH-APM. The provider must use 
the allotted funds to provide care to the patient and is 
fully “at-risk” for care costs above the payment amount 
related to SUD-centric services. The Alliance recommends 
that ARMH-APM contracts between providers and payers 
include a requirement for provider excess or stop-loss 
coverage that protects the provider from the corrosive 
� nancial conditions correlated with higher-risk patients. At 
a time contractually identi� ed by the payer and provider, 
(e.g. annually or at the time the patient transitions 
to the next episode of recovery) the provider’s quality 
achievement payment will be determined. Speci� cally, 
an agreed upon percentage of the total base payment is 
tied to a provider’s performance on process and outcomes 
measures. If a provider has not met quality measure 
requirements, they will remit payment back to the payer 
as a penalty. 

If the partnering MCO and provider conclude a 
retrospective payment is most feasible, the provider would 
continue to code and claim services as under FFS, and at 
a time contractually identi� ed by the payer and provider, 
(e.g. annually or at the time the patient transitions to the 
next episode of recovery) the payer will adjust the provider 
payment based on the total amount allotted under 
the severity-adjusted episode for patient care (periodic 
payment adjustment). This may result in funds � owing 
back from the provider to payer. Optionally, this periodic 
payment calculation can be merged with the provider’s 
potential “quality achievement payment,” under which 
the provider is rewarded for achievement on process and 
outcomes measures. Through this payment, a percentage 
of the total base payment is tied to a provider’s 
performance on process and outcomes measures. This 
amount may be fully recognized as a separate payment 
or, in instances where the provider owes the payer funds 
at periodic payment adjustment, the provider can use 
the incentive payment to offset the cost of care above 
the severity-adjusted episode amount allotted under the 

model. The Alliance recommends that ITRN contracts 
between providers and payers include provider excess/
stop loss provisions consistent with their agreements, 
particularly for small patient populations.   

Quality Achievement Payment
The ARMH-APM is quality-adjusted. The base payment is 
a population-based patient severity payment for de� ned 
episodes of care. For providers who succeed across the 
NCQA process and outcomes measures, there is a “quality 
achievement payment,” under which  an agreed upon 
percentage of the total payment is tied to performance 
on process and outcomes measures. The ARMH-APM 
proposes a sliding scale that correlates the percentage of 
the quality achievement payment to the provider’s metric 
achievement (e.g. 75 percent metric achievement should 
correlate to a payment of 75 percent of the maximum 
possible payment (the agreed upon percentage of the 
total base payment)). If an ARMH provider meets the 
NCQA process and outcome quality metrics, the provider 
will receive the full quality achievement payment. This 
quality adjustment safeguards shared interest in patient 
recovery among providers and payers. 

Shared-Savings Performance Bonus 
Those ARMH entities who obtain the full quality 
achievement payment are also eligible for a performance 
bonus equal to a de� ned percentage2 of the overall savings 
that are achieved across the patient’s entire continuum 
of care. Speci� cally, the pool of bonus funds comes from 
the expected shared savings attributable to the increased 
coordination and treatment of patients across all health 
care services – addiction, behavioral, and physical. While 
the majority of savings are expected on the medical side, 
better coordination of addiction treatment is also expected 
to generate savings for the insurer across all care.

For operational purposes, the payer must be an ARMH 
participating entity accountable for addiction treatment 
payment under ARMH and also the payer for behavioral 
and physical health services. For Medicaid programs in 
states in which behavioral/addiction and physical health 

2 ITRN suggests that provider bonuses are 50 percent of the achieved 

shared savings. ITRN expects overall savings to account for 5-10 percent 

of the overall claims total. 
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funding streams are separated, ARMH entities can 
consider a risk-bearing entity who serves in a role similar 
to that of the payer with risk bearing entities who receives 
carve-out funds and merges physical health payment. 

SEVERITY ADJUSTMENT 
The ARMH-APM is a hybrid of capitated payments 
and bundled payments for episodes of care. To ensure 
payments are commensurate with the underlying risk 
factors of the population, the ARMH incorporates a 
severity adjusted model that provides for tiering in the 
payment. This methodology contemplates a series of key 
biopsychosocial determinants to ascertain the relative risk 
of a patient receiving services under the ARMH model.  

Severity Categories
The population-based capitated payment is strati� ed into 
categories of low, moderate, and high patient-severity. 
The payer will use global claims to determine the patient-
severity-based payment category. The Alliance expects 
that both payment amounts and number of individuals 
within each category will vary by geography or by type of 
insurance (e.g. Medicaid/employer-sponsored/Medicare). 
The Alliance views the severity adjustment as adequately 
covering patient variation and to allaying the concerns of 
adverse selection.  

Global Claims
While global claims data is a good starting point for 
patient-severity strati� cation, it may not always be 

suf� cient to quantify the underlying severity of the illness 
or the clinical care required by the patient. Population-
based averages will ultimately help even out the margins, 
but under circumstances in which patient severity is higher 
or lower than predicted, the payer and provider can 
contemplate a retrospective adjustment that will better 
characterize mis-categorized patients. 

Payers and providers will need to use the appropriate 
data sets for target populations and coverage types to 
determine payment amounts for each episode and the 
corresponding patient-severity adjustment by category 
of low, moderate, and high, which will determine total 
capitated episodic payment. Operationally, ARMH payers 
expect that codes for services delivered will be taken into 
account for “valuing” the bundles/episode payments, but 
not to pay providers or to restrict or require types of care 
delivered under the treatment plan.

Patient Risk Evaluation Criteria 
In addition to the claims-based patient severity 
strati� cation, the provider can also use Patient Risk 
Evaluation Criteria, such as the factors listed below, 
to evaluate each patient and the appropriate clinical 
recommendations and episode movement. The Alliance 
recommends drawing from these criteria where data are 
available. After pilots have been established, the Alliance 
will amend this document to provide sample methods and 
pathways for creating a severity adjustment model. 

Exhibit 2: ARMH-APM Phases of Recovery
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1. Readiness for treatment/readiness for change:

• How many recovery attempts has the patient made?

• What are the number of ED/ICU discharges for the 
patient over the previous two-year period?

• To what degree has the patient been an active and 
participatory collaborator in the creation of their 
treatment and recovery plan? 

2. Severity of Illness and related Impairment:

• Type of substance use disorder

• Co-morbid behavioral health disorders

• Co-morbid physical issues

• Pregnancy

3. Social/Functional Determinants of Health/Recovery 
Capital:

• Job status

• Home status

 - Living Situation

 - Family Support

 - Community-based support

As the model matures, the Alliance expects that many of 
the criteria will be used in conjunction with claims data 
to stratify patient risk and appropriately calibrate the 
capitated payment. 

ARMH-APM RECOVERY PHASES AND 
EPISODES OF CARE
In keeping with the principles developed by the Alliance, 
there are distinct phases of recovery for the patient, 
comprising episodes. 

The payment and the ARMH quality metrics will follow 
the patient across both episodes. Participating providers 
must adhere to the ARMH treatment and recovery model, 
but are not bound to speci� c services within the episode. 
All clinically-appropriate care within the episode, as 
determined by the provider, is covered by the bundled 
(capitated episodic) payment. This structure is meant to 
provide a � exible approach to treatment, recognizing that 
no single treatment path will work for all patients.  

The Alliance expects that the risk inherent in the payment 
model will incentivize risk-bearing providers to employ 
evidence-based treatment tools that are best tailored to 
each patient’s recovery. As a result, the Alliance has not 
prescribed speci� c treatment or therapeutic requirements. 
For a review of medication and behavioral evidence-
based treatment options see Facing Addiction In America, 
Chapter 4 [6, pp. 4-14 through 4-31], and for a review of 
evidence-informed recovery support services see Facing 
Addiction in America, Chapter 5 [7, pp. 5-7 through 5-15].  

 Pre-Recovery and Stabilization—pre-ARMH-APM
In this phase, the patient is being treated for conditions 
related to a SUD, such as withdrawal management. There 
are myriad pathways to this phase, including emergency 
care, acute care, or the patient voluntarily seeking 
treatment and recovery support. This phase is intended to 
support the stabilization and engagement of the patient 
and support their transition to the ARMH model. 

Services under this phase, typically administered in the ICU 
or ED are paid on the basis of FFS, leveraging the current 
coding and payment architectures in place today, such as 
the Diagnosis-Related Group (DRG).

The Alliance would encourage adopters of the ARMH 
program to introduce pay-for-performance incentives 
to providers and clinicians that encourage the clinically 
appropriate identi� cation (through evidence-based 
screening tools) and support the facilitation of a patient 
from pre-recovery engagement to recovery initiation. 

Episode One: 
Recovery Initiation and Active Treatment
This � rst episode is focused on the initial inclusion of the 
patient into the ARMH model, following the stabilizing 
features of Pre-Recovery and Stabilization—pre ARMH APM 
phase. The care administered under this episode is intended 
to be for higher-acuity patients who have increased bene� t 
from institutional care settings. As such, the institutional 
spectrum ranges from post-ED inpatient care to residential 
treatment to intensive outpatient care delivery. This � rst 
episode is designed to promote strong connectivity between 
clinically appropriate institutional settings and the underlying 
care recovery team working to promote active recovery with 
the patient (See also Key Network Requirements).
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The care recovery team and the patient will collectively 
conclude when the need for institutional care has diminished. 
Once the patient has left the lower-most institutional care 
setting, the patient will transition into the second episode of 
care, the Community-Based Recovery Management episode, 
and payment will shift to align correspondingly. 

