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G RETENTION
The intersection of opioid use, particularly via injecting, and HIV is well IN CARE
documented." In the United States, contracting HIV through injection drug use, either

directly or via sexual contact with a person who injects drugs, accounts for more than I

one-third of estimated AIDS cases since the beginning of the epidemic, and 9% of

estimated new infections.? Untreated opioid use disorder is problematic, particularly as

injecting behavior is associated with increased risk of HIV transmission, as it interferes

with antiretroviral treatment adherence®+6789and impedes HIV viral suppression. 0111213

The devastating outbreak of more than 180 HIV infections diagnosed in 2015 among persons injecting oxymorphone in rural
southeastern Indiana is an example of the way in which injection drug use can be the primary driver of localized epidemics.'

In recent years, dramatic increases in opioid-related fatal overdoses and acute hepatitis C infections''® underscore the
urgent need to identify and treat opioid use disorder in both persons living with HIV (PLWH) and people at risk of HIV
infection. In January 2016, the CDC reported that since 2000, there’s been a 200% increase in the rate of overdose deaths
involving opioids.™”

Opioid use disorder is treatable with FDA-approved pharmacotherapies. Buprenorphine is one such treatment option, which
can be delivered in the primary care office setting. For PLWH, office-based buprenorphine treatment delivered in HIV clinics is
associated with decreased opioid use, increased ART use, higher quality of HIV care, and improved quality of life. 18192021

This HIV primary care model intervention aligns with the medical home model as it allows patients to readily access
comprehensive HIV and addiction services under one roof. The Integrating Buprenorphine Treatment for Opioid Use Disorder
in HIV Primary Care model follows principles of harm reduction, including reducing the harms of addiction. This enables
providers to treat addiction along with other chronic medical conditions experienced by their patients. The approach secures
additional patient buy-in by investing in the existing trust and communication they develop with their primary care providers.

The following information provides an overview of the Integrating Buprenorphine Treatment for Opioid Use Disorder in HIV
Primary Care intervention and is intended for implementation in HIV primary care settings that do not already provide on-site
buprenorphine treatment services.

I:I Professional Literature

There are four broad classes of opioids: endogenous opioids that are naturally produced in the body (endorphins);
opium alkaloids (e.g. morphine, codeine), semi-synthetic opioids (e.g., heroin, oxycodone, buprenorphine); and fully
synthetic opioids (e.g. methadone, fentanyl). Opioids are commonly prescribed for the relief of acute and chronic pain,
administered as agonist pharmacotherapy for the effective treatment of moderate-to-severe opioid use disorders, and
taken by persons for non-medical reasons to feel good or to feel better.




Opioids are among the most misused drugs in America. According to the 2014 National Survey on Drug Use and Health,
prescription pain relievers were the second most frequently used illegal drug among adults in the United States (second
only to marijuana).?? Opioids bind to specific receptors in the central nervous system, releasing dopamine that stimulates
the brain’s reward circuits. Opioid taking behaviors are reinforced and for some persons can lead to a loss of control with
compulsive use, cravings, and continued use despite consequences, i.e. addiction.
Approximately 4.74 million Americans age 12 and older reported nonmedical
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0 p I 0 I ds opioid use in the last month, and among them 53% met the criteria for an opioid

. use disorder.2324
are among the most misused

drugs in America. The current opioid use epidemic has dramatically affected persons from all walks
of life and gained the urgent attention of the lay press, public health officials,

and medical providers. Between 2004 and 2011, emergency department visits related to oxycodone, hydrocodone,

methadone, and morphine products increased 220%, 96%, 74%, and 144%, respectively.?® The age-adjusted rate for

opioid-analgesic poisoning deaths nearly quadrupled from 1.4 per 100,000 in 1999 to 5.4 per 100,000 in 2011,% and the

rate for deaths involving heroin has almost tripled since 2010,

as individuals substituted opioid analgesics with a cheaper and

o drua. heron. 2" Number of opioid-analgesic poisoning deaths per 100,000
more accessible drug, heroin.

