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Activity T

Training for Providers

N o o oa

»  Waivers: To prescribe buprenorphine, providers must complete specialized training
and receive a waiver. Providers may work with up to 30 clients for the first year
after receiving the waiver; after a year, they are eligible to apply to the Drug
Enforcement Administration (DEA) to treat up to 100 patients; more experienced
providers can apply to treat up to 250 patients. More information on training
and waivers can be found from the Substance Abuse and Mental Health Services
Administration website (SAMHSA).A

» Substance use disorders training: Treatment teams need experience or training
in the assessment and management of SUDs. You can find training locally, or look
online: SAMHSA?® or American Society for Addiction Medicine (ASAM) websites.®

» Clinical mentors: Treatment teams can benefit greatly, especially during start-
up, from finding a mentor with expert knowledge and practical experience in
buprenorphine treatment. Ideally, the mentor maintains a practice nearby and
can meet monthly for case conferences. Clinic prescribers are also encouraged
to participate in the Physician Clinical Support System (PCSS-NOW)?, a national
training and mentoring project.

www.samhsa.gov/medication-assisted-treatment/buprenorphine-waiver-management/qualify-for-physician-waiver

www.integration.samhsa.gov/clinical-practice/substance_use/trainings

WWwWw.asam.org/

pcssnow.org/clinical-coaching/ www.samhsa.gov/programs-campaigns/medication-assisted-treatment/training-materials-resources
buprenorphine-waiver
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Activity 2

Clinic Space and Equipment

» Clinic space: Clinic space depends on the setting, but typically the clinical
coordinator needs a room to meet with and counsel patients. Some treatment
teams may also wish to have a designated room for inductions, such as an exam
room or private office space, although a separate induction room is not required.

» Equipment:

» Computers (tablet, laptop, etc.) and internet access at all locations for
entering data.

» Drug screening kits: either rapid, point of care urine screening kits, or oral

swab toxicology screens.
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Activity 3

Partners and Referral Agencies

BUPE-HIV teams need to establish relationships with the following onsite or partner
agencies:

» Counseling and case management: To ensure smooth referrals, establish (or
strengthen existing) relationships with mental health and SUD treatment providers/
counselors, as well as social service agencies that are either onsite or in the
community. It is best to develop a Memorandum of Agreement or Understanding
with an agreed upon process and timeline for referral of patients who need more
intensive services for addiction medicine.

» Pharmacy: Discuss medication needs with the onsite or community pharmacy.

» Laboratory: Discuss testing needs, such as liver function tests, urine or oral
toxicology screens, and urine pregnancy tests, with the onsite or community
laboratory.
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Activity 4

Policies and Procedures

BUPE-HIV teams need to develop or adapt the clinic’s existing policies and protocols,

including:

»

»

»

»

Payment and insurance: Determine and document fees, payment plans, and
policies, including the types of insurance to accept and whether or not to apply
to patient assistance programs. Coverage varies by public and private payors for
medication and office visits. |dentify the staff person at the clinic who will be the
point person for addressing issues related to insurance authorization.

Clinical intake: Determine workflow for patient registration, hand-off, and
scheduling. Of note, many patients initiating buprenorphine will already have
established care at the clinic.

Clinical protocols: Review the clinical implementation activities (i.e., assessment,

induction, stabilization, and maintenance protocols) offered in this toolkit and make
edits and additions as needed (for example, if standards of care have been updated,
or if patients present with varying needs). Decide which screening tools will be
used to assess for co-occurring pyschiatric disorders and SUDs.

Record keeping: Create procedures to follow federal and state mandates for record
keeping practices. This includes keeping and maintaining a patient log for each
prescriber, ensuring secure medical record storage, and maintaining records for
potential DEA visits. For more information, see: SAMHSA Waiver Management.®
Patient records should include:

» Medical history and physical examination
» Diagnostic, therapeutic, and laboratory results
» Evaluations and consultations

» Treatment objectives

8. www.samhsa.gov/health-information-technology/laws-regulations-guidelines
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» Discussion of risks and benefits

» Medications (including date, type, dosage, and quantity prescribed and/or
dispensed to each patient)

» A physical inventory of all Schedules lll, IV, and V controlled substances on
hand that are dispensed to the patient for induction and maintenance

» Instructions and agreements

» Electronic health records (EHRs): Coordinate with the IT department to make
changes in the EHR system to better support documentation of patient-level
data for this intervention. In addition, be aware of your organization’s guidelines
regarding confidentiality of communications regulated by the federal government:
Confidentiality of Alcohol and Drug Abuse Patient Records, 42 Code of Federal
Reqgulations (42CFR).°

» On-call/After-hours plan: Develop a contingency plan to support patients outside
of normal clinic hours, such as an on-call number and a backup provider.

» Protocol for obtaining induction medications: Determine how prescribers will
obtain buprenorphine for inductions. With onsite pharmacies, providers can send
the patient to the pharmacy before or during the induction visit to pick up the
medication. With community pharmacies, providers can write prescriptions to be
picked up by the patient prior to the induction appointment. Because a patient
may be in withdrawal, some providers send a patient’s family member or close
friend to pick up the induction medication. A provider may also call or fax the
induction prescription to the pharmacy to request delivery. Finally, some providers
obtain limited supplies of induction medication through a distributor, and securely
store them at their office; however there are strict DEA regulations governing this

practice.®

9. https:/www.asam.org/resources/practice-resources/dea-office-inspection-tips

10. http://www.naabt.org/education/literature.cfm
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ACTIVITY 4 (conTINUED)

o

» Protocol for accepting referrals: Determine if your program will accept patients
who are self-referred, referred only from within the clinic, and/or referred from
other providers in the community. Develop a protocol for first appointments.

» Protocol for providing referrals: Develop a protocol for referring patients to other
providers and agencies for social services and treatment of co-occurring SUDs or
other psychiatric disorders.

» Policies that address safety and boundary issues: To protect the clinic staff,
develop policies that address safety and boundaries with patients.

» Patient education materials: Order educational materials on buprenorphine to
distribute to patients. Many are available from the National Alliance of Advocates

for Buprenorphine Treatment."

» Treatment team communication: Establish effective communication and
supervision among treatment team members through regular meetings:

» Case conferencing meeting (weekly)

» Supervision meeting for the clinical coordinator by prescribing provider
(weekly)

» Clinical mentor meeting (monthly, until confidence is established; then
less often)

1. www.careacttarget.org/sites/default/files/file-upload/resources/UCSF_Buprenorphine_ProgramRecruitment.pdf
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Activity 5

Stakeholder Buy-in

Talk to all stakeholders early in the planning process to ensure good relationships, receive

advice, and establish referral processes.

»

»

»

»

»

Clinic leadership and staff: Present plans at department and/or all-staff meetings,
and ask for feedback and ideas on integration of roles, etc. Explain how the
intervention benefits the clinic as a whole.

Patients and community: Hold a forum at the clinic or a local community space to
present the proposed intervention and ask about the needs of opioid users and

their families. In addition, many outpatient practices are finding that neighborhood
associations want a say in whether or not this programming occurs, and if so, how.
Be prepared to engage with the businesses and residents of the neighboring area.

State AIDS Drug Assistance Programs and Medicaid Programs: Meet to discuss the
potential inclusion of buprenorphine on formularies.