 Episode Two: 
Community-Based Recovery Management 
This second episode of the ARMH model does not rely 
on institutional care settings, though it does not preclude 
the use of clinically appropriate institutions. Instead, this 
episode focuses on the patient’s integration back into 
their community and the continuation of a treatment 
and recovery plan that sustains the patient in their living, 
vocational, spiritual, and recreational environments. 
This episode is critical and represents that highest risk 
to the provider, as a failure to adequately engage and 
support the patient could lead to a high-cost, avoidable 
recovery disruption. If recovery disruption occurs requiring 
a transfer of the patient to a higher-acuity setting, the 
patient will receive the clinically appropriate treatment 
under the payment rate for the second episode. In other 
words, because recovery disruption is built into the 
bundled payment for the second episode (population-
based patient-severity adjusted payment for the episode 
of care), the payment for a patient who has a recovery 
disruption while in the community recovery phase will not 
be adjusted upward to the rate under the higher-acuity 
� rst episode. The Alliance believes this strategy will incent 
coordinated care and thoughtful transitions and will 
reduce incentives to steer patients into a higher level of 
care when clinically unnecessary.

In addition, the ARMH model quality measures will take 
into account avoidable recovery disruption. 

PATIENT ENROLLMENT 
ARMH payment begins at patient enrollment, represented 
in the model as the transition from the Pre-Recovery 
and Stabilization phase to Recovery Initiation and Active 
Treatment (episode one). Enrollment should be facilitated 
by the care giver at the express consent of the patient. 
The patient must be diagnosed with a SUD, noti� ed of 
their participation in the ARMH model, and provide their 
consent to:

1. Adhere to a material portion of the clinically 
recommended treatment; and  

2. Allow for the sharing of the patient’s medical 
information (PMI) within the ITRN, meeting the 
restrictions of 42 CFR Part 2 requiring patient consent.

This active enrollment is an important part of the 
ARMH-APM, as it carries key information and conditions 
required to establish a reasonable risk-based payment for 
subsequent services. 

The Alliance’s objective is to safeguard against a “wrong 
door” for a patient, ensuring the identi� cation and 
engagement of patients where they are. There are four 
general pathways into the ARMH model, which are 
subject to certain conditions and limitations: 

1. There must be a participating provider and payer 
offering ARMH services in the community. More 
speci� cally, a patient must be an enrollee under a 
licensed provider who is participating under the 
corresponding business line. (Note: participating 
providers under the ARMH model could offer a 
commensurate portfolio of services on a cash basis. 
This circumvents several of the protections and 
standards under the program). 

2. The provider and payer must jointly support and 
underwrite recovery coaches able to facilitate 
enrollment and transitions for patients looking to 
participate in the ARMH model. 

The four patient pathways are below. 

Emergency Department or Intensive Care Unit 
It is anticipated that some individuals with addiction 
identi� ed in the ED or ICU will elect participation in the 
ARMH model. Others, who are less inclined to begin a 
treatment and recovery process may decline participation 
in the model. Coordinating providers in the ARMH are 
encouraged to utilize care team members to actively 
outreach and use evidence-based motivational strategies 
for patients receiving treatment in the ED or ICU about 
bene� ts of ARMH participation. Separate performance 
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payments or incentives for screening, identi� cation, and 
enrollment are not included under the ARMH-APM; 
however, the ARMH framework does not preclude such 
incentives so long as they are not structured to promote 
conditions for adverse selection, gaming, or the general 
enrollment of patients who do not meet the clinical 
conditions for participation. Regardless, it is expected that 
the enrolling recovery coach is suf� ciently integrated with 
the ED or ICU so as to have identi� cation and proximity 
to patients so they can facilitate counsel and education 
regarding the ARMH model. Coordinating providers can 
perform this peer support role in-person or virtually, in 
collaboration with the ED/ICU. Alternatively, the ARMH-
coordinating provider could separately remunerate the ED/
ICU for supporting the transition of the patient or begin 
recovery coaching. As noted above, services provided to 
the patient in this setting are paid under FFS. 

Payer Identi� cation
Payers will be encouraged to perform advanced analytics 
on their claims data to identify patterns of high utilization 
of services and resources related to treatment and 
recovery. In these cases, the payer can work closely with 
the patient’s PCP or enrollment coach to engage the 
patient and introduce the ARMH program. 

Primary Care or Community Screening
Both PCPs and  community health workers (CHWs) can 
screen patients for SUD. In cases where these screenings 
af� rm the existence of a SUD, PCPs and CHWs can discuss 
ARMH services with the patient and contact the care 
coordinator or enrollment specialist. The care coordinator 
can provide an overview of the program to the patient and 
their family. Parties that administer the ARMH-APM can 
use their discretion in deploying evidence-based screening 
tools, including: 

• Alcohol Screening and Brief Intervention for Adolescents 
and Youth: A Practitioner’s Guide [16]

• Alcohol Use Disorders Identi� cation Text (AUDIT) [17]

• Alcohol Use Disorders Identi� cation Test-C [18]

• Brief Screener for Tobacco, Alcohol, and Other Drugs 
(BSTAD) [19]

• CRAFFT [20]

• Drug Abuse Screen Test [21]

• DAST-20: Adolescent Version [22]

• Helping Patients Who Drink Too Much: A Clinician’s 
Guide [23]

• NIDA Drug use Screening Tool [24]

• NIDA Drug Use Screening Tool: Quick Screen [25]

• Opioid Risk Tool [26]

• S2BI [27]

Volunteer 
Patients may become aware of the ARMH program. 
Further, providers of the ARMH program may see value 
in marketing their services to patients. In either event, 
patients can access these services on a volunteer basis, 
reaching out and discussing their options with the 
enrollment coach. 

Patients may be un-enrolled from the ARMH program 
through various conditions and circumstances. Payment 
would terminate under these circumstances: 

•  Patient transition into successful disease management

• Patient death

• Patient-elected termination of participation

• Patient selection of non-participating provider or payer

• Payer/provider termination of the program

At the discretion of ARMH network payers, a patient 
may transfer coverage and payment from his/her current 
payer to a new payer without a disruption in treatment 
or payment to the provider if the two ARMH participating 
payers can agree to the arrangement in advance. 

Payers may also be incented to recruit additional providers 
groups to the ARMH model to expand their ability to 
treat individuals with addiction in a given market. A wider 
network of participating providers could alleviate payment 
disruption from patient selection of a non-participating 
provider. 
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At patient departure, unless the departure occurs at the 
successful conclusion of an established treatment and 
recovery plan, the provider and payer may need to adjust 
payments to account for the early termination of the 
episode of care. 

Finally, ARMH participants will be required to provide a 
� nal version of a treatment and recovery plan that can 
be used by the patient and/or future caregivers (at the 
discretion of the patient). 

SUBCONTRACTING
The ARMH-APM allows for subcontracting arrangements 
among parties under which other participating entities 

can contract with a partner to provide certain ARMH 
treatment and recovery services. The subcontracting 
arrangement may utilize a payment model or quality 
metrics that differ from the ARMH-adopted payment 
model or quality metrics. However, the risk-bearing entity 
facilitating the ARMH-APM program will remain bound 
by the ITRN treatment and recovery plan, quality metrics, 
and payment model. In the case of subcontracting and 
establishing a network of integrated delivery sites that 
meet ARMH guidelines, the risk-bearing provider or 
payer will be responsible for claims management and 
adjudication, payment, and other regulatory requirements 
for administering the payment. 

Exhibit 3
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INTEGRATED TREATMENT 
AND RECOVERY NETWORK
Care is integrated across professional (acute, in-patient, 
out-patient, behavioral/mental health, primary care, and 
telemedicine) and community recovery support resources. 
When possible all treatment and recovery support 
services are delivered as close as possible to the patient’s 
natural living environment. The ARMH-APM requires an 
integrated, seamless continuum of care that allows for 
information sharing, commensurate clinical standards, and 
a common platform for the care recovery team to engage 
the patient. 

The provider risk-bearing nature of the ARMH-APM 
necessitates the kind of coordination envisioned by 
the ITRN. The Alliance believes enhanced community 
engagement, improved care coordination among 
addiction, behavioral, and physical health services 
providers, and planned and incented care transitions 
over an extended period of time will create highly 
favorable conditions for patient engagement and recovery 
outcomes. 

One of the greatest impediments to sustained recovery for 
patients is that various programs and treatment settings 
operate in isolation from one other with limitations in 
referrals and/or requisite information sharing with other 
key parties [8].To bypass this structure, providers must 
either work together through shared accountability and 
shared risk or enjoy common ownership by a single 
entity who may be better positioned to facilitate the 

desired integration. This will include shared access to 
information, shared treatment and recovery goals for 
the patient, shared quality measurements, and shared 
performance and outcomes-based payment. A clear 
example of this principle can be seen when a patient’s 
physical health provider is alerted to the patient’s recovery 
process through coordinated care measures and sharing 
of the PMI and can discuss nonopioid pain management 
treatment alternatives for that patient as a means of 
supporting their recovery. 

The ARMH-APM requires not just the composition of 
these clinical resources but a “stepping” process that 
moves the patient from higher to lower intensity of service 
through the integrated continuum of care [9] as a patient’s 
needs evolve in nature and intensity across the stages of 
recovery. This is the aspirational ideal of the treatment 
system yet today, only one in � ve adults and even fewer 
adolescents receive this type of continuing care [10].  

SPONSORSHIP TYPES
There are no speci� c criteria to become a sponsoring 
ARMH provider or payer. The Alliance anticipates that any 
adoption of the ARMH model will follow along unique 
permutations and combinations in search of resolving 
speci� c challenges germane to populations and/or the 
business interests of the sponsoring entities. Below, the 
seven sponsorship types are described as well as success 
and challenge factors that will impact the sponsor’s ability 
to support the ARMH model.
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Payer Sponsors
M edicaid Managed Care Organizations
As of 2017, Medicaid managed care spending represented 
51.9 percent of total Medicaid spending and accounted 
for over two-thirds of Medicaid bene� ciaries. Medicaid 
MCOs are paid a � xed payment to establish networks and 
administer services for a state’s Medicaid bene� ciaries. 
Because Medicaid is a state-established insurance offering, 
there is high variation across the country in eligibility, 
reimbursement rates, payment and delivery exemptions, 
and ancillary non-acute care services. Historically, Medicaid 
MCOs have been adept at managing utilization and access 
to services. The trend of driving payment integration with 
primary care services for Medicaid bene� ciaries matches 
the objectives of the ARMH-APM nicely. 