Opioid misuse and opioid use disorders are more prevalent
among persons living with HIV (PLWH) than the general
population,?® and PLWH underutilize substance use
treatment.?®%° Not only is opioid injecting a risk factor for HIV
transmission, but PLVWH have often been prescribed opioid
analgesics for chronic pain or, prior to the introduction of
effective antiretroviral therapies, to manage pain and suffering
during the dying process. Pain was common and historically
undertreated in PLWH; estimates of the prevalence of chronic 1939 201

pain in PLWH ranges from 39-85%.51:32:33:34:85,3637.38.39 Greater

pain severity also has been observed in PLWH compared to the general population,* and PLWH with substance use
histories have higher pain intensity and symptom distress than non-drug-using PLWH.41:42.43
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HIV care providers have reported only limited confidence in their ability to recognize opioid analgesic misuse in their
patients receiving opioids for chronic pain. With calls for more regulation and education for prescribers, medical providers
are developing a greater awareness of the principles of safe opioid prescribing, which include the need to regularly
monitor, and respond to the risk and benefits of prescribing for all of their patients.* Learning how to recognize the

signs and symptoms of opioid use disorder is of particular value to HIV primary care providers, since the treatment of
substance use problems can increase engagement in HIV care.*®

For persons that are diagnosed with opioid use disorders, there are pharmacologic and non-pharmacologic treatment
options. Three medications are approved by the FDA for the treatment of opioid use disorder: methadone, naltrexone,
and buprenorphine. Methadone, an opioid agonist, can be provided as daily maintenance therapy and has been

the gold standard for the effective treatment of opioid addiction since national consensus guidelines were published

in 1998.4" Methadone treatment, however, is limited by federal and state laws to highly-regulated opioid treatment
programs. While naltrexone, an opioid antagonist, can be prescribed in any setting by any clinician with the authority
to prescribe any medication, the effectiveness of daily oral naltrexone for the treatment of opioid use disorder is limited
by poor adherence.*® A monthly intramuscular extended-release formulation of naltrexone may reduce some of these




adherence issues and is another office-based treatment option under current investigation. Buprenorphine, a
partial opioid agonist taken sublingually, is as effective as moderate doses of methadone and can be prescribed in
office-based settings by trained physicians with an appropriate Drug Enforcement Agency (DEA) registration. 45051
Like methadone, buprenorphine has been shown to decrease HIV transmission risk behavior and improve HIV
outcomes.®?58 |In the Buprenorphine HIV Evaluation and Support (BHIVES) initiative, a collaboration of ten HIV clinics
in the U.S. demonstrated that PLWH, who received buprenorphine treatment for opioid use disorders from HIV clinic
providers, decreased their opioid use,**increased ART use,®® experienced higher quality of HIV care,*® and reported
better quality of life.®”

While national HIV/AIDS treatment guidelines currently recommend opioid agonist therapy for engaging people

who inject drugs in HIV care,®® not all medical providers have developed the skills, confidence, and clinical support
structures to effectively treat opioid use disorder with office-based buprenorphine treatment. Indeed, the number of
patients with opioid use disorders (regardless of HIV status) still significantly exceeds the capacity of opioid treatment
services nationwide.%9%°

& Theoretical Basis

A behavioral change theory is a combination of, “interrelated concepts, definitions, and propositions that present a
systematic view of events or situations by specifying relations among variables, in order to explain or predict the events
or situations.” By grounding an intervention in theory, the component parts are intentionally sequenced to build off of one
another to facilitate a change in health behavior.

This intervention is grounded in the Theory of Diffusion of Innovation®? which outlines the process by which an
innovation is spread through various communication channels to the entirety of a social system. Diffusion of Innovations
explains the way in which an innovative idea spreads and creates change at the systems level. The theory examines four
main elements that contribute to the understanding of the spread of an innovative idea: the innovation, communication
channels, time, and the social context. The theory suggests that individuals and groups adopt in different time intervals.
In descending order of time to adopt, the five adopter categories are (1) innovators, (2) early adopters, (3) early majority,
(4) late majority, and (5) laggards. An innovative idea is considered to have spread throughout a system when a critical
mass of the system has adopted.