State and local offices of AIDS services, jail service programs, and narcotic
enforcement officials: Meet to discuss the cross-section of these services and how
all can work together; discuss referrals and beneficial partnerships.

Community SUD programs: Meet to discuss how buprenorphine is a complement
to (and not in competition with) methadone clinics, residential detoxification and
rehabilitation facilities; discuss referrals and beneficial partnerships. Clinics may also
want to develop relationships with other treatment centers and housing programs
that accept patients who are actively in buprenorphine treatment.

BUPE-HIV TOOLKIT | 12
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Recruitment Materials

Recruit patients to the intervention, either onsite or from the community, by developing
recruitment brochures, flyers, etc. Samples of promotional materials created by a program
in San Francisco can be found on the TARGET Center.?

12. http://www.ct.gov/dmhas/lib/dmhas/publications/MAT-InfoFamilyFriends.pdf
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Activity T

Initial Patient Assessment

At the first clinical encounter with the patient, the prescribing provider and the clinical

coordinator conduct an initial patient assessment.

The objectives of the initial patient assessment are to:

1. Determine eligibility for buprenorphine treatment

2. Provide the basis for a treatment plan

3. Establish a baseline measure to evaluate a patient’s response to treatment

Assessment part 1: Completed by the prescribing provider. To determine
eligibility for treatment, the povider assesses the following:

» Diagnosis of opioid and other substance use disorders

»

»

»

»

»

Establish opioid use disorder diagnosis and severity (see Appendix B:
DSM-5 Criteria for Opioid Use Disorder)

Discuss current opioid use and patterns, including type of opioid, method
of administration, frequency of use, and last use

Review past substance use disorder treatment experiences, including
patient response to treatment, side effects, and perceived effectiveness

Observe possible intoxication; document drug or needle use sequelae

Review and document use of other substances, including tobacco, alcohol,
and benzodiazepines (see Appendix C: DSM-5 Criteria for Substance Use

Disorders)
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» Laboratory tests

»

»

»

»

Baseline urine or oral toxicology screen. Expect opioid-positive
toxicology screens; screen for other substance use disorders (e.g.,
methamphetamines, benzodiazepines, cocaine)

HIV-related lab work (review recent screens). Also consider looking/
screening for hepatitis, syphilis, lipid profile, serum electrolytes, blood
urea nitrogen and creatinine, complete blood count with differential and
platelet count, and TB

Pregnancy serum or urine hCG (when applicable). Also assess birth
control method(s)

Liver enzymes

» Co-occurring medical conditions and psychiatric disorders

»

»

»

»

Liver disease: Patients with decompensated cirrhosis may require closer
monitoring

Aspartate aminotransferase (AST), alanine aminotransferase (ALT): If AST
or ALT are greater than five times the normal upper limit, patients may
have increased risk of buprenorphine-induced hepatitis; treatment teams
ought to delay buprenorphine until transaminitis has resolved

Pain syndromes: Buprenorphine cannot be used in patients who require
high doses of full opioid agonist therapy (e.g., morphine, oxycodone,
fentanyl)

Psychiatric Disorder: Obtain mental health assessment and follow
recommendations to promote mental health stability; this includes
assessments for co-occurring mood disorders, anxiety disorders, eating
disorders, trauma- and stress-related disorders, and psychotic disorders

BUPE-HIV TOOLKIT | 16
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» Substance withdrawal: |Identify and refer patients who need medically
supervised withdrawal management from alcohol, benzodiazepines, or
other sedatives prior to initiating buprenorphine

» Medications metabolized by cytochrome P450 3A4 system (several HIV
antiretroviral and psychiatric medications): 3A4 inhibitors may increase
drug levels of buprenorphine causing symptoms of opioid excess (e.g.,
patients on ritonavir-boosted regimens may require a downward dose
adjustment of buprenorphine, though this is not common)

Assessment part 2: Completed by the clinical coordinator

»

»

»

»

Assess the patient’s living environment (e.g., housing, employment, social supports).

» Support patient in obtaining referrals and creating a plan to access
housing, legal, financial, or employment assistance, as applicable

Determine patient’s readiness to participate in treatment and goals for engaging in
treatment

Identify how the buprenorphine treatment will be paid for

Provide education on overdose prevention and response, including use of naloxone
rescue kits (materials available at prescribetoprevent.org)

See Appendix D for a sample checklist of eligibility criteria.

BUPE-HIV TOOLKIT | 17
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Activity 2

Preparation for Treatment

Eligible patients can initiate treatment at the same visit as the assessment, or can return

for a second visit. To prepare the patient for treatment:

»

»

»

»

»

Educate on buprenorphine treatment including how to properly administer,
safeguard, and discard medication; what to expect at each stage of treatment; and
alternatives to buprenorphine treatment (see Activity 8: Alternatives to Sublingual

Buprenorphine). Helpful handouts include:

» Medication-Assisted Treatment for Opioid Addiction: Fast Facts for Family

and Friends™®

»  What is Buprenorphine Treatment Like?" and other resources from The

National Alliance of Advocates for Buprenorphine Treatment

Complete a treatment agreement that describes treatment goals, risks and
benefits, and the relationship between the patient and the treatment team.
Appendix E has a sample agreement with important information for the patient.

Communicate with other providers in patient’s circle of care about the treatment
plan. This may require signed releases of information to exchange protected health
information.

Manage patient expectations about buprenorphine, explaining that it is only one
aspect of recovery, which is a lifelong process.

Take a baseline screen of opioid withdrawal symptoms using the Clinical Opiate
Withdrawal Scale (COWS) (Appendix F).

13. http://www.naabt.org/education/what_bt_like.cfm

14. www.accessdata.fda.gov\scripts\cder\rems\index.cfm?event=IndvRemsDetails.page&REMS=356
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» Prepare patients for induction. Patients must be in early stages of withdrawal from
opioids prior to induction; otherwise, they will experience precipitated withdrawal
(which causes intense and acute symptoms). An opioid’s half-life influences the
time to withdrawal as noted in the examples below:

» Heroin/fentanyl should be stopped at least 12 hours prior to induction

» Methadone should be tapered down to 30mg/day prior to induction and
should be stopped altogether 24-48 hours before induction

» Dispense “kick-packs” (optional) to relieve possible opioid withdrawal symptoms.
Kick-packs are small quantities of medications to relieve nausea, diarrhea, anxiety,
myalgia, and rhinorrhea. Many patients will not need these medications. Kick-packs
typically include:

» Clonidine 0.Img to 0.3mg PO g4-6 hours PRN lacrimation, diaphoresis,
rhinorrhea, piloerection

» Loperamide (Immodium) 4mg PO x 1 PRN diarrhea, then 2mg PO PRN
each loose stool or diarrhea thereafter, not to exceed 16mg/24h

» OTC acetaminophen 500-1000 mg g 4-6 hrs, ibuprofen 600 mg g8 hrs, or
naproxen 500 mg q12 hrs PRN myalgias or arthralgias

BUPE-HIV TOOLKIT | 19
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Activity 3

Induction

Induction is the medically monitored startup of buprenorphine treatment. It usually lasts
3-7 days. The goal of induction is to identify the lowest possible buprenorphine dose
that will allow patients to reduce or stop their opioid use without experiencing withdrawal
symptoms or uncontrollable drug cravings. If your program offers both home-based
and office-based induction options, you will need to determine which method is best for

each patient.