Self-Insured Group 
Most employers with greater than 5,000 employees 
are self-funded, relying on MCOs for administrative 
services only (ASO). In these instances, the employer will 
commission a broker or bene� ts consultant to work with 
a  third-party administrator (TPA) in the architecture and 
establishment of the employer’s bene� t and plan design 
structure. Most employers have high deference to these 
intermediaries; and for their part, most intermediaries 
have high deference for their contracted TPAs. However, 
employers are increasingly asserting their preferences 
and purchasing power to drive organization-speci� c 
considerations for bene� ts. 

In the case of the ARMH-APM, a self-funded employer 
with a threshold prevalence of associates with SUD, or 
a purchasing cohort of self-funded employers, could 
institute the APM through a common TPA. The TPA 
would be responsible for working with the employers to 
engage with a provider able to meet the standards and 
requirements of the model. 

SUCCESS FACTORS CHALLENGE FACTORS

• Many Medicaid 
bene� ciaries will remain 
with a single managed 
care plan in the absence 
of � nancial or premium-
based incentives to 
“shop around.” 

• MCOs may be over-
paying for addiction-
related services as a 
result of the inef� ciency 
that corresponds with a 
fragmented and diffuse 
delivery architecture. 

• Behavioral health carve-
outs vary across states, 
creating discontinuity 
between physical and 
mental health services. 
Where carve-outs exist, 
the managed care or 
risk-bearing entity may 
lack the appropriate 
infrastructure to 
administer the ARMH-
APM. 

• Payments in Medicaid 
tend to be lower, 
rendering less room 
for upside bene� ts 
for downstream value 
generation. 

• Medicaid administrative 
systems (state and 
MCO) may lack the 
required sophistication to 
administer and manage 
risk-based contracts, 
quality measures, and 
other important elements 
of the ARMH-APM. 

SUCCESS FACTORS CHALLENGE FACTORS

• Increased autonomy for 
the purchaser to direct 
their bene� ts spend 
toward APMs that more 
directly bene� t their 
employees. 

• Higher consistency and 
continuity in coverage 
through many forms 
of employer-sponsored 
coverage, particularly 
in higher-skill industries 
with less turnover. 

• Employers see broader 
economic bene� ts that 
transcend higher health 
care costs, primarily in 
productivity gains.  

• Requires a concentrated 
employee population. 

• Partnering with other 
employers for common 
purchasing objectives is 
dif� cult. 

• Bene� ts consultants and 
brokers often lack the 
technical sophistication 
to negotiate and pursue 
APM models. 



          18ADDICTION RECOVERY MEDICAL HOME - ALTERNATIVE PAYMENT MODEL

Medicare Advantage 
A form of managed care for the Medicare program is 
found with  Medicare Advantage (MA). Medicare-eligible 
seniors can elect private sector coverage that in some 
cases is more expansive than its Medicare FFS counterpart. 
Of particular interest for the elderly is an increasing 
reliance on pain management techniques and medications 
that correspond with specialty surgical procedures or to 
stem the effects of disease and aging. Poorly administered 
pain management resources can be a catalyst to the onset 
of a SUD. 

SUCCESS FACTORS CHALLENGE FACTORS

• Stable, relatively well 
reimbursed commercial 
coverage.

• MCOs that participate 
in MA have become 
established in the 
program and tend to 
be well capitalized and 
shrewd operators of the 
business. 

• While consumerism is 
higher for MA plans 
than its government-
sponsored plans, there 
remains a degree of 
coverage consistency 
and continuity within 
the program.  

• SUD prevalence is not as 
high in MA populations 
as it with other 
government-sponsored 
programs. 

Commercial Coverage
Commercial insurance will be de� ned more broadly than 
its predecessors for purposes of this document. In short, 
any coverage or insurance avenue where the carrier 
aggregates enrollees into separate and distinct risk pools 
would qualify as commercial coverage. In these instances, 
the risk-bearer is the insurance business. Coverage in this 
category spans from the individual market (Affordable 
Care Act marketplaces) to group coverage (predominately 
small group as most mid-market and large group business 
is self-funded). Hence, different parts of this market 
will bear the unique dynamics of geography and the 
underlying population. 

SUCCESS FACTORS CHALLENGE FACTORS

• Higher pain point for the 
risk-bearing insurance 
companies whose 
� nancial bene� ts are 
contingent on decreased 
claims. 

• A broad spectrum of 
population types and 
needs that range socio-
economic conditions.

• Limited group 
purchasing power of 
enrollees that limit 
pressure for expanded 
bene� ts. 

• Much higher churn and 
cyclicality of bene� t, 
inherently limited by the 
annual underwriting 
cycle. 

Participating entities are both those that offer the 
full continuum of care and those providers that will 
contract with other entities in a virtual model similar to 
an Accountable Care Organization (ACO) with shared 
accountability and patient attribution to offer the full 
scope of care. Patient attribution is expected to be 
geographically limited. 

Provider Sponsors
Provider institutions vary in their size, sophistication, and 
clinical breadth. Importantly, a sponsoring provider partner 
for the ARMH-APM must hold unique and differentiated 

assets in the marketplace that enable it to organize the 
appropriate resources to administer the model, bear 
the required � nancial risk, and administer non-owned 
enterprises when applicable. 

The range of these institutions is from systems that are 
fully integrated under common ownership to those 
institutions capable of organizing a network and creating 
the effects of integration by establishing something akin 
to an ACO. 
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Integrated Delivery Network
In many ways, the  integrated delivery network (IDN) is 
the ideal ARMH-APM participant. A true IDN often owns 
a health plan and includes a breadth of clinical assets 
that could qualify as the ITRN (e.g., a hospital). While 
common ownership does not necessarily imply ef� ciency 
or integration, a true IDN possesses the fundamental 
elements needed to organize a care recovery system for 
SUD. 

Primary Care Physicians, Multi-Specialty Groups, 
and Primary Care Groups 
Primary care and specialty group practices represent 
a unique platform to foster and facilitate the ARMH-
APM. These groups are the personi� cation of a medical 
home and, with the right behavioral health resources 
and integration with other key service providers, can be 
a powerful force for promoting the ARMH-APM. In the 
vast majority of cases, these groups will not own a plan or 
clinical enterprises capable of administering more clinically 
intensive treatment and recovery for patients. However, 
their role as the medical home increases their capacity 
to build a relationship with the patient and extol that 
leverage to establish a common network of high-value 
services and supports for the patient. 

SUCCESS FACTORS CHALLENGE FACTORS

• Commonly owned 
assets under an 
enterprise model with 
the inherent possibility 
of faster decision-
making and integration 
than non-IDN entities in 
the market. 

• Market stature and 
presence that might 
render more expeditious 
contracting with payer 
sponsors or other 
af� liates. 

• Larger balance sheets, 
resources, and access 
to capital required to 
administer the provider’s 
responsibilities under the 
ARMH-APM. 

• Common ownership 
does not automatically 
mean enhanced 
ef� ciency. 

• Larger organizations 
with a multitude of 
different payment and 
delivery initiatives may 
be administratively 
or operationally over-
extended and unable 
to devote the required 
resources to the ARMH-
APM. 

• Gaining consensus and 
buy-in from various parts 
of the organization can 
render longer decision-
making cycles. 

SUCCESS FACTORS CHALLENGE FACTORS

• Closer proximity to the 
primary care physician 
and the patient.

• Increasingly agile 
and responsive to 
programmatic changes 
and care transformation.  

• NCQA has launched 
a “Distinction in 
Behavioral Health 
Integration” program 
laying out standards 
to help primary care 
practices better integrate 
behavioral healthcare 
into their practices and 
acknowledges practices 
that excel in this area.

• Financial limitations 
that may impede the 
organization to bear 
material � nancial risk. 

• Higher burden in the 
identi� cation of a payer 
partner and high-
value ancillary clinical 
settings required for the 
network.
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PROVIDER PARTICIPATION GUIDELINES
For initial piloting purposes, NCQA’s proposed ARMH 
model provider entry criteria may serve as a proxy for 
provider participation quali� cations. As networks evolve 
and pilot data are analyzed, the Alliance anticipates 
exploring more formal accreditation and/or recognition 
criteria over the long-term. 

The Alliance also expects that many ARMH providers 
may in fact already be credentialed or certi� ed by third-
party bodies, and additional evaluation framework at 
the early stages of the ARMH model implementation 
poses the risk of unnecessarily dissuading providers from 
entering the model. In addition, the Alliance expects that 
operationalizing the model will provide clear insight into 
useful provider pre-quali� cations, and about the operation 
of the metrics themselves (in an effort to � nd criteria that 
will not limit innovation).

However, when ARMH network participants cannot 
meet the process or outcomes measures for the model, 

Behavioral Health Organization
Publicly- and privately-run organizations focused 
exclusively on behavioral health can play the role of 
a sponsor. Such entities include a state or county’s 
mental health authority or private sector companies that 
administer behavioral health services for government or 
commercial payers. These organizations are expert at 
assembling key behavioral health resources and supports, 
but may lack the same proximity and administrative 
competency needed to drive integrated physical health 
services. 

SUCCESS FACTORS CHALLENGE FACTORS

• A deeper understanding 
of the behavioral tenets 
of treatment and 
recovery, germane to 
SUD. 

• Broader access to the 
continuum of care 
supporting behavioral 
health and community 
resources. 

• Financial limitations 
that may impede the 
organization to bear 
material � nancial risk. 

• Limitations in 
establishing networks 
that would support 
physical health 
integration.

network partners or the network’s risk-bearing entity may 
attempt to remediate that provider’s de� ciencies in order 
to maintain requisite levels of performance. Provider low 
performance is not only a detriment to patient recovery, 
but to both the provider and network through forgone 
quality payments and reduced shared savings potential 
respectively. 

The NCQA quality metrics serve as a central, uniform 
measure against which participating entities can 
gauge provider performance. This will help standardize 
performance and contracting decisions across networks. 