Within this intervention, clinic administrators, the treatment team’s clinical coordinator, and the lead HIV provider who
is trained in prescribing buprenorphine are innovators as they introduce the integrated buprenorphine model into the
HIV clinic setting. Innovators in leadership positions have the capacity to develop the clinical structures and workflows
to support office-based buprenorphine services. As such, they may be identified as intervention champions. New
buprenorphine prescribers and trained clinical staff may become early adopters, and as additional clinical staff and
patient and community stakeholders are exposed to the intervention and perceive the benefits of the intervention,
they may support the model as the early majority (as they follow the trend set by the early adopters). Additional clinic
personnel, medical staff, and treatment team members who fall into the category of the late majority and laggards will,
over time, engage in the intervention or feel the impact of the intervention. However, their status as late majority or
laggards may be indicative of initially resisting the intervention (a potential barrier to track throughout the implementation).
The model follows the natural diffusion of concepts, trends, and culture that exists in a clinic setting.



Intervention Components and Activities

The Integrating Buprenorphine Treatment for Opioid Use Disorder in HIV Primary Care intervention operates at two
levels by providing individual level treatment to the patient and creating systems level change within the clinic.

Intervention components and activities that occur at the patient level include:

1. Assessing patients for buprenorphine treatment. The objectives of the assessment process are to
determine the patient’s clinical eligibility for buprenorphine treatment, provide the basis for a treatment plan,
and establish a baseline measure to evaluate a patient’s response to treatment.5¢ Components of the patient
assessment conducted by the treatment team will include an initial clinical encounter to:

» Establish the diagnosis of opioid use disorder, including the duration and severity of opioid use.
Buprenorphine treatment is recommended when 4 or more of eleven DSM-5 criteria are met, i.e. moderate-
to-severe opioid use disorder;

» Discuss current opioid use and patterns, including level of tolerance, prior quit attempts, prior experiences
with opioid agonist treatment, nature and severity of opioid withdrawal symptoms, time of last use and
current withdrawal status;

» Document the patient’s use of other substances, including tobacco, alcohol, and other drugs;

» Identify patients who need medically supervised withdrawal management from alcohol, benzodiazepines, or
other sedatives prior to initiating buprenorphine treatment;

» Identify comorbid medical conditions and psychiatric disorders and determine how, when, and where they
will be addressed;

» Screen for communicable diseases and address them as needed;

» Assess patient’s access to social supports, family, friends, employment, housing, finances, and legal
assistance;

» Determine patient’s readiness to participate in treatment and their goals for engaging in treatment.®®

2. Preparing patients for treatment. Every patient to whom buprenorphine is prescribed should be prepared by
the treatment team in advance to succeed. The treatment team will engage with eligible patients to:

» Educate the patient about buprenorphine treatment and how to properly administer, safeguard, and
discard the medication; what they can expect to experience at each stage of treatment; and alternatives to
buprenorphine treatment;

» Refer patients who need medically supervised withdrawal management from alcohol, benzodiazepines, or
other sedatives prior to initiating buprenorphine treatment;

» Complete a treatment agreement describing the goals of treatment, the risks and benefits of treatment, and
the relationship between the patient and the treatment team;

» Communicate with other providers in patient’s circle of care about the treatment plan, especially with other
substance use treatment or mental health providers. (This will require signed releases of information to
exchange health information);

» Prepare patients to achieve a mild-moderate state of opioid withdrawal on the day of buprenorphine
initiation. The patient should exhibit signs of at least mild withdrawal prior to receiving their first dose of




buprenorphine. In preparation for initiating treatment and to ease discomfort, the treatment team may wish
to dispense small quantities of medications to provide symptomatic relief of opioid withdrawal symptoms
beforehand. In addition to anticipatory guidance, the program may wish to dispense or prescribe “kick
packs” or “comfort packs” (i.e. small quantities of medications to provide symptomatic relief of opioid
withdrawal symptoms).

3. Initiating, stabilizing, and maintaining patients on buprenorphine treatment. The goal of initiation and
stabilization is to find the lowest dose of buprenorphine at which the patient discontinues or markedly reduces the
use of other opioids without experiencing withdrawal symptoms, significant side effects, or cravings. When a stable
buprenorphine dose is achieved, patients enter into a maintenance phase of treatment.