Medications: Currently, buprenorphine is available in two formulations:

» Buprenorphine hydrochloride (monotherapy)

» Combination tablet or film of buprenorphine hydrochloride and
naloxone hydrochloride in a 4:1 ratio (buprenorphine-naloxone;
commercial name ‘Suboxone’)

Both formulations are taken sublingually (under the tongue). Providers
often prefer to prescribe buprenorphine-nalaxone because it reduces
the likelihood that a patient will inject the medication. However,
only buprenorphine monotherapy is available in generic form.

Office-Based Induction Protocol: Office-based induction is recommended
for patients who are: homeless or unstably housed; transferring from methadone to
buprenorphine (withdrawal symptoms are more likely in these patients); have worries
about experiencing withdrawal; or have anxiety or difficulty following complex

instructions.
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Visit 1: The prescribing provider conducts the initial office-based induction, which lasts 2-4

hours. The provider closely monitors the patient’s reaction to the medication. It is helpful
to have the clinical coordinator present as well.

»

»

»

»

»

»

»

Measure withdrawal before beginning. As noted earlier, the patient must have
abstained from using opioids for 12-24 hours and must be in the early stages of
withdrawal. The Clinical Opioid Withdrawal Scale (COWS) (along with subjective
measures) can identify if patients are in adequate withdrawal to begin induction
and avoid precipitated withdrawal. A COWS score of > 5, but preferably > 12, should
sufficiently avoid precipitated withdrawal (see Appendix F).

Check for signs of intoxication by other substances (e.g., alcohol odor, nystagmus,
positive Romberg test, patient disinhibition, or other altered mental status)

Reschedule patients who do not meet above criteria for induction (explain reasons)
Obtain toxicology screen. Review results from previous test

Start patient on a 2-4 mg test dose. Use 4 mg for patients with stronger
withdrawal symptoms. The tablet or film must dissolve completely under a moist
tongue, which takes 5-10 minutes, and occasionally as long as 15 minutes. Stay with
the patient to observe that they are taking the medication correctly and that they
feel at ease.

Evaluate patient every 20-30 minutes. Most patients experience a reduction in
withdrawal symptoms and cravings within the first 15-20 minutes. If there is no
change in symptoms or symptoms are only somewhat improved, give an additional
dose of 2-4 mg.

Most patients receive 8-12 mg total on the first day (not to exceed 16 mg). Patients
may be sent home with take-home doses and instructions for the next 1-2 days.
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Visit 2: Typically conducted by the clinical coordinator; occurs the day after visit 1, in the
office or by phone.

» Check for withdrawal symptoms (COWS) and cravings.

» Titrate dosage upwards, not to exceed 16 mg/day.
Visit 3: Typically conducted by the clinical coordinator; occurs the day after visit 2, in the
office or by phone.

» Check for withdrawal symptoms (COWS) and cravings.

» Titrate dosage upwards, not to exceed 16 mg/day.

» Provide a prescription for a week’s supply.

Home-Based Induction Protocol. Home-basedinduction occurs under the supervision
of providers experienced with inductions and is best-suited for patients who have prior
experience with buprenorphine, have reliable telephone access, and have demonstrated
both comfort and skill at starting the medicine without clinical observation. In addition,
patients who cannot take several days off work would benefit from a home induction that
can occur over a weekend.
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For home-based induction, the patient reviews the protocol and receives induction
instructions from the provider (Appendix G: Home Induction Protocol Handout). This takes
place after the initial assessment. Together the provider and patient:

» Review the home induction protocol handout

» Create a clear plan that includes:
» when to stop opioids and begin induction
» how to assess withdrawal symptoms

» when medication will be taken each day; include the length of time that
patients should wait to reassess their withdrawal symptoms

» Provide enough medication to achieve a dose of 16 mg per day until the first
scheduled stabilization visit (in about a week)

» Review how to take medication sublingually
» Review how to track and record doses
» Consider prescribing a kick-pack to treat symptoms of withdrawal

» Review what patients should not do: e.g., drink alcohol, take
benzodiazepines

» Provide contact information for patients if they have questions or
problems

Notes on induction: Timing and amount of dosing is very important. Doses that are
too high may acutely exacerbate withdrawal symptoms, while titrating up too slowly
may needlessly prolong withdrawal. Either of these situations may result in patient non-
adherence. A sudden exacerbation of opioid withdrawal symptoms after administering
buprenorphine usually indicates precipitated withdrawal. Discuss symptoms with the
patient and review time of last opioid use. Give the patient a kick-pack of medications at
the clinic for symptom management and instruct the patient to return the following day
for re-evaluation.

Side effects of buprenorphine: The most common side effects include sweating,
headaches, nausea, constipation, reduced sexual drive, drowsiness, and disrupted sleep.
Patients with viral hepatitis may also experience mild increases in liver enzymes, particularly
in ALT levels.
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Activity 4

Stabilization

To stabilize the patient, the medication dose should increase until the patient no longer has
signs of withdrawal or cravings and has not developed signs or symptoms of opioid excess.
Stabilization visits occur weekly for about 2-4 weeks.

» Use the COWS Scale to assess withdrawal symptoms. Review use of any
adjunct medications for symptom management. Most patients will no longer be
experiencing withdrawal but may continue to experience cravings.

» Continue to increase daily dose by 2-4 mg until patient achieves optimal relief of
objective and subjective withdrawal symptoms and cravings. The median dose is
16 mg daily, though the range can be from 8mg-24 mg. Most patients reach their
target dose within the first two weeks of treatment.

» For patients living with HIV who are on boosted atazanavir and other
ritonavir-containing antiretrovirals, lower buprenorphine doses may be
sufficient. For patients on efavirenz-containing regimens, higher doses are
often required.

» Review treatment agreement with patient; remind them that diversion or misuse of
buprenorphine may result in treatment discontinuation.

» Make sure that patients have an adequate supply of medication until their next
visit.

Throughout the stabilization phase, the clinical coordinator should talk to the patient about
developing a support system to help with recovery; discuss any cravings and challenges
the patient is facing; and help with adherence.
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Activity 5

Maintenance

Stabilized patients will progress to the maintenance phase of treatment. Most stabilized
patients only need to return for care monthly. After 6 months, highly stable patients can
come every 2-3 months. If patients relapse or destabilize, they should return to more
frequent monitoring or to a higher level of care.

Maintenance visits are used to assess function, provide counseling, obtain toxicology
screening, and make referrals as needed. The clinical coordinator can provide ongoing
treatment adherence support and help patients access the services they need to support
their sobriety and overall health and well being (counseling, housing, employment, etc.).