Finally, there are various efforts underway to better qualify 
and assess care recovery institutions across certain clinical 
and biopsychosocial guidelines. The Alliance strongly 
encourages these activities and intends to collaborate with 
this work’s progenitors as it becomes more available and 
accessible. Such efforts aspire to qualify, score, grade, or 
otherwise assess the relative quality of provider institutions 
providing addiction treatment and recovery services. 

As previously described, there are various provider entities 
that can participate in the ARMH-APM. Quali� cation 
criteria for both integrated (under common-ownership) 
and networked  providers (af� liated through contract) are 
below. 

Key Network and Service Requirements
The Alliance subscribes to the opinion that “  effective 
integration of prevention, treatment, and recovery 
services across health care systems is key to addressing 
substance misuse and its consequences and it represents 
the most promising way to improve access to and quality 
of treatment. Promising scienti� c evidence suggests 
that integrating care for substance use disorders 
into mainstream health care can increase the quality, 
effectiveness, and ef� ciency of health care.” [11] [12]

A fundamental concept in care 
coordination between health care, 
substance use disorder treatment, and 
mental health systems is that there should 
be “no wrong door.”
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A fundamental concept in care coordination between 
health care, substance use disorder treatment, and mental 
health systems is that there should be “no wrong door.” 
This means that the patient should be effectively linked 
with appropriate services no matter where in the health 
care system the need for substance use disorder treatment 
is identi� ed. The Substance Abuse and Mental Health 
Services Administration’s (SAMHSA’s) emerging vision for 
transforming the substance use disorder health system is 
that it must be multi-faceted and “grounded in a public 
health model that addresses the determinants of health, 
system and service coordination, health promotion, 
prevention, screening and early intervention, treatment, 
resilience and recovery support.”1  

The Alliance has adopted an evidence-based structure 
laid out by SAMHSA that de� nes the clinical and services 
structure of a behavioral health system that incorporates 
the necessary breadth and depth of resources to support 
recovery [13]. 

For purposes of de� ning network assets needed to 
deliver the ARMH-APM, the Alliance categorizes these 
nine domains into three categories, as outlined below. 
Services that fall under the American Society of Addiction 
Medicine’s (ASAM’s) Patient Placement Criteria, requiring 
ARMH-APM criteria to match this model are noted. 

• Institutional Infrastructure: Services provided in 
emergent or specialty care settings, including:  

 ○ Acute Intensive Services
  Mobile Crisis Services 
  Urgent Care Services 
  Medically Managed Intensive Inpatient Services 
(ASAM Level 4)

 ○ Intensive Support Services (ASAM Level 2)
  Intensive Outpatient (ASAM Level 2.1)
  Partial Hospital (ASAM Level 2.5)

• Clinical Support Infrastructure: Specialty services 
that can be delivered either inpatient or outpatient, 
including: 

 ○ Out of Home Residential Services (ASAM Level 3) 
  Clinically Managed Low-Intensity Residential 
Services (ASAM Level 3.1)

  Clinically Managed Population-Speci� c High-
Intensity Residential Services (ASAM Level 3.3)

  Clinically Managed High-Intensity Residential 
Services (ASAM Level 3.5) 

  Medically Monitored Intensive Inpatient Services 
(ASAM Level 3.7)

 ○ Outpatient and Medication Assisted Treatment 
(ASAM Level 1) 

  Individual Therapy 
  Group Therapy 
  Family Therapy 
  Medication Management 

 ○ Health Homes 
  Primary Care 
  Comprehensive Care Management 
  Care Coordination and Health Promotion 
  Medication Management 
  Laboratory Services 
  Connections/Linkages to Community Supports

• Non-Clinical Services and Supports: Services accessible to 
the patient outside of a clinical setting and complement 
that treatment and recovery plan, including:

 ○ Engagement Services 
  Motivational Interviewing (ARMH-APM On-Ramps) 
  Evidence-based Assessment 

 ○ Recovery Support Services 
  Peer Recovery Coaching 
  Supports for Self-Directed Care 

 ○ Prevention and Wellness Services 
  Screening, Brief Intervention, Referral to Treatment 
  Call Center 
  Public Education Activities 

 ○ Community Support and Other Living Supports 
  Recovery Community Center 
  Recovery Housing 
  Linkage to Community Recovery Support and 
Mutual Aid 

  Supportive Employment 
  Supportive Education 
  Skill Building 
  Transportation

The ARMH-APM requires each of these components to be 
in place. 

The patient’s treatment and recovery plan will include 
speci� c timeframes and objectives for the patient as they 
move through a continuum of care matched to their 
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needs. The recovery plan is dynamic and designed to 
be consistently updated as the patient achieves speci� c 
milestones, clinical conditions shift, or the general 
composition of the plan is unsuccessful. 

Integrated Providers 
We expect that integrated treatment and recovery 
networks will be well endowed with the resources 
required to coordinate patient care and manage 
transitions across the continuum. To be considered an 
integrated provider, qualifying required services must be 
housed within the system. Further, services should be 
geographically and otherwise available to the patient on-
demand. 

In addition, integrated provider systems operate on a 
single, common electronic medical record (EMR) system 
that can be used to share the medical record and patient 
health information (PHI) more seamlessly, facilitating ready 
access to the patient medical record and treatment and 
recovery plan. 

Networked Providers 
The Alliance anticipates that providers who cannot 
themselves offer the full range of addiction treatment and 
recovery recommended services will vet and contract with 
a tiered network of other community providers. These 
providers could be able participants of the ARMH-APM, 
or simply paid by the risk-bearing provider on a FFS basis 
for services rendered. This networked care arrangement is 
likely to structure like an ACO, with a central contracting 
entity organizing the network for purposes of patient 
attribution, quality measure achievement and payment. 

Absent a waiver, Stark and anti-trust rules should guide 
the network’s composition and direction of patients. 
This cohort must meet the guidelines in functioning as 
a clinically integrated network (CIN), with the ability to 
share clinical information, coordinate discharge planning 
and care transitions, and work across primary care and 
specialty physicians to collaborate on the multi-faceted 
dynamics faced by a patient. 

In the situation where subcontracting is taking place, the 
primary risk-bearing entity still bears ultimate responsibility 

for the � nancial liabilities and quality measures associated 
with managing the patient. 

CLINICAL INTEGRATION REQUIREMENTS 
Clinical Information Sharing Guidelines 
A traditional challenge in managing patient care in the 
context of mental and behavioral services is a regulatory 
limitation of information sharing codi� ed under 42 CFR 
Part 2 (Part 2). This regulation was designed to protect 
patients from intra- or inter-system discrimination by 
obfuscating underlying behavioral and/or mental health 
conditions. It applies to all records relating to the identity, 
diagnosis, prognosis, or treatment of any patient in a 
substance use program that is conducted, regulated, 
or directly or indirectly assisted by any United States 
department or agency. [14]. 

In January 2018, SAMHSA issued a � nal rule [15] that 
made new changes to the federal rules that govern Part 
2, speci� cally expanding the methods whereby a patient’s 
information may be shared. The � nal rule was effectuated 
on February 2, 2018. 

Speci� cally: 

1. Disclosures with a patient’s consent can be granted 
for payment or health care operations purposes. A 
recipient must be empaneled by the patient through a 
consent form and can share SUD-centered contractors, 
sub-contractors, and legal representatives as necessary 
to ful� ll payment and operational obligations. 

2. Disclosures may be made to contractors, 
subcontractors, or legal representatives for auditing 
and evaluation purposes without new patient consent. 

Common patient records are coordinated across care 
settings through a technology intermediary. Clinical 
interoperability within the ITRN is required, including the 
capacity to acknowledge 42 CFR information-sharing 
consent and the technology that can appropriately share 
sensitive information. This connotes a setting where 
the core contracted entity either owns or has an arm’s 
length technology relationship with suf� cient APIs and 
infrastructure to exchange such information. 
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A requirement for a patient’s participation under the 
ARMH-APM is to consent for the risk-bearing entity to 
share the patient’s medical record with af� liated parties 
under the ITRN. (This consent only extends to the con� nes 
of the ITRN and any patient consent should be necessarily 
restricted from non-ITRN facilities to invoke the protections 
afforded to the patient under Part 2.) The patient’s 
consent should be open-ended from a timing perspective, 
while automatically terminating when the patient’s 
enrollment under the ARMH ceases, either voluntarily or 
through the other separation events listed previously. 

All other non-protected clinical information should be 
accessible to the care recovery team through PHI or clinical 
systems. 

Clinical Information Sharing Systems
The preferred approach to sharing clinical information is 
through a common EMR, most often found within an IDN 
or CIN. The EMR should have the capacity of supporting 
behavioral health and SUD-related information, including 
a mechanism to inculcate the Part 2 consent form, the 
treatment and recovery plan, the assigned members of 
the care recovery team, connections with technology 
resources being deployed by the network, and certain 
access to community supports. The EMR must also have 
the capacity to collect the required clinical and process 
information required to validate quality measures. 

In situations where the network cannot operate on a 
common EMR, certain similar connectivity requirements 
are required. There are two primary options for this: 

1. Suf� cient API connections between system EMRs. 
The success of this is highly correlated with fewer 
EMRs requiring connectivity and the systems’ EMRs 
possessing the capacity to share clinical information 
in the required formats. (The same requirements 
pertaining to the ability to store, share, and distribute 
the Part 2 consent, the treatment and recovery plan, 
etc. remain in place.)

2. An EMR overlay capable of integrating electronic 
admission, discharge, transfer (ADT) feeds of 
clinical information that comprises key patient-
speci� c information. These systems could consist of 

population health management platforms and/or 
clinical information management tools. 

Lastly, it is required that all patient encounters, changes 
to the treatment and recovery plan, and other key 
information required by quality measures are electronically 
captured.

Discharge and Care Transition Management
One of the most critical elements of promoting integrated 
treatment and recovery for patients is found in creating 
and managing a care continuum and the associated 
discharge planning and care transitions that ensure a 
patient assimilates to the subsequent environment. Care 
transitions should be multi-faceted, and should include: 

• A robust technology infrastructure that interfaces 
with the clinical information system and facilitates a 
connection to the new clinical setting. 