» The treatment team should determine if it will offer home and/or office based treatment initiation to patients and
develop local protocols for each.

» After buprenorphine initiation, the treatment team monitors patients either daily (for unstable patients) or once
or twice weekly with phone monitoring (stable patients). The treatment team increases the buprenorphine dose
daily until the patient no longer has signs and symptoms of withdrawal or craving and has not developed signs
or symptoms of opioid excess.

» Most patients reach their target dose within the first two weeks of treatment and progress to the maintenance
stage of treatment. Monitoring visits, which may include counseling and functional assessments and urine drug
testing, can be scheduled between weekly and monthly, depending on patient’s clinical stability. At a minimum,
patients should be seen by the prescribing provider every 3 months.

» If patients relapse or destabilize, they should return to more frequent monitoring or treatment re-initiation or be
referred for a higher level of care.

Intervention components and activities that occur at the systems level include:

1. Provider Training: Physician prescribers will complete buprenorphine waiver training prior to project initiation.
2. Staff Training: Conduct training for the treatment team and other members of the organization:

» The Clinical Coordinator and other members of the treatment team will receive training on assessing and
preparing patients for treatment, as well as the stages of buprenorphine treatment.

» All clinic staff and administrators should be offered in-service training on the following topics: addiction and
harm reduction basics, the effects of substance use treatment on the HIV care cascade, cultural competence
regarding the stigma of drug use and HIV.

3. Clinic Structure and Workflows: Clinical space, schedules, and practice protocols need to be developed to
integrate buprenorphine treatment into the existing HIV primary care work flows. Materials may include written
buprenorphine practice protocols, DSM-5 worksheets, COWS worksheets, patient education forms, informed
consents, treatment agreements, urine drug testing procedures, and Authorizations to Exchange Health Information
for substance use treatment.

4. Clinical Mentorship: Buprenorphine prescribers will identify and have access to a clinical mentor, defined as another
health professional with expert knowledge and practical experience in buprenorphine treatment.®” Ideally, this mentor
will maintain a buprenorphine practice in the same health network or geographic locale and meet monthly for case
conferences. Clinic prescribers also will be encouraged to participate in the Physician Clinical Support System for
Medication Assisted Treatment (PCSS-MAT), a national training and mentoring project.®




5. Community Referral Networks: The treatment team will develop a system of referral in the local health care
community, so that providers can refer patients who need supplemental or higher levels of care for restabilization
and/or the treatment of comorbid substance use and mental health disorders. Examples of types of care include
counseling, mutual support groups, withdrawal management, vocational training, methadone treatment, intensive
outpatient treatment, and residential treatment.

Stafﬁng Requirements The following staff positions need to be developed and filled

in order to successfully implement the intervention.

STAFF TITLE DESCRIPTION

Linkage staff

PHYSICIANS The lead physician is responsible for all aspects of patient treatment including:

(at least 2 MD or DO » conducting or reviewing patient assessments;
with buprenorphine

L - » prescribing buprenorphine in accordance with Schedule Il requirements;
prescribing privileges)

» managing initiation, stabilization, and maintenance of buprenorphine treatment (with the support from the
Clinical Coordinator);

» record keeping that may be referenced for a DEA inspection; and

» providing clinical guidance and direct supervision to the Clinical Coordinator.

A second physician or prescriber is required to provide backup coverage in the event that the lead physician is on
vacation, ill, or unavailable for any other reason.

CLINICAL The clinical coordinator is a key member of the buprenorphine treatment team and serves an essential role in
COORDINATOR the implementation process. This person must possess not only the clinical knowledge and skills to participate
in individual patent treatment, but also the organizational and communication skills to execute systems
level activities.