Patients should receive positive reinforcement for opioid-negative toxicology. Patients

who screen positive for ongoing opioid use or other substance use should receive non-
punitive counseling, intervention, and/or referral.
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Schedule for Induction, Stabilization, and Maintenance

Week 1

» Office visits on days 1, 2 and 3 (or phone calls on days 2 and 3)
Induction » OR Home-based (with initial visit to receive medication and
instructions)

» Daily dose: start at 2-4 mg; titrate up to 8-12 mg (no > than 16 mg)

Weeks 2-4

» Office visits weekly
» Check for withdrawal and cravings

Stabilization

» Toxicology testing
» Target dose: 12-16 mg daily (up to 24 mg)

Months 2-12

» Office visits monthly (months 2-6); if doing very well, every 2-3
months (months 6-12)

WEILLEUEREER | Check for continued stability

» Toxicology testing

» Counseling once or twice monthly

» Adjust dosage as needed
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Transitioning to Primary Care

Patients can stay on buprenorphine treatment indefinitely, but many can transition to
working with just their primary care provider instead of the BUPE-HIV treatment team.
The decision to transition patients can be done on a case-by-case basis.
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Terminating Treatment

The three primary reasons why a patient may need to terminate treatment include: patient’s
choice (voluntary); lack of clinical improvement or worsening clinical course; and violent

and/or illegal behavior.

» Voluntary termination

»

»

Some patients will wish to stop treatment. The ideal candidate for
tapering off buprenorphine is socially and clinically stable, has developed
supportive relationships with persons not using drugs, has discovered
alternative ways of dealing with triggers for drug use, and is confident and
motivated to stop treatment.

Patients should taper slowly (e.g., decrease dose by 10-25% each month),
as slow tapers have been shown to be more successful than rapid tapers.
The patient and provider should decide together on the exact pace of the
taper, and should monitor and adjust the taper as a team.

» No significant improvement or worsening clinical course

»

»

»

When a patient shows no significant improvement or a worsening clinical
course, it may be due to physical or psychological stressors, inadequate or
inappropriate treatment, or non-adherence with treatment.

The treatment team should work closely with patients during these times
to help identify contributing factors and strategies to overcome them.
Increase the frequency of monitoring and counseling with these patients.

If the current level of care cannot meet the needs of the patient, outside
providers or programs such as methadone maintenance, intensive case
management, cognitive behavioral therapy, supportive housing, or
residential treatment should be considered and offered.
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» If a patient will transfer to a higher level of care, the treatment team
should develop a memorandum of agreement with treatment partners
and protocols to obtain consent to share patient information. Transfer
from office-based buprenorphine to more structured methadone
treatment may be an option. If patients enter a residential treatment
setting, buprenorphine can (and often should) be continued.

» Diversion, theft, threatening behavior, violence

» The team should develop procedures to manage incidents when
buprenorphine diversion (selling prescription medication) is suspected.
Witnessed diversion usually results in involuntary detoxification and
discharge.

» Other reasons for termination may include an act or threat of violence
against a patient or clinic staff; possession of weapons; violation of the
program rules and regulations; harassment of other patients or staff
on the basis of gender, ethnicity, sexual orientation or gender identity;
stealing or other illegal acts on the clinic grounds; duplicate registrations
in this and other opioid agonist treatment programs (methadone or
buprenorphine); and tampering with toxicology samples.
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Alternatives to Sublingual Buprenorphine

During the assessment, or at other times during the course of treatment, the team may
consider an alternative treatment for a patient, such as a different form of buprenorphine,
naltrexone, or methadone.

» Other forms of buprenorphine

» In 2016, the FDA approved buprenorphine implants (Probuphine) that
last about 6 months for patients stabilized on sublingual or buccal
formulations. Implants are available in the same settings as other
buprenorphine formulations but require waivered providers to receive
specific training from the manufacturer on insertion and removal per the
FDA-approved REMS."®

» In 2017, the FDA approved a monthly extended-release buprenorphine
injectable formulation (Sublocade) for patients with moderate-to-
severe opioid use disorder who have been initiated and treated with
transmucosal buprenorphine for at least 7 days. The medication is only
available in healthcare settings that receive special certification, pursuant
to the EDA-approved REMS.

» Extended release naltrexone (XR-NTX)

» Naltrexone is an opioid antagonist administered as a 30-day intramuscular
injection. It works best for patients who have abstained from short-acting
opioids for at least 7-10 days, and long-acting opioids for at least 10-14
days. No waiver is required to prescribe.

» Methadone

» Only federally-certified accredited opioid treatment programs can
dispense methadone to treat opioid use disorders; some patients are
better served with this higher level of care and closer oversight.

15. www.accessdata.fda.gov\scripts\cder\rems\index.cfm?event=IndvRemsDetails.page&REMS=356

BUPE-HIV TOOLKIT | 30


http://www.accessdata.fda.gov\scripts\cder\rems\index.cfm?event=IndvRemsDetails.page&REMS=356
http://www.accessdata.fda.gov\scripts\cder\rems\index.cfm?event=IndvRemsDetails.page&REMS=356
http://www.accessdata.fda.gov\scripts\cder\rems\index.cfm?event=IndvRemsDetails.page&REMS=356

| -
V-
0
T,
<
=
-
N
O




SUSTAINABILITY

o
Activity T

Program Penetration

Integrating the intervention into the entire clinic setting will help to sustain the program
indefinitely. Strategies for sustainability include:

» Developing a communication plan that outlines how information about the
buprenorphine program is diffused throughout the clinic, for example:

» Giving presentations at all-staff and department meetings to review the
status of the program, discussing the treatment process, talking about
patient outcomes and cases, etc.

»  Writing a feature on the program for the clinic newsletter or blog

» Meeting with administrative leaders at least two times per year to discuss
enrollment, outcomes, evaluation findings (if relevant), budget, programmatic
needs, etc.

» Keeping internal referrals coming: checking in with other providers to make sure
they are screening and referring eligible patients for treatment

» Recruiting and training additional prescribing providers at the clinic site, as
needed
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Education and Training

Program staff should continue to build their skills to provide the most current standards
of care. Topics for training may include addiction treatment, urine point-of-care testing,
confidentiality, motivational interviewing, polysubstance use disorders, and buprenorphine-
specific subjects (e.g., patient selection, induction, stabilization, documentation, forms,

regulations, and case studies).
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Activity 3

Community Engagement

Program staff should lead at least one annual meeting with community partners to discuss
the intervention, the opioid problem in the local community, and coordination of systems
across different community agencies and public health services.

The team can also consider hosting or supporting a buprenorphine prescription waiver
training to grow a network of prescribing providers in the local area.
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Sample Job Descriptions

Prescribing Provider Job Description

Description of the Integrating Buprenorphine Treatment for Opioid Use Disorder in HIV
Primary Care Intervention

This HIV primary care intervention 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 intervention 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.

Purpose of Position
The prescribing provider is responsible for all aspects of patient treatment and the super
vision of the clinical coordinator.