• A stipulation that all discharges require the partnership 
of the recovery coach, who is able to confer with 
the broader care recovery team and support the 
implementation of the treatment and recovery plan. All 
discharge planning should aspire to provide suf� cient 
time to the care recovery team to engage the patient. 

• Where possible, the patient should be able to explore 
and interact with the new care setting in advance of 
their discharge.  

 CLINICAL PATHWAYS 
Individuals living with a substance use disorder experience 
the condition differently, and the ARMH model recognizes 
that multiple settings for identi� cation and referral are 
possible and desirable. EDs, � rst responders, hospitals, 
community mental health centers, schools, prisons, 
employers (and employee assistance program counselors), 
families, and primary health physicians are all sources of 
community assessment and referral. 

Assessments and Referrals
The Alliance views community engagement, assessment, 
and referral of individuals with substance use disorders 
as an integral part of increasing the identi� cation and 
treatment of those living with addiction. Community 
partners with existing MCO contracts may be able to bill 
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for Screening, Brief Intervention, and Referral to Treatment 
(SBIRT) services under traditional fee-for-service codes (e.g. 
screening and intervention code).  The ARMH-APM does 
not include community assessment and referral as part of 
the treatment and recovery plan. However, in recognition 
of the vital role that community entities play referring 
patients for further clinical evaluation (and thus to ARMH-
APM participating entities), participating entities could be 
engaged and remunerated to provide proactive screening, 
education, and referral for individuals with a SUD.

Whole-Person Assessment
Once a patient has been referred for further evaluation, 
the ARMH model requires a comprehensive whole-person 
assessment to determine appropriate clinical placement. 

Under the ARMH model, the Alliance suggests adoption 
of a standard evaluation process that validates and 
authenticates the severity of a patient’s SUD to establish 
the appropriate treatment and recovery plan.  There are a 
variety of evidence-based screening tools for SUD that can 
be considered and employed by the ARMH model:

• American Society of Addiction Medicine (ASAM) 
Placement Criteria 

• Addiction Severity Index (ASI)

• Substance Abuse Module (SAM) 

• Global Appraisal of Individual Needs (GAIN)

• Psychiatric Research Interview for Substance and Mental 
Disorders (PRISM) 

This evaluation must be completed by a licensed health 
professional, as de� ned by the state. The ARMH model 
recommends that the comprehensive evaluation take 
place within 24-48 hours of a patient referral and serve 
as a means of placing the patient with the right provider 
and/or level of care. The ARMH model allows for virtual 
interactions using technology to assess patient challenges 
and facilitate initial referrals and program placement. 

All information collected through the assessment should be 
captured and indexed to the patient’s medical record. The 
assessment should be linked to the treatment and recovery 
plan. Participating entities can re-assess the patient at their 

consent to track progress. Subsequent assessments are not 
required to be codi� ed in the medical record. 

PROGRAM ENTRY
The fundamental basis for the ARMH-APM is principles of 
risk prediction and quanti� cation. Risk factors for patients 
with substance use disorders are incredibly variable and 
complex. They are often less clinical in nature, dealing 
with a host of social and temporal issues often out 
of the purview of the traditional clinician. As a result, 
it is important to mitigate as much risk variability as 
possible while also ensuring the key attributes that drive 
integration and coordination in the model are permissible. 

To do this, the patient must � rst be stabilized, as 
previously described. Stabilization begins the process of 
withdrawal management from a substance and initiates 
a dialogue regarding recovery goals. Not all patients are 
equally engaged in a process of recovery. Patients cannot 
be coerced or overly persuaded to participate in the 
ARMH-APM model. Instead, the ARMH model envisions a 
compassionate and strength-based motivational incentives 
and contingency management that engage the patient 
early and provides the right communication and conditions 
that would promote programmatic engagement.

Patients are considered active for six months after initial 
consent unless they deliberately remove themselves from 
the program; and engagement efforts should be designed 
for the six-month timeframe. 

PATIENT ACTIVATION AND TRANSITION PATHWAYS
Acute
The trigger required to initiate transition from an acute 
stabilization event to the ARMH-APM is an appropriate 
SUD diagnosis either con� rmed or made by the ED/ICU 
physician and the intent to discharge (and consistent with 
one of the assessment methods previously identi� ed). The 
patient undergoes life-saving or life-stabilizing services 
in the ED or ICU where a doctor makes or con� rms a 
diagnosis required for the ARMH model. If the ED/ICU 
provider is not associated with an ARMH provider, ARMH 
providers are encouraged to contract with the ED/ICU to 
coordinate and train staff on patient recognition criteria 
and referrals. 
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In integrated networks, the diagnosis can trigger an 
alert in the health record for the team care coordinator 
who dispatches members of the ITRN care team to the 
ED/ICU once the patient is ready for discharge from 
the unit. The activated staff (a peer recovery coach or 
addiction specialist) and the care coordinator conduct 
or review preliminary assessments, review treatment 
recommendations listed by the ED/ICU doctor, review 
relevant care history, explain the available treatment 
options, and work with the patient to transition the 
patient into the ARMH-APM at the patient’s consent 
(described below). At this point the patient receives a 
preliminary severity classi� cation that places them into a 
payment category. 

The patient and the care team create a treatment and 
recovery plan prior to or at the time of discharge. The 
purpose of the treatment and recovery plan is to address 
the essential needs and next steps required to successfully 
matriculate the patient from the acute stabilization 
event and to their � rst treatment planning meeting. 
The treatment and recovery plan may include items like 
accessing and taking medications, connection to safe 
housing, or a visit to medical care specialist. The � rst 
treatment planning meeting should occur between 72 
hours and two weeks after the acute stabilization event. 
Providers will be required to meet the appropriate process 
quality measures associated with the transition.

Non-Acute 
For non-acute cases, a referral from a partner organization 
or another unit within the ARMH-APM participating entity 
will initiate the entry-process into the ARMH-APM. The 
patient will then complete the appropriate assessments 
and consents described below. A community partner 
organization, community-based health/behavioral health 
care facility, or employer may directly refer the patient 
to an ARMH provider. Upon patient contact, the ARMH 
provider will conduct the proper assessments and facilitate 
appropriate patient consent. Alternatively, the referring 
organization may obtain a consent to release the patient’s 
name and contact information to the ARMH provider 
for engagement. The ARMH provider completes the 
assessments and facilitates patient consent. 

The referring organization, particularly if they have a 
contract or agreement with the ARMH provider, may 
also complete preliminary assessments and facilitate 
patient consent along with the referral. Regardless of the 
way in which the referral is made, the ARMH provider is 
expected to follow up within 72 hours to two weeks of 
receiving the referral. Providers will be required to meet 
the appropriate entry criteria and process quality measures 
associated with the transition. 

Initiating Patient Engagement 
Following a con� rmed diagnosis of a SUD (leveraging the 
application and screening tools referenced under Clinical 
Pathways), the patient should be extended an invitation 
to participate in the ARMH-APM. The description of 
this program should responsibly include the following 
quali� ers: 

• Participation in the ARMH-APM requires a consent for 
the patient’s medical information to be shared amongst 
and between a highly-skilled professional team of 
health professionals across a myriad of different clinical 
settings. 

• The patient will be the regular co-author of a treatment 
and recovery plan focused on 12 domains of wellness 
and will be expected to seriously apply themselves 
to achieving the goals and objectives or working 
collaboratively with the care recovery team to make 
ongoing adjustments as needed. 

• The patient will make himself/herself available for 
regularly-scheduled check-in appointments with their 
care recovery team and commit to responsively engaging 
in their care. 

• The patient will be made aware that dis-enrolling from 
their health insurance carrier or switching coverage 
domains could have an adverse impact on their 
participation in the ARMH-APM. 

Following this noti� cation, the patient can be enrolled in 
the ARMH-APM and assigned a care coordinator. The care 
coordinator then can assign a recovery coach who can 
begin engaging with the patient in establishing goals and 
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objectives, ultimately working with the patient to move 
them to a more stable care environment.

The clinical point of entry in the program depends on the 
clinical level of care recommended by the professional 
assessment combined with preferences of the patient. At 
the point of entering these settings, the patient formally 
af� rms to their participation in the program.

Exiting the Program
Participation in the ARMH program is completely voluntary 
and at the ongoing discretion of the patient. A patient 
can leave the program at any point if they conclude their 
treatment and recovery objectives are no longer consistent 
with the program’s structure. 

Ongoing provider reengagement efforts are required 
for patients who stop communicating but who do 
not formally withdraw from care within the six-month 
period.  A strict process or schedule is not suggested here 
as providers will need � exibility to reengage based on 
the needs of the patient. Providers should consult best 
practices on effective engagement techniques, speci� cally, 
around when and how to focus efforts. The peer recovery 
coach may be a good option for initiating attempts at 
reengagement because they may be the most mobile of 
the team and are likely to have the strongest relationship/
connection with the patient. 

Further, a patient exits the program if they are no longer a 
participate in the bene� t structure of the health plan they 
are working with. (Note – The model can be constructed 
to provide services on a cash basis and is at the discretion 
of the contracting entity as to whether to provide services 
in this way). 

Lastly, the risk-bearing provider can terminate participation 
by the patient if there are serious breaches in ongoing 
communication or activity that could put the patient or 
others at some kind of risk. 

Irrespective of a patient’s exit from the program, the care 
recovery team will be responsible for providing the patient 
with a � nal, updated treatment and recovery plan tailored 
for that moment in the patient’s recovery journey. The 
team will also work with the patient to identify treatment 

resources that are accessible to the patient under the new 
coverage or treatment. In short, the care recovery team is 
responsible for ensuring that a patient exiting the program 
is positioned to be successful in whatever path they pursue. 

CARE RECOVERY TEAM 
The care team is comprised of licensed and experienced 
medical professionals and para-professionals who are 
committed to working collaboratively and with the 
patient on SUD recovery. Together the care team leverages 
the evidence-base to provide comprehensive recovery 
treatment and support services. They recognize the 
importance of follow-up and active engagement and 
are prepared to engage the patient at each point on 
the recovery continuum. Care team members operate 
as consultants to the patient and family in the recovery 
process [28]. Patients, for their part, are responsible 
for active participation in their treatment and recovery 
process.  