The Clinical Coordinator is responsible for:
» availability to see patients in the clinic daily, participating in patient assessment and preparation, including day-
to-day program concerns, education, and counseling;

» supporting the patient and prescriber in buprenorphine initiation, stabilization, and maintenance treatment
procedures under the supervision of the prescribing physician;

» assisting the prescribing physician in making referrals to community providers for counseling or higher levels
of care when needed;

» maintaining therapeutic relationships with both the patient and the medical provider; and
» overseeing the following patient care components:

e case management;

» medication management and treatment monitoring;

e insurance authorization and troubleshooting;

e relationship building and patient linkage to additional support (drug treatment services and mental
health care); and

o relationship building and facilitation of ancillary services (including patient transportation).




DATA MANAGER The Data Manager is responsible for:
» Consenting patients into the study;
» Collecting and submitting data required for multi-site evaluation;

» Coordinating the collection of patient surveys, encounter forms, basic chart data abstraction, and
implementation measures, and reporting them to the Dissemination and Evaluation Center (DEC); and

» Providing quality assurance reports and updates to intervention team about study referrals, enrollment
retention, etc.

Staff Characteristics

The qualities of the treatment team include being non-judgmental, curious, respectful, persistent, and attentive to
patients and their responses and behavior. To facilitate the most effective treatment, team members acknowledge that
it may be difficult to talk about some topics, ask questions out of concern for a patient’s health, avoid using labels or
diagnoses, and assure patient confidentiality.

Other clinic providers and staff may not be considered part of the core treatment team, yet their training, language,
behavior, and buy-in are essential. All office staff will be offered training on the topics described above. The success
of the intervention may depend on the degree to which all clinic administrators, providers, and staff are able

to demonstrate:

» a multidisciplinary, team-based approach to patient care;

» an working understanding of addiction as a chronic brain disease characterized by inability to consistently
abstain, impairment in behavioral control, craving, diminished recognition of significant problems with one’s
behaviors and interpersonal relationships, and a dysfunctional emotional response;

» an understanding of the cycles of relapse and remission (without treatment or engagement in recovery activities,
addiction is progressive and can result in disability or premature death®);

» cultural competence and compassion in working with persons who have been stigmatized and shamed by
others because of their HIV disease, sexual orientation, mental health or substance use;

» clear communication and thorough documentation that meets HIPAA requirements.

The following are programmatic requirements that need to be addressed prior to implementation in order to facilitate a
successful implementation:

» Hire key personnel.

» Develop the following protocols (i.e., home-based and clinic-based treatment initiation protocols) that
correspond to patient stability and experience and to provider skills and confidence:
« Initial patient assessment
o Patient education and preparation for treatment
o Treatment initiation and reassessment

« Maintenance treatment and monitoring (urine toxicology testing and in accordance with state regulations,
check with prescription drug monitoring program (PDMP))




» Patient-centered treatment intensification (for example: more frequent visits, more counseling, other outpatient
drug treatment program)

o Treatment failure and/or transfer of care
o Re-initiation of treatment after drop out

» Create procedures to follow federal mandates for record keeping practices: Keeping and maintaining a patient
log for each prescriber; ensuring confidentiality of medical records, their storage, and their maintenance for Drug
Enforcement Administration (DEA) visits

» Conduct training for all members of the organization, including providers and the clinical coordinator.

» Determine the types of insurance that will be accepted, whether or not to apply to patient assistance programs,
fees, payment plans, and policies. Identify the individual who will address prior authorization for insurance.

» Secure sustainable patient access to buprenorphine medication. Establish working relationship with onsite or
community pharmacy that will dispense medication and working with benefits counselors to obtain coverage for
opioid treatment pharmacotherapies. Buprenorphine comes in a variety of sublingual formulations. Unless the
patient also is pregnant, most patients will receive co-formulated buprenorphine and naloxone tablets or film.

» Establish or (strengthen existing) relationships with mental health and substance use treatment providers (on site or
in the community). Create a Memorandum of Agreement (MOU) for referrals of patients who need more intensive
services for addiction medicine with an agreed upon timeline for referral appointments.

» Implement policies that address safety and boundary issues.

Additionally, DEIl performance sites must assess their capacity to conduct process and outcome activities during the
funded period.