Key Responsibilities
The prescribing povider has overall responsibilities for all aspects of patient treatment
including:

1. Conducting patient assessments
2. Reviewing patient assessments
3. Prescribing buprenorphine in accordance with Schedule Ill requirements

4. Managing initiation, stabilization, and maintenance of buprenorphine treatment
(with the support from the clinical coordinator)

5. Overseeing record keeping that may be referenced for a DEA inspection

6. Participating in professional development and supervision meetings with a clinical
mentor

The prescribing provider has overall clinical responsibilities including:

1. Providing clinical guidance and direct supervision to the clinical coordinator
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2. Completing 8 hours of approved training

3. Obtaining a waiver from SAMSHA'’ s Center for Substance Abuse Treatment (and
receiving an accompanying ID number and Drug Enforcement Agency [DEA]
registration number). After the first year of prescribing buprenorphine, submitting a
second notification to be able to treat up to 100 patients

Qualifications/Requirements
» Licensed MD or DO

» Prior clinical experience working with patients with substance use disorders and
mental health diagnoses

» Knowledge of harm reduction philosophy, as well as patient-centered counseling,
and motivational interviewing techniques

» Demonstrated ability to work collaboratively in a team environment
» Excellent verbal and written communication skills
» Excellent interpersonal and organizational skills

» Knowledge of community resources; demonstrated ability to network and build
strong relationships with community organizations serving priority populations as
identified by the agency

» Demonstrated ability to care for patients of diverse backgrounds, underserved
communities, and with co-morbidities

» Demonstrated knowledge of care for patients living with HIV

Preferred Skills
» American Academy of HIV Medicine (AAHIVM) credentials

» HIV Medicine Association (HIVMA) credentials

» 2 years of experience managing HIV primary care
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Clinical Coordinator Job Description

Description of the Integrating Buprenorphine Treatment for Opioid Use Disorder in HIV
Primary Care Intervention

This HIV primary care intervention 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 intervention follows principles of harm reduction,
including reducing the harm s 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.

Purpose of Position

The clinical coordinator is a key member of the buprenorphine treatment team and serves
an essential role in the implementation process. This person must possess not only the
clinical knowledge and skills to participate in individual patient treatment, but also the
organizational and communication skills to execute systems-level activities. The clinical
coordinator is the point person that will have the most contact with the patients and will
be in regular contact with the pescribers in order to communicate patients’ needs and
shape patients’ care.

Key Responsibilities
The clinical coordinator is responsible for:

1. Seeing patients in the clinic daily and participating in patient assessment and
preparation, including day to-day program concerns, education, and counseling

2. Enrolling patients, including informed consent procedures and initial assessment

3. Supporting the patient and prescriber in buprenorphine initiation, stabilization,
and maintenance treatment procedures under the supervision of the prescribing
provider

4. Assisting members of the health care team in the formulation and implementation
of the plan of care

5. Assisting the prescribing provider in making referrals to community providers for
counseling or higher levels of care when needed
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6. Maintaining therapeutic relationships with both the patient and the provider

7. Overseeing the following patient care components:

a. care coordination, including medication management and treatment
monitoring

b. insurance authorization and troubleshooting

c. relationship building and patient linkage to additional support (e.g., drug
treatment services and mental health care)

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

8. Sharing information with other members of the health care team through chart

documentation, interdisciplinary team meetings, and email

9. Record keeping that may be referenced for a DEA inspection

Qualifications/ Requirements

»

»

»

»

»

»

»

»

Licensed RN, PA, or NP

Knowledge of harm reduction philosophy and patient-centered counseling, and
motivational interviewing techniques

Prior experience conducting individual patient education and counseling sessions
Demonstrated ability to work collaboratively in a team environment
Demonstrated computer literacy

Excellent verbal and written communication skills

Excellent interpersonal and organizational skills, including problem solving with a
team

Knowledge of community resources; demonstrated ability to network and build
strong relationships with community organizations serving priority populations as
identified by the agency
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» Demonstrated ability to care for patients of diverse backgrounds, underserved
communities, and with co-morbidities

» Demonstrated knowledge of working with patients living with HIV

Preferred Skills
» Prior clinical experience working with patients with substance use disorders and

mental health diagnoses

» Completion of the Addiction Technology Transfer Center Network Buprenorphine
Training for Multidisciplinary Addiction Professionals
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DSM-5 Criteria for Opioid Use

Disorder: Worksheet

Patient’s Name: Date of Birth:

Worksheet for DSM-5 criteria for diagnosis of opioid use disorder

Diagnostic Criteria Meets Criteria Notes/Supporting
(Opioid Use Disorder requires at least 2 criteria within 12 months) Yes No Information

1. Opioids are often taken in larger amounts or over a longer
period of time than intended.

2. There is a persistent desire or unsuccessful efforts to cut
down or control opioid use.

3. A great deal of time is spent in activities necessary to obtain
the opioid, use the opioid, or recover from its effects.

4. Craving, or a strong desire to use opioids.

5. Recurrent opioid use resulting in failure to fulfill major role

obligations at work, school, or home.
6. Continued opioid use despite having persistent or recurrent

social or interpersonal problems caused or exacerbated by
the effects of opioids.
7. Important social, occupational or recreational activities are

given up or reduced because of opioid use.

8. Recurrent opioid use in situations in which it is physically
hazardous.
9. *Tolerance, as defined by either of the following:
a. a need for markedly increased amounts of opioids
to achieve intoxication or desired effect
b. markedly diminished effect with continued use of
the same amount of an opioid
11. *Withdrawal, as manifested by either of the following:
a. the characteristic opioid withdrawal syndrome
b. the same (or a closely related) substance is taken
to relieve or avoid withdrawal symptoms

*This criterion is not considered to be met for those individuals taking opioids solely under appropriate medical supervision.

Severity: Mild: 2-3 symptoms Moderate: 4-5 symptoms Severe: 6 or more symptoms

Signed Date

Criteria from American Psychiatric Association (2013). BUPE-HIV APPENDICES | 41
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DSM-5 Criteria for Substance

Use Disorders

In the past 12 months, has your patient had at least two of the following occur?

1.

Risk of bodily harm (e.g., drinking and driving, operating machinery, swimming, sharing
injection equipment):

a. Have you more than once driven a car or other vehicle while you were drinking (using
drugs)? Or after having had too much to drink (while high)?

b. Have you more than once gotten into situations while drinking/using or after drinking/
using that increased your chances of getting hurt, like swimming, using machinery,
walking in a dangerous area or around heavy traffic, or having unsafe sex?

Relationship trouble (arguments with partner, friends, physical fights while intoxicated):

a. Have you continued to drink (or use drugs) even though it was causing trouble with
your family or friends?

b. Have you gotten into physical fights while drinking or right after drinking (or using
drugs)?

Role failure or failure to meet obligations at home, work, school (absences, suspension,
neglect of family or children):

a. Have you had a period when your drinking (using drugs)-or being sick from drinking-
often interfered with taking care of your home or family? Caused job troubles? School
problems?

Shown signs of withdrawal:
a. How do you feel when you don't drink (use drugs)?

b. When the effects of alcohol/drug are wearing off, have you had trouble with sleep,
feeling shaky, restless, nauseated, sweaty, had a racing heart or even a seizure?

c. Have you found that when the effects of heroin/painkillers wear off, you had symptoms,
such as muscle and joint aches, yawning, restlessness, nausea, stomach cramps/
diarrhea, sweating, a racing heart, or anxiety? Or felt like you had come down with the
flu?

Shown tolerance (i.e., needed to use a lot more to get the same effect):

a. Have you had to drink more (or use more of drug X) than you once did to get the effect
you want?

b. Or found that what you usually drank (or used) had much less effect than before?
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Not been able to stick to intended drinking or drug using limits (i.e., repeatedly gone over
them):

a. Have you had trouble keeping to any drinking limits you set for yourself? How so?

b. Have you had times when you ended up drinking (using drugs) more, or longer, than
you intended? Tell me about that.