CARE TEAM COMPOSITION 
 The core care team consists of a peer recovery coach, 
care coordinator, a PCP, and a behavioral health specialist 
(psychiatrist or an addiction medicine doctor). 

Peer Recovery Coach
According to SAMHSA, “the terms mentoring or coaching 
refer to a one-on-one relationship in which a peer leader 
with more recovery experience than the person served 
encourages, motivates, and supports a peer who is 
seeking to establish or strengthen his or her recovery. 
Generally, mentors or coaches assist peers with tasks such 
as setting recovery goals, developing recovery action plans, 
and solving problems directly related to recovery, including 
� nding sober housing, making new friends, � nding new 
uses of spare time, and improving one’s job skills. The 
relationship of the peer leader to the peer receiving help is 
highly supportive, rather than directive.3”

Peer recovery coaches are individuals in recovery who help 
others with substance use disorders achieve and maintain 
recovery using four types of support: emotional (empathy, 
caring, concern); informational (practical knowledge and 
vocational assistance); instrumental (concrete assistance 

3 https://store.samhsa.gov/shin/content/SMA09-4454/SMA09-4454.pdf 
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Exhibit 4

to help individuals gain access to health and social 
services); and af� liational (introductions to healthy social 
contacts and recreational pursuits). Peer recovery coaches 
are not substance use disorder treatment counselors. They 
do not diagnose or provide formal treatment. Rather, they 
focus on instilling hope and modeling recovery through 
the personal, lived experience of addiction and recovery.  
Peer recovery coaches do not espouse any speci� c 
recovery pathway or orientation but rather facilitate all 
pathways to recovery.

Peer recovery coaches are an important part of the care 
team in terms of providing both support and education 
about the recovery process. Peer recovery coaches in the 
ARMH-APM will likely play a key role in the front-end 
activation responsibilities, including educating the patient 
about providing consent to share their medical record 
among treating providers. State-level regulations govern 
the extent to which they can be included in the sharing 
of treatment information. In states with more restrictive 
approaches, providers may coordinate with peer recovery 
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coaches by segmenting data into two groups: less 
sensitive data which the peer recovery coach can access 
and more sensitive or protected health information for 
clinical, licensed professionals only. 

As peer recovery coaching is an emerging � eld and 
practice, the workforce is not heavily saturated; however, 
because the paraprofessional role and the prevalence 
of more than 23 million Americans living in recovery 
from alcohol or other drugs, the establishment of a 
peer recovery coach workforce in an ITRN is easier than 
any other professional role on the care team. Given the 
emerging nature of the practice in various settings there is 
insuf� cient evidence on a speci� c recommended case load 
size for an individual recovery coach and the pilot projects 
will work to establish speci� c guidelines on this issue. The 
following credentials are now available with many states 
also providing licensure in speci� c jurisdictions that should 
be used:

• IC&RC - The Peer Recovery (PR) credential is designed for 
individuals with personal, lived experience in their own 
recovery from addiction, mental illness, or co-occurring 
substance and mental disorders [29]. 

• NAADAC - National Certi� ed Peer Recovery Support 
Specialists (NCPRSS) – Peer Recovery Support Specialists 
are individuals who are in recovery from substance use 
or co-occurring mental health disorders [30]. Their life 
experiences and recovery allow them to provide recovery 
support in such way that others can bene� t from their 
experiences. 

• CAPRSS - The Council on Accreditation of Peer Recovery 
Support Services (CAPRSS) is the only accrediting body 
in the US for Recovery Community Organizations (RCOs) 
[31]. CAPRSS accreditation can be deployed in an ITRN 
that has integrated an RCO to provide the peer recovery 
coaching services. 

In the ARMH-APM, the peer recovery coach is the central 
� gure in the patient’s recovery, with ever-increasing 
prominence and importance as the patient’s recovery 
moves to the second episode. The peer recovery coach 
bears the following functional responsibilities: 

• Maintain a current recovery plan (and further ensuring 
the plan is electronically captured in the resident EMR 
system)

• Assume the role of key contact for the patient during 
their recovery experience

• Facilitate a robust and thorough hand-off to another 
peer recovery coach when he/she is no longer able to 
support the patient

• Provide transportation services to patients who have a 
clear, recovery-based objective; otherwise patients are 
encouraged or trained to ride the bus or acquire other 
forms of transportation

• Engage family and friends in the treatment planning 
process to help patients address recovery-based activities

• Coordinates services with counselors and assign 
responsibility for achieving speci� c objective

• Provide in-service training to counselors about the goal 
of recovery coaching

Care Coordinator 
Per the  Agency for Healthcare Research and Quality 
(AHRQ), “Care Coordination involves deliberately 
organizing patient care activities and sharing information 
among all of the participants concerned with a patient’s 
care to achieve safer and more effective care. This means 
the patient’s preferences are known ahead of time and 
communicated at the right time to the right people, and 
that this information is used to provide safe, appropriate, 
and effective care to the patient [32].” 

The care coordinator is the main point of contact for 
patients entering from non-acute care pathways. The care 
coordinator is responsible for bridging the transition into 
care for the patient and for completing pre-assessments. 
Generally, the care coordinator acts as the point of contact 
for and manager of the information exchange between 
any medical care specialists and the remainder of the care 
team, although in some critical cases it may be important 
for the specialist to have direct access to the patient’s 
treatment plan. 
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Systemic care coordination roles have been deployed for 
the management of a variety of physical health conditions, 
however, the promising practice has had minimal 
utilization in traditionally fragmented (not integrated) 
behavioral health care services. Given this reality there is 
insuf� cient evidence on a speci� c recommended case load 
size for a care coordinator working with an exclusive SUD 
population and the pilot projects will work to establish 
speci� c guidelines on this issue.

The care coordinator and peer recovery coach should 
be viewed as inextricably linked partners who serve 
different, but related functions in supporting the patients 
experience. While the recovery coach is working directly 
with the patient on objectives and supports, the care 
coordinator is ensuring that appropriate care is being 
administered at all points in the care continuum. 

The level of engagement of these two functions are 
inversely correlated. The care coordinator should play a 
much larger role in the early stages of a patient’s recovery, 
due to the attendant clinical intensity and the need to 
manage various care transitions. The peer recovery coach 
will have a larger role as the patient moves towards 
primarily utilizing community-based supports with a 
decreased need for clinical resources. 

The primary responsibilities of the care coordinator consist 
of: 

• Coordinate patient care with other members of the 
care recovery team, ensuring the patient is receiving the 
quantity and type of care mandated by treatment and 
recovery plan

• Manage discharge and care transitions in close 
collaboration with medical staff and the patient, 
ensuring the patient’s experience is properly managed to 
promote continuity 

Primary Care Physician (PCP), Physician-Assistant (PA), 
or Advanced Practice Registered Nurse (APRN) 
A key member of the care recovery team is the PCP and 
related staff. If the patient has a PCP during activation in 
the ARMH-APM, then efforts should be made to include 
the PCP (and their staff) on matters pertaining to the 

patient’s recovery. Speci� c instances where the PCP should 
be noti� ed include:

• The initial activation of the patient as a participating in 
the ARMH-APM

• The development of the initial treatment and recovery 
plan with noti� cations of subsequent iterations of the 
plan

In the course of providing primary care for the patient, 
the PCP and their staff should have ready access to the 
patient’s treatment and recovery plan and should be able 
to engage with the care coordinator and/or the peer 
recovery coach as needed. 

In cases where the patient does not have a PCP, the care 
recovery team protocol would not require induction. The 
patient should be encouraged and supported in selecting 
a PCP from the network structure of the managed care 
plan they participate in. The ideal scenario would be that 
the PCP had clinical connectivity to the ITRN. Where this 
is not possible, the core care recovery team should abide 
by the communication parameters above using whatever 
means are at their disposal of communicating key recovery 
information. 

The PCP can either be regarded as the general medical 
home for non-SUD related treatment and services or 
be integrated and manage both behavioral health / 
SUD needs and physical health needs throughout the 
ARMH-APM. Each ITRN can determine based on current 
infrastructure and PCP training the appropriate utilization 
of primary care throughout the patient’s recovery journey.  

Finally, if the ARMH-APM is engineered for OUD, then the 
care recovery team will require the PCP to possess a waiver 
from SAMSHA to prescribe or dispense buprenorphine 
under the Drug Addiction Treatment Act of 2000 [33]. If 
the PCP is unable to attain this waiver, the care recovery 
team should add a physician with this waiver.

Addiction or Behavioral Health Specialist
Another variation in the care team may be driven by 
workforce considerations. Physicians with a focus on 
behavioral health, who can prescribe medications for SUD, 
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(e.g. addiction medicine doctor, primary care physician, 
psychiatrist) are specially-trained clinicians who can 
provide prevention, screening, intervention, and treatment 
for substance use disorders and their psychiatric and 
medical complications, and may not serve networks in 
suf� cient numbers to participate in every ITRN care team. 
To the extent that these professionals are not available, the 
care team would bene� t from a physician with addiction 
medicine training who has oversight over the ARMH-APM. 
These specialists should be certi� ed in the � eld; acceptable 
certi� cations for participation in the ARMH-APM include 
the following: 

• Certi� cation by the American Society of Addiction 
Medicine or the American Board of Addiction Medicine

• Subspecialty certi� cation in Addiction Medicine by the 
American Board of Preventive Medicine

• Subspecialty certi� cation in Addiction Psychiatry by the 
American Board of Psychiatry and Neurology

• Certi� cate of Added Quali� cation in Addiction Medicine 
conferred by the American Osteopathic Association

• Completion of an accredited residency/fellowship in 
Addiction Medicine or Addiction Psychiatry 

Certi� ed Addiction Counselor4 or Licensed Clinical 
Social Worker5

Certi� ed Addiction Counselors (e.g. Alcohol and Drug 
Abuse Counselors) are professionals trained in evaluation 
and to implement speci� c therapeutic techniques. 
Counselors’ educational requirements range from 
certi� cate level programs to masters and doctoral level 
programs. The Association for Addiction Professionals 

4 http://www.nbcc.org/, https://www.drugabuse.gov/node/18877, Taleff, 

M and Swisher, J. (1997) The seven core functions of a master’s degree 

level alcohol and other drug counselor. Journal of Alcohol and Drug 

Education. Spring 1997, 42(3), 
5 https://abecsw.org/clinical-social-work/clinical-social-work-described/, 

https://pcmh.ahrq.gov/sites/default/� les/attachments/pcpf-module-4-

practice-management.pdf, https://www.socialworkers.org/LinkClick.

aspx?� leticket=ICxAggMy9CU%3d&portalid=0 

and The National Board for Certi� ed Counselors are 
bodies that provide certi� cations for professional 
counselors. Competencies expected of counselors based 
on their level of credentials may include the applying 
of the evidence-based to counseling, completing 
assessments and matching patients to the appropriate 
treatments, individual or group counseling, evaluation 
of the effectiveness of care, and collaboration with team 
members and other organizations. 