Costs

During a cross-site evaluation, the median monthly cost of integrating HIV care and co-formulated buprenorphine/
naloxone (bup/nx) in 2011 was $136 per patient for labor and overhead and $8 per patient for toxicology analyses.”
“This represent[ed] an incremental cost to the clinic of about $22 per month compared with treating HIV-infected
patients with an opioid dependence who were not assigned to integrated care. In integrated care, however, there
are fewer encounters with physicians and more encounters with non-physician providers, whose services are less
expensive, but also less likely to be billable to third party payers.””"

Daily medication doses generally range from 8-24 mg, and previous cost estimates placed this at $4 to $19 per day,
per patient. However, generic bup/nx is available and some ADAP or Medicaid state formularies (e.g. Oregon, New York
State, California) do cover bup/nx, decreasing costs even further. This information is particularly important to highlight
given Medicaid expansion under the Affordable Care Act. As such, agencies should check their state formularies for
additional discounts and coverage.
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OVERVIEW OF PRIOR SPNS INITIATIVES

An Evaluation of Innovative Methods for Integrating Buprenorphine Opioid Abuse Treatment in HIV Primary Care
Settings www.hab.hrsa.gov/abouthab/special/buprenorphine.html

IMPLEMENTATION/REPLICATION MATERIALS

Integration of Buprenorphine into HIV Primary Care Settings: Tools from the Integrating HIV Innovative Practices
Program: careacttarget.org/ihip/buprenorphine
Buprenorphine FAQ and Peer Discussion: careacttarget.org/library/buprenorphine-fag-and-peer-discussion

TOOLS FOR PROVIDERS

Buprenorphine Waiver Management: www.samhsa.gov/medication-assisted-treatment/buprenorphine-
waiver-management

How To Get Started AFTER you have completed the DATA 2000 training (A guide for providers):
www.buppractice.com/howto

Mentoring for providers: pcssmat.org/mentoring/

Buprenorphine Treatment Physician Locator: www.samhsa.gov/medication-assisted-treatment/physician-
program-data/treatment-physician-locator

Opioid Treatment Program Directory: dpt2.samhsa.gov/treatment/directory.aspx

The National Alliance of Advocates for Buprenorphine Treatment: www.naabt.org/

ASAM National Practice Guideline for the Use of Medications in the Treatment of Addiction Involving Opioid Use:
www.asam.org/practice-support/guidelines-and-consensus-documents/npg/supplement

ASAM Buprenorphine Course for Office-Based Treatment of Opioid Use Disorders: www.asam.org/education/
live-and-online-cme/buprenorphine-course

Clinical Guidelines for the Use of Buprenorphine in the Treatment of Opioid Addiction. Treatment Improvement
Protocol (TIP) Series 40: http://buprenorphine.samhsa.gov/Bup_Guidelines.pdf

PEER-REVIEWED ARTICLES PROVIDING BACKGROUND INFORMATION ON BUPRENORPHINE

A model federal collaborative to increase patient access to buprenorphine treatment in HIV primary care.
www.researchgate.net/publication/50194286_A_model_federal_collaborative_to_increase_patient_
access_to_buprenorphine_treatment_in_HIV_primary_Care

A comparison of buprenorphine induction strategies: patient-centered home-based inductions versus standard-
of-care office-based inductions. www.ncbi.nlm.nih.gov/pmc/articles/PMC3081891/

Integrating Buprenorphine/Naloxone Treatment into HIV Clinical Care. www.nyam.org/news/docs/pdf/BHIVES _
JAIDS_56-S1-March2011.pdf

Home-versus office-based buprenorphine inductions for opioid-dependent patients. www.ncbi.nlm.nih.gov/
pmc/articles/PMC2849656/

Inquiries about and initiation of buprenorphine treatment in an inner-city clinic. www.ncbi.nlm.nih.gov/pmc/
articles/PMC2746741/

Factors affecting willingness to provide buprenorphine treatment. www.ncbi.nlm.nih.gov/pmc/articles/
PMC2866292/

Barriers to obtaining waivers to prescribe buprenorphine for opioid addiction treatment among HIV physicians.
www.ncbi.nlm.nih.gov/pmc/articles/PMC2219773/

Office-based buprenorphine for patients with opioid dependence. www.ncbi.nlm.nih.gov/pmc/articles/
PMC3694223/
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