Not been able to cut down or stop (repeated failed attempts):
a. Have you ever stopped or cut back before? What was that like?
b. Are you able to stop using when you want to?

c. Have you more than once wanted to cut down or stop drinking/using X, or tried to, but
couldn't?

Spent a lot of time (anticipating, or procuring, or recovering from substance):
a. Some patients describe their drug use as a full-time job.Have you ever felt this way too?

b. Have you spent a lot of time drinking (using drugs)? Or being sick or getting over its
after- effects?

Kept using despite recurrent physical or psychological problems (e.g., crack-related chest
pain, alcoholic gastritis, speed psychoses, skin abscesses):

a. Tell me about any medical problems you've had, if any, from drinking (using drug X)?

b. Have you continued to drink/use drugs even though it was making you feel
depressed or anxious or adding to another health problem? Or after having had a
memory blackout?

Spent less time on other matters (that had been important or pleasurable):

a. What kinds of activities have you given up or cut back on - that were important or
interesting to you, or gave you pleasure- in order to drink (use drugs)?

Craving, or a strong desire or urge to use substance:

a. Have you had such a strong desire to drink (use drugs) that it was difficult to think of
anything else?

If yes to 2 or more, then your patient meets criteria for a substance use disorder.
(Mild: 2-3 , Moderate: 4-5, Severe: 6 or more)

Criteria from American Psychiatric Association (2013). Diagnostic and Statistical Manual of Mental
Disorders, Fifth Edition. Washington, DC, American Psychiatric Association.
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Sample Eligibility Criteria Checklist

for Buprenorphine Treatment

Inclusion criteria (patients must meet ALL requirements to be eligible)
4 HIV-infected
O Meets DSM-5 criteria for opioid use disorder and desires treatment

O Currently receives primary care (or willing to start primary care) at the intervention
site

O Age > 18 years or emancipated minor able to consent for medical and substance
use disorder treatment

Q Willing to use birth control methods to prevent becoming pregnant (if applicable)*
O Able to comply with buprenorphine treatment program policies

*Patients who are pregnant, nursing, or looking to become pregnant can use buprenorphine
monotherapy (not naloxone)

Consideration for exclusion (patients meeting ANY of these criteria MAY be considered
ineligible)

Q Severe hepatic dysfunction, i.e., AST and/or ALT = 5x upper limit of normal
O Active suicidal ideation

O Psychiatric impairment that impedes ability to provide informed consent to make
decision regarding own care (e.g., dementia, delusions, active psychosis)

O Methadone or opioid analgesic doses exceeding levels for safe transition to
buprenorphine (methadone >30-60 mg)

O Acute or chronic pain syndrome requiring chronic use of opioid analgesics

Q Serious/uncontrolled/untreated medical problems (e.g., hypertension, hepatic
failure, asthma, diabetes, etc.) or psychiatric disorders

O Requirement of a higher level of care than can be offered in the clinic (e.g.,
methadone maintenance or mental illness chemical addiction program)

Q Has a known allergy/hypersensitivity to buprenorphine or naloxone

Patients who are ineligible to begin treatment may be offered or referred to services to
address certain issues (e.g., mental health treatment) and re-assessed at a later date.
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Buprenorphine Treatment

Agreement

Part 1: My Medicine

Medicine Breakfast Dinner Bedtime

Part 2: Goals of Treatment

| understand that my cravings may not completely go away. | understand that
buprenorphine may not work for me.

My goals for treatment include:
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Part 3: Things | Agree to Do

I will:
» Only get buprenorphine from my doctor

» Tell all my other doctors that | am taking buprenorphine and cannot take any other
opioid medications

» Tell my doctor about ALL of the medicines | am taking (over the counter, herbs,
vitamins, those ordered by other doctors)

» Tell my doctor about all of my health problems

» Only get refills during my doctor appointments (refill requests may not be honored)
» Tell my doctor if | get pain medicine from another doctor or emergency room

» Keep my buprenorphine in a safe place AND away from children

» Only get my pain medicine from [insert pharmacy name, address, phone number]

» Bring all of my unused pain medicines in their original pharmacy bottles to my
doctor visits if my doctor asks me to. My doctor may count the number of pills left
in my bottle(s)

» Allow my doctor to check my urine (pee) or blood to see what drugs | am taking

» Try all treatments that my doctor suggests, including social work and mental health
referrals if necessary

| will NOT:
» Share, sell, or trade my buprenorphine with anyone
» Use someone else's medicine
» Alter my urine sample (e.g., add water, use someone else's urine)
» Change how | take my medicine(s) without asking my doctor

» Ask my doctor for extra/early refills if | use up my supply before my next
appointment

» Ask my doctor for extra refills if my medicine or prescription is lost or stolen.
My doctor will:
»  Work with me to find the best treatment for my addiction

» Refer me for additional help when needed
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Part 4. | Understand

» This is a controlled narcotic medication that may result in withdrawal symptoms
when stopped immediately

» If I drink alcohol or use street drugs while taking my medicine:

» | may not be able to think clearly

M

| could become sleepy

» | may injure myself or overdose
» If | ever:

» Steal
» Forge prescriptions
» Sell my medicine
» Disrespect clinic staff

my doctor will stop my buprenorphine treatment immediately

» If my treatment goals in Part 2 are not reached, my doctor may stop my
buprenorphine treatment

» If | do not follow this agreement, or if my doctor thinks that my medicine is hurting
me more than it is helping me, my doctor:

»  Will continue to be my primary care doctor but will stop my
buprenorphine treatment immediately

»  Will refer me to a specialist for treatment of pain and/or drug problems

| hereby authorize and give consent to the above-named physician and/or any appropriately
authorized assistants he/she may select, to administer or prescribe buprenorphine for the
treatment of opioid use disorder.

The procedures to treat my condition have been explained to me. | understand that it
will involve my taking the prescribed buprenorphine on the schedule determined by the
treatment team.

It has been explained to me that buprenorphine itself is an opioid, but for some individuals
it may not be as strong an opioid as heroin or morphine. Buprenorphine treatment can
result in physical dependence. Buprenorphine withdrawal is generally less intense than
that with heroin or methadone. If buprenorphine is suddenly discontinued, some patients
have no withdrawal symptoms; others have symptoms such as muscle aches, stomach
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cramps, or diarrhea lasting several days. To minimize the possibility of opioid withdrawal,
buprenorphine should be discontinued gradually, usually over several weeks or more.

For my first dose, | should be in withdrawal as much as possible. If | am not already in
withdrawal, buprenorphine can bring on severe opioid withdrawal. For that reason, for the
first few days | will be asked to remain at the clinic for a period of time after | take a first
dose. After that, | will receive a prescription and return to the designated pharmacy to
pick up the medication. | will comply with the correct dosing method for buprenorphine:
holding it under the tongue until it dissolves completely, without swallowing it. Swallowing
the buprenorphine will lessen its effectiveness.

| understand that it may take several days to get used to the transition from the opioid |
had been using to buprenorphine. | understand that using any other opioids (like heroin)
will complicate the process of stabilization on buprenorphine. | also understand that other
opioids will have less effect once | become stabilized on buprenorphine. Taking more
opioids to try to override the effect of buprenorphine can result in an overdose. In addition, |
understand that intravenous use of buprenorphine can produce serious problems including
severe withdrawal, overdose, and even death.

| understand that | will not take any other medication without first discussing it with my
primary physician because combining buprenorphine with other medications or alcohol
may be hazardous. The combination of buprenorphine with diazepam, lorazepam, or
chlordiazepoxide has resulted in death.

| understand that during the course of treatment, certain conditions may make it necessary
to use additional or different procedures than those explained to me.

| realize that for some patients, treatment may continue for relatively long periods of time. |
understand that | may withdraw from the program and discontinue use of buprenorphine at
any time. In this event, | shall be transferred to medically supervised withdrawal treatment
or to a methadone treatment program.

| will not allow any other individual to use my buprenorphine. It is dangerous for an individual
not on buprenorphine to ingest the medication. Doing so may result in serious injury or
even death for that individual.