Licensed Clinical Social Workers (LCSWs) are professionals 
with advanced degrees (masters or doctoral degrees) and 
many hours of supervised post-graduate experience (from 
1,500 to 4,000 hours depending on the state) who are 
trained to assist individuals and families with psychosocial 
needs. LCSWs use strengths-based approaches, develop 
treatment relevant to the patient’s environment, respect 
patient rights, and advocate, all through a strong 
therapeutic alliance. They may provide direct services 
including assessment, diagnosis, treatment planning and 
treatment or intervention, and case management. LCSWs 
are very versatile and can practice in a number of settings. 
LCSWS trained to address substance use disorders 
may provide leadership or collaboration as part of an 
interdisciplinary care team.  

The care team is responsible for sharing with the patient 
the evidence and science around various treatment 
modalities and then honoring the choices of the patient 
during patient activation and subsequent engagement. As 
the evidence-base is constantly changing, the care team 
maintains the responsibility for assessing trusted sources 
of evidence-based practice and treatment such as the 
following: 

• ASAM

• SAMHSA

• The Recovery Research Institute – provides a brief 
recovery assessment tool  

• The National Institute on Drug Abuse 

• The University of Washington Alcohol and Drug Abuse 
Institute
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Ancillary Specialists
Patients with co-morbidities and co-occurring mental 
health issues should be under the clinical care and 
supervision of other specialists and medical professionals. 
The ARMH model should not disrupt the � ow of patient 
care to these other critical practitioners but should 
establish a linkage through the care coordinator to ensure 
continuity of information related to the patient. Hence, 
specialists are not considered structurally needful in the 
care recovery team but should be closely conferred with. 

Panel Size
Given the various roles and functions in the care recovery 
team, it is important to set a minimum threshold for the 
case load of recovery team professionals. 

Case loads should be based on the functions described in 
this section, with speci� c case load designations for the 
peer recovery coach, the care coordinator, the behavioral 
health specialist, and the PCP. 

Because each phase of care requires different functional 
contributions by the care recovery team, a design is 
necessary to establish panel size boundaries. There is 
a danger in over-subscribing any member of the care 
recovery team, as engagement with the patient could be 
negatively affected. 

PATIENT
Patients who opt into treatment are expected to take 
an active part in the planning and implementation of 
their care and recovery plans. In all episodes of care 
(Recovery Initiation and Active Treatment, Community-
Based Recovery Management), the patient will shape the 
treatment and recovery plan and participate in strategies 
designed to promote readiness to change, motivation/
resistance, and engagement in care. Participation in the 
Community-Based Recovery Management episode will 
involve utilization of community resources and peer-
recovery communication about any recidivism risks. 
Patients are also responsible for providing appropriate 
feedback through their peer recovery coach regarding 
whether ARMH care is meeting their needs. To the extent 
possible, the provider should take into account a patient’s 

wishes regarding level of care, so long as the decision 
is consistent with the evidence base. A higher emphasis 
on patient preference and input is possible in the second 
episode (Community-Based Recovery Management) than 
in episode one (Recovery Initiation and Active Treatment). 
To remain consistent with the evidence base, providers 
may recommend a higher level of care based on sound 
clinical assessment and the best available evidence and 
educate the patient on, for instance, reasons why the 
clinically appropriate level of care will aid in the patient’s 
progress towards recovery. Active engagement with the 
peer recovery coach may be a good resource for the 
patient during level-of-care transitions. 

Patients are expected to adhere to the treatment 
recommendations, and at a minimum participate in care 
that ensures patient safety and limits provider liability. 
The exact treatment plan can remain � exible, as the 
provider and patient pursue agreement. In considering the 
situations under which a provider may seek to sever an 
ITRN relationship with a patient, the Alliance recommends 
that the ARMH provider have a policy to address non-
compliant patients which includes peer support efforts 
as a prerequisite and a robust communication (including 
a written/technology-based correspondence with the 
patient) protocol around unenrollment.  Further, recovery 
disruption must be held separate from noncompliance as 
the ARMH model considers any engagement with ITRN 
providers as attempted compliance. 

TREATMENT AND RECOVERY PLAN
Historically, “addiction treatment plans” connotes short-
term clinical interventions in isolation from long-term 
recovery planning. The ARMH model requires linking 
broadly used evidence-based treatment placement and 
assessment tools with concurrent longer-term recovery-
focused patient planning. Similar to other chronic 
diseases, the treatment and recovery plan is individualized 
and built according to combining goal input from both 
the patient and the care team. The fundamental design of 
the treatment and recovery plan is engineered to support 
the patient in developing, maintaining, and expanding 
recovery capital. Recovery capital is derived from 
biopsychosocial origins. 
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Biological capital is focused on the physical attributes 
of a patient’s recovery. Here, the focus is on appropriate 
pharmacotherapies and clinical supports that manage a 
patient’s physical symptoms, withdrawal, and stabilization. 

Psychological capital is focused on mental supports 
as the patient balances experiences, prejudices, fears, 
perceptions, or chemical imbalances that in� uence the 
mental state and attendant recovery of the patient. 

Social capital is critical because personal change does not 
occur in isolation but is strongly in� uenced by the social 
environment and context of the patient’s environment 
[34].

As the treatment and recovery plan supports the patient 
in their development of recovery capital, the care recovery 
team is working in collaboration with the patient to 
in� uence their trajectory and manage turning points. 
Turning points are a wholesale redirecting of trajectory 
cultivated on a long-term basis as opposed to a brief or 
convenient � ash in the pan [35]. Today’s treatment and 
recovery programs largely provide for brief detours instead 
of seminal redirection.  

In addition, it is important to consider culturally and 
linguistically appropriate services that are respectful of 
and responsive to the health beliefs, practices and needs 
of diverse patients. When programs embed culturally-
responsive approaches to treatment, patients are more 
engaged in their care, including recovery services, 
therapeutic relationships between providers and patients 
are improved, and disparities in behavioral health 
treatment outcomes are reduced.      

The Alliance also borrows from key elements of recovery 
management as a framework for promoting interventions 
for those who are less likely to achieve recovery on their 
own: 

• Capacity for recovery from a substance use disorder 
exists on a continuum of motivational readiness and 
skills.

• The goal of addiction treatment is to teach individuals 
how to achieve their own recovery. 

• Full recovery is not essential at completion of treatment 
as long as individuals leave with the capacity to 
eventually achieve recovery without additional treatment 
interventions. 

• All individuals are capable of achieving suf� cient 
recovery capital if given the skills or access to the 
resources. 

• Addiction treatment is one of the multiple resources 
used to help individuals achieve a sustainable recovery 
[36]. 

FUNDAMENTAL OF THE TREATMENT 
AND RECOVERY PLAN
Patient-centered Planning
For a treatment and recovery plan to be most effective, 
it must be tailored to individual patient needs, goals, and 
circumstances. It must therefore be developed in direct 
collaboration with patients and their families, physicians, 
care coordinators, and peer recovery coaches so that each 
member of the patient’s core support team can contribute 
to, and be aware of, the components of the plan. Patients 
should feel empowered to take control of their recovery by 
utilizing the plan, but the full care team will be relied on to 
help the patient adhere to the various components of the 
treatment and recovery plan. Importantly, the treatment 
and recovery plan will help the patient through treatment 
in the clinical setting, but simultaneously provide smooth 
transitions to active, community-based recovery supports.

Treatment and Recovery Plan Components 
The most urgent activity that will be undertaken for any 
patient after any emergency medical stabilization needs 
are met is a clinical assessment to determine both the 
severity of substance use disorder and appropriate clinical 
recommendations. A trained professional will diagnosis a 
SUD based on 11 symptoms de� ned in the Fifth Edition 
of the Diagnostic and Statistical Manual of Mental 
Disorders (DSM-5). According to the Surgeon General’s 
Facing Addiction in America report, “conducting a clinical 
assessment is essential to understanding the nature and 
severity of the patient’s health and social problems that 
may have led to or resulted from the substance use. This 
assessment is important in determining the intensity of 
care that will be recommended and the composition of 
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the treatment plan.” There are four evidenced-based 
assessment tools outline in the report that can be used:

• Addiction Severity Index (ASI)

• Substance Abuse Module (SAM)

• Global Appraisal of Individual Needs (GAIN)

• Psychiatric Research Interview for Substance and Mental 
Disorders (PRISM)

Clinical treatment needs should be personalized and will 
generally use patient placement criteria already currently 
utilized by the payer in a given geography. As also 
evidenced in the Surgeon General’s report “engagement 
and retention strategies to promote participation, 
motivation, and adherence to the plan. Research has 
found that individuals who received proactive engagement 
services such as direct outreach and a speci� c follow-
up plan are more likely to remain engaged in services 
throughout the treatment process.” It is imperative for the 
care recovery team to work proactively with each patient 
to engage them in the clinical services recommended 
based on the outcome of the assessment, but also 
concurrently to any treatment services being delivered to 
begin to work with the patient on their recovery goals. 
It can help to ensure a holistic set of a patient needs are 
being addressed building towards long-term sustainable 
recovery outcomes. The recovery management elements 
of the plan most-often will be led by a peer recovery 
coach in collaboration with the patient.  