To the best of my knowledge (select one option):
» | am pregnant at this time.
» | am not pregnant at this time.

If | do become pregnant, | will inform my medical provider or one of their assistants
immediately.
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Alternative methods of treatment, the potential benefits of treatment, possible risks
involved, and the possibility of complications have been explained to me. | certify that
Nno guarantee or assurance has been made as to the results that may be obtained from
addiction treatment.

Part 5: Sign the form

Sign your name and write the date.

Sign your name:

Date:

Print your name (First and Last):

Address:

Doctor name:

Doctor signature:

Date:
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Clinical Opiate Withdrawal Scale

(COWS): Worksheet

Patient Name; Date:

Times (e.g., O min, 30 min, 60 min, 120 min)

For each item, write in the score that best describes the
patient’s signs or symptoms. Rate on just the apparent
relationship to opioid withdrawal. For example, if heart rate

is increased because the patient was jogging just prior to
assessment, the increase pulse rate would not add to the score.

Resting pulse rate: (record beats per minute) Measured after
patient is sitting or lying for one minute.

O pulse rate 80 or below

1 pulse rate 81-100

2 pulse rate 101-120

4 pulse rate greater than 120

Sweating: Over past half hour not accounted for by room
temperature or patient activity.

O no report of chills or flushing

1 subjective report of chills or flushing

2 flushed or observable moistness on face
3 beads of sweat on brow or face

4 Sweat streaming off face

Restlessness: Observation during assessment
O able to sit still
1 reports difficulty sitting still, but is able to do so
3 frequent shifting or extraneous movements of legs/arms
5 unable to sit still for more than a few seconds
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Pupil size:
O pupils pinned or normal size for room light

1 pupils possibly larger than normal for room light
2 pupils moderately dilated

5 pupils so dilated that only the rim of the iris is visible

Bone or joint aches: If patient was having pain previously, only
the additional component attributed to opioid withdrawal is
scored

O not present
1 mild diffuse discomfort
2 patient reports severe diffuse aching of joints/muscles

4 patient is rubbing joints or muscles and is unable to sit still
because of discomfort

Runny nose or tearing: Not accounted for by cold symptoms or
allergies

O not present

1 nasal stuffiness or unusually moist eyes

2 nose running or tearing

4 nose constantly running or tears streaming down cheeks

GI upset: Over last half hour
O no Gl symptoms
1 stomach cramps
2 nausea or loose stool
3 vomiting or diarrhea
5 multiple episodes of diarrhea or vomiting

Tremor: Observation of outstretched hands
O no tremor
1 tremor can be felt, but not observed
2 slight tremor observable
4 gross tremor or muscle twitching
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Yawning: Observation during assessment
0O no yawning
1 yawning once or twice during assessment
2 yawning three or more times during assessment
4 yawning several times/minute

Anxiety or irritability:
O none
1 patient reports increasing irritability or anxiousness
2 patient obviously irritable anxious
4 patient so irritable or anxious that participation in the
assessment is difficult
Gooseflesh skin:
O skin is smooth
3 piloerection of skin can be felt or hairs standing up on arms
5 prominent piloerection

Total scores:
5-12 = mild
13-24 = moderate
25-36 = moderately severe
more than 36 = severe

Observer’s initials:
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Starting Buprenorphine at Home:

WHAT TO START WITH? H an d Oou t

» 4 buprenorphine (bupe) pills or films (8 mg)
(There are many different brand names and generic forms of bupe.)

» 6 Ibuprofen pills (200 mg) - for body pain, take 1-2 pills every 8 hours as
needed

» 6 Clonidine pills (0.1 mg) - for anxiety, take 1 pill every 8 hours as needed

» 6 Imodium pills (2.0 mg) - for diarrhea, take 1 pill after each episode of
diarrhea. Max 6 pills per day

WHEN AM | READY TO START BUPE?

» Use the list of symptoms below to see | feel like yawning Yes
My nose is running Yes
when you are ready to start bupe.

| have goose bumps Yes
»  Wait until you have at least 5 My muscles twitch Yes
symptoms to start Bupe. If you don’t My bones & muscles ache Yes
have 5 symptoms, wait a bit longer and "have hOt_ flashes Yes
review the symptoms again. It is very I'm sweating Yes
. . . | feel unable to sit still Yes

important that you wait until you feel at :
least 5 symptoms before starting bupe! | am shaking Yes
' | feel nauseous Yes
| feel like vomiting Yes
| have cramps in my stomach Yes
| feel like using Yes

THINGS NOT TO DO WITH BUPE

» DON’T use bupe when you are high - it will make you dope sick!

» DON’T use bupe with alcohol - this combination is not safe.

» DON’T use bupe with benzos unless prescribed by a doctor who knows you are taking bupe.
» DON’T use bupe if you are taking pain killers until you talk to your doctor.

» DON’T use bupe if you are taking more than 60 mg of methadone.

» DON’T swallow bupe - it gets into your body by melting under your tongue.

» DON’T lose your bupe - it can’t be refilled early.
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HOW TO TAKE BUPE? w Y i
» Before taking Bupe, drink some water. LR "ﬁ;

» Put Bupe under your tongue. r &/ i

» Don’t eat or drink anything until the Bupe has dissolved completely.

PLAN
»  Use your last heroin/methadone/pain pill at date: time:
» When you have at least 5 symptoms from the list, then you are ready to start.
» Startwith ___ pill or film under your tongue.
»  Wait minutes.

» If you feel the same or just a little better, then take another pill or film.
»  Wait 2 hours - if you still feel sick or uncomfortable, take another pill or film.

PROBLEMS? QUESTIONS?

» Call at ( ) - )
» Call if you still feel sick after taking a total of __pills or
films ( mg).
NEXT STEPS
»  Appointment with at
»  Appointment with Dr. at
WHAT | TOOK: TIME Amount of Pills or Films
_ . am/pm
. am/pm
Day 1
. _am/pm
. am/pm
_ . am/pm
: am/pm
Day 2 T P
. am/pm
. _am/pm
. am/pm
. am/pm
Day 3
_ . am/pm
. am/pm
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Using a Mobile Health Unit to Using

a Mobile Health Unit to Provide
Buprenorphine Treatment:
A Sample Protocol

Background

A Mobile Health Unit (MHU) called CareZONE, a project in collaboration with the Kraft
Center for Community Health/Massachusetts General Hospital and the Boston Public
Health Commission, provides mobile primary care and substance use disorder services
to individuals residing in areas with high incidence of opioid overdose. The staff on the
MHU seeks to engage individuals living on the streets and/or in shelters who struggle to
access facility-based services. To ensure that these patients receive the highest quality
care, the Boston Health Care for the Homeless Program (BHCHP) has developed policies
and procedures governing the general clinical expectations for care provided on the MHU.

Description of Services
The MHU offers the following services:
»  Walk-In Primary Care

»  Walk-In Addiction Care, including harm reduction services and prescriptions for
medication for addiction treatment (buprenorphine-naloxone or naltrexone), as well
as linkages to methadone maintenance, detox, and/or behavioral therapies

»  HIV/HCV/STD Screening, Counseling, and Testing

These mobile services deliver care in a vehicle equipped as a traditional clinic with reception
area, private exam space, sink, refrigerator, and storage space.

Hours of Operation and After-Hours Coverage

» MHU hours for patient assessment and treatment:
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»  Mondays and Thursdays from 12:30pm to 4:00pm
»  Tuesdays, Wednesdays, and Fridays from 8:30am to 12:00pm

»  Additional and/or alternate times in rapid response to clusters of
overdoses

»  When the MHU is not in service, patients may call the BHCHP Answering Service to
page their provider during daytime hours, or, if after 5pm, to speak to the on-call
clinician (MD, NP, PA). The on-call provider will have access to the EHR, including
any encounters which occurred on the mobile unit.

Mobile Health Unit Policies and Procedures
Walk-In Patients
» Patients are seen on a first-come, first-served basis, except in an urgent situation.

» A clinician or a public health advocate registers patients. If medical services are
needed, a clinician (RN/NP/PA/MD) on the van assesses the patient’s needs and
conducts a clinical encounter.

» Urgent cases are assessed and triaged immediately.

Consent to Treat

» Each patient must sign the BHCHP Consent to Treat (CTT) form when presenting
for medical care at the MHU.

» Every attempt is made to ensure that the CTT is signed on the first day care is
provided.

» Occasional delays in obtaining a CTT from a patient may occur related to
emergency or unusual circumstances, including a patient’s inability to signa CTT
due to intoxication or other impairment. In these situations, staff must document in
the patient’s chart the emergency or circumstances that prevented the patient from
signing the CTT, and must describe the patient’s ability to provide informed consent
despite the inability to sign the CTT.
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» Patients who are not yet 18 years of age (“minor patients”) may sign the CTT if they
are legally emancipated from their parents, or if their provider determines that the
patient is capable of giving informed consent (patient understands the risks and
benefits of treatment) and that the best interests of the minor patient will be served
by not notifying his/her parents.

Patient Privacy

» The MHU includes private exam space that is separated from the semi-public
reception waiting space by a door, ensuring both visual and sound privacy.

» Staff assigned to the MHU also provide outreach and/or harm reduction
interventions in public and/or semi-public spaces in and near it.

» Staff make every effort to protect patient privacy even in these non-clinical
encounters. For example, staff first ask patients if they consent to the encounter in
public or semi-public areas, i.e., asking the patient, for example, “Is it okay if we talk
about X here or would you prefer to talk privately?” Staff respectfully end outreach
and/or harm reduction encounters when patients decline or express discomfort
with speaking outside of private spaces.

Waiting Time
» Clinic hours are posted in the reception area.

» MHU staff make every effort to minimize the time patients spend waiting in the
reception area.

» Patients who walk in are triaged as soon as possible to permit identification of any
serious medical conditions.

» All patients are courteously informed of any extended wait time and are assisted in
rescheduling should they desire.

No Show for Clinic Encounter
» Every attempt is made to contact patients who missed planned encounters to:
» Reschedule the appointment.

» Assist the patient in showing up for appointments and planned
encounters.

BUPE-HIV APPENDICES | 57



APPENDIX H (conTinuED)

=

» Chart is reviewed by clinician with a follow-up plan noted in the chart.
After Hours Coverage

» Patients have access around-the-clock, 7 days per week, to an on-call provider
(NP/PA/MD) via BHCHP's on-call system. The on-call provider has access to the
electronic health record, including any encounters which occurred on the MHU.

» Patients with an urgent medical problem when the MHU is closed go to the closest
emergency department.

»  All BHCHP clinical staff and/or the provider on call can be reached through
BHCHP's answering service as well as directly by cellphone 24 hours a day, 7 days a
week in the event additional assistance is required.

Referrals to Outside Care

» Staff make referrals as needed to health care or addiction providers or other health
care specialists via electronic referrals when possible, or via telephone call, directly
from MHU.

»  When possible, patients’ providers make initial referrals electronically through the
E-Referral portal, to schedule outside agency specialty appointments.

» Once referrals are added to the E-referral portal, this activates the referral
coordinators at BHCHP’s main site to follow-up and notify the providers and
patients as needed.

» Any difficulty securing an appointment within a reasonable amount of time is
reported to and followed up by the ordering clinician.

» All referrals are tracked and processed by referral coordinators to assess if patients
are adherent (or non-adherent) with attending referred appointments,

Labs and Imaging Procedures

» The MHU provides a range of diagnostic laboratory tests. All laboratory specimens
are handled according to the highest standards and processed by a local laboratory
and according to BHCHP’s program-wide policy.
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» Providers complete lab requests electronically.

» Laboratory services, which are provided directly (for CLIA-waived tests) as well as
under arrangement with a local laboratory (for all others), include the following:

a.

b.

g.
h.

HIV and HCV blood tests
Fecal occult blood

Urine hCG

Urine analysis

Buccal and urine toxicology
Blood glucose fingerstick
Rapid strep test - throat swab

Other blood serologies as determined by patient need

» The lab sends electronic results to the specific patient’s EHR; results are reviewed
by the ordering provider, who then discuss results with the patient as planned.

Abnormal Labs and Imaging

» Abnormal lab results are reported by the lab daily to the ordering provider
(electronically through the EHR, or if critical results, via page)

»

»

»

»

The provider contacts patients with a follow-up plan. In some cases, the
on-call provider is notified and gives instructions as to the necessary plan
of actions to be taken immediately.

The provider outreaches to the patient to inform them of any need for
further intervention.

If the patient is unable to be located, this is documented in EHR along
with the steps taken to locate the patient.

Referrals for patient imaging procedures are handled electronically
through the E-Referral system portal.
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Communication and Outreach

» MHU clinical staff make every effort to ensure that appropriate clinical information
is communicated directly to a patient, assuming that current contact information is
provided in the EHR.

» If contact information is not provided, additional patient outreach is conducted; all
outreach efforts are recorded in EHR.

Medical Record Completion

»  All patient interactions that are clinical, either face-to-face and via telephone, are
documented in the EHR on the same day. No paper records of clinical care are stored.

» All phone interactions (patient/clinician; clinician/clinician) are documented as soon
as possible, but no longer than 48 hours after the interaction.

Clinical Equipment

» Calibration and preventive maintenance of all medical equipment is completed
annually by a contracted medical service company.

» Emergency response equipment is easily accessible during emergencies.

» Contents are checked after each emergency use and/or on a monthly
basis. Missing items are restocked as used, monthly, or as they expire.

» The Automatic External Defibrillator is checked on a monthly basis by a
Registered Nurse.

» The portable oxygen tank is checked monthly and after each use by a
Registered Nurse. At the end of each day of the MHU’s operation, the tank
is removed and stored in