Community-based recovery is multi-dimensional. It’s 
important that patients and the care team explore the 
people, places, and things that can either help, or hinder, 
long-term recovery. The template the Alliance has chosen 
to build from is a FAVOR Greenville Recovery plan that 
covers 13 components of everyday wellness that should be 
evaluated and goals established when a patient and care 
team are outlining a patient-centered plan for long-term 
success:

1. Living (e.g., evaluate your living situation)

2. Recovery (e.g., build a support network)

3. Relationships (e.g., � nd sober friends)

4. Healthy Body (e.g., pay attention to your body; co-
morbid physical conditions)

5. Healthy Mind (e.g., focus on mental well-being; 
underlying behavioral health concerns)

6. Counseling (e.g., continue to see a therapist)

7. Medication (e.g., transition to a new doctor)

8. School (e.g., do your homework)

9. Work (e.g., return to work)

10. Compliance (e.g., stick with your treatment plan)

11. Spirituality (e.g., heal your spirit)

12. Interests (e.g., discover new ways to have fun)

13. Coping Skills (e.g.,practice healthy coping skills)

All components of the care plan may not be relevant 
for every patient, and each component may mean 
something different to each individual. It is important 
that the patient, care team, and support system (parents, 
peer coaches, etc.) align around goals for each relevant 
component of the plan and incorporate a process for 
ensuring compliance with the agreed upon plan. Each 
goal should be accompanied by a time frame so that 
patients are regularly checking in on their progress. 
Various technology applications can be utilized by both 
care team and patient to track progress.

The importance of the long-term, recovery-focused 
portion of most treatment plans used today are often 
overlooked, but placing more structure around quality 
of life measures will provide a greater sense of control 
over, and anticipate factors that may impede progress 
toward long-term recovery and limit recovery disruptions. 
The treatment and recovery plan together can promote 
consistency of care, ease care management on the part 
of providers, and provide a concrete setting and task to 
help family, friends, and other members of an individual’s 
support system understand their role in the process of 
recovery. The treatment plan should also ensure physical 
and behavioral health are part of an integrated recovery.
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Social Context 
The treatment and recovery plan should factor both 
exogenous and endogenous social factors that could 
in� uence a patient’s recovery trajectory. The ARMH-
APM requires that four key categories are factored in 
assembling the patient’s treatment and recovery plan. The 
sponsoring organizations should, in some way, factor each 
of these categories to control for speci� c opportunities 
and threats to the patient’s recovery capital. 

• Promoting Social Controls (Treatment and Recovery 
Section #3, #9, #10)
This tenet provides that a network of strong bonds 
with family, friends, work, religion and other related 
societal aspects regulates and motivates the patient to 
act responsibly in addition to increasing risk aversion. 
Conversely, when such social bonds are weak or 
fragmented, individuals are less likely to adhere to 
conventional norms and standards, tending to engage 
in behaviors that could lead to the onset of a recovery 
disruption [37]. 

• Managing for Stress and Coping
Life stressors are highly likely to impede progress and 
could impel substance use among impulsive individuals 
who lack adaptive coping skills and/or are motivated 
to avoid facing problems or their associated negative 
effects [38]. These situations can arise from stressful life 
circumstances such as interpersonal con� ict, work and 
� nancial problems, and physical and sexual abuse. 

• Behavioral Economics and Behavioral Choice (Treatment 
and Recovery Section #3, #4, #8, #9, #10, #12)
The ideas under this category follow that the key 
element of the social context is the alternative rewards 
provided by activities other than substance use. 
Providing access to rewards through involvement in 
educational, work, religious, and social or recreational 
pursuits reduces the likelihood of choosing alternative 
rewards, such as those that might derived by substance 
use [39]. 

The speci� c social context of each of these areas, taken 
individually or together, have been shown to predict the 
maintenance of abstinence and freedom from substance-
related problems [40]. 

ENGAGEMENT PRINCIPLES AND PROTOCOLS FOR THE 
TREATMENT AND RECOVERY PLAN
The treatment and recovery plan is designed to be a living, 
dynamic document that adapts to the patient’s needs 
in real time. For the patient, it should represent an atlas 
to their recovery and should be consulted regularly. The 
plan can be documented with paper or be facilitated by 
a technology resource that meets certain connectivity 
criteria. 

In all cases, the formal plan should abide by two core 
principles: 

1. The plan is only of� cial when it has been developed 
in conjunction with the care recovery team. More 
speci� cally, the care coordinator or peer recovery 
coach should be intimately involved in the creation of 
the plan, with � nal approval rights. 

2. Patient preferences should be strongly deferred to in 
the creation of the plan. The Alliance believes patients 
understand their environments, triggers, and recovery 
parameters quite well. Though the patient will not be 
suited to offer clinically legitimate recommendations, 
their very speci� c insights should be strongly 
incorporated into the treatment and recovery plan. 

Engagement Method
In abiding by these principles, an authorized (and legally 
permitted) care recovery team designate should confer 
with the patient regarding their speci� c treatment and 
recovery plan. Prior to this interaction, the designate 
should have conferred with the broader care recovery 
team and included professionally or clinically-oriented 
recommendations consistent with that patient’s needs. 
The designate should have documentation describing the 
rationale for these recommendations. 

The care recovery team designate and the patient 
should accommodate suf� cient time for each meeting 
to establish, re� ne, or altogether alter the treatment 
and recovery plan. Time allotments should follow these 
standards: 

• Initial development of the treatment and recovery plan 
– 2 hours
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• Regular re� nement of the treatment and recovery plan 
– 1 hour

• Reestablishing the treatment and recovery plan (in cases 
of recovery disruption) – 1.5 hours

These meetings should be established on a one-on-one 
basis in a quiet setting designed to provide comfort and 
ease to the patient. 

These discussions are highly proprietary and the care 
recovery team designate should take great effort to ensure 
the patient perceives an environment of trust and security. 

The designate should make notes and edits to the plan in 
plain sight of the patient, allowing the patient to provide 
reactions and insights as the plan is being developed. The 
designate should understand key boundaries and should 
not violate any of the core clinical recommendations put 
forth by other members of the care recovery team without 
their direct involvement or consent. 

At the conclusion of the meeting the patient should be 
provided with immediate access to the plan. This can be 
done by printing a copy or leveraging any technology 
adopted by the ARMH partners. 

If certain parts of the treatment and recovery plan cannot 
be completed as a result of time constraints or dissonance 
in the process, the current edited form of the plan should 
stand as a “draft” treatment and recovery plan. The 
ARMH providers are expected to � nalize the plan within 
72 hours of initiating the meeting. 

The patient should sign or authorize the � nalized 
treatment and recovery plan along with the designate. 

The designate bears responsibility for the safe transport 
and codi� cation of the plan in an electronic format that 
can be shared within the ITRN for the patient’s bene� t. 

Timing and Cadence
The treatment and recovery plan should be updated as 
regularly as there are changes in the patient condition. 

The initial development of the plan occurs at the point 
of activation or induction into the ARMH-APM with the 
appropriate care recovery team designate. As described 
above, this initial interaction should be lengthy and should 
include as many of the care recovery team members as are 
feasibly available. The initial plan is of critical importance 
as it seeks to balance a range of clinical, social, and other 
considerations that orient that patient’s recovery. 

Each time a care transition takes place, a revised 
treatment and recovery plan should be developed in close 
collaboration with the patient prior to discharge. This 
process will not be as lengthy, as the primary shifts are in 
clinical or environmental settings. 

If a care transition has not taken place in a six-month 
period, the treatment and recovery plan should again be 
revisited by the care recovery team designate. Key changes 
should be made to re� ect the progress both the designate/
care recovery team and the patient observe are taking 
place. Where progress is slow or uneven, adjustments 
should re� ect areas of pressure or dif� culty. 

Finally, in the event of a material or signi� cant recovery 
disruption, the care recovery team should immediately 
engage with the patient to make the appropriate 
adjustments to the plan. This may involve a general 
resetting of key clinical services, moving the patient back 
to a setting more appropriate for that particular moment 
in their care. However, it may just look to adjust settings or 
other recovery determinants, without a need to materially 
redress a defect in the plan. 

MEASURING RECOVERY & PROPOSED QUALITY 
METRICS
Given the current non-existence of long-term quality 
measure for substance use disorders, the ARMH-APM will 
initially rely heavily on process measures as determined 
by individual ITRN’s (e.g. patient consent to share medical 
record, frequency of patient contact, care transitions, 
etc.). Learnings will also be drawn from Collaborative Care 
Model currently being used to integrate behavioral health 
services into Primary Care savings that has been shown 
to improve patient outcomes considerably.  Additionally, 
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there are emerging tools and technology to measure 
a patients “Recovery Capital” that ITRN’s can explore 
integrating into their models. 

Aside from that, the ARMH-APM seeks regular 
reconciliation and recovery determination. To do this, the 
Alliance has relied on a consensus document developed by 
ASAM that focuses on the appropriate use of drug testing 
in recovery.  

ASAM created a consensus document on the Appropriate 
Use of Drug Testing in Clinical Medicine [41] to provide 
guidance on the effective use of drug testing in the 

identi� cation, diagnosis, treatment, and promotion 
of recovery. Generally it is anticipated a patient would 
be tested weekly during the � rst six months (episode 
one: Recovery Initiation and Active Treatment), monthly 
during the second six months (episode two: Community-
Based Recovery Management), and then either monthly 
or eight times a year in the remaining episodes of the 
ARMH model. The testing should be administered by a 
trained clinical professional on the team and not the peer 
recovery coach. The care recovery team should factor 
these guidelines into the patient’s particular needs while 
adhering to this general cadence. 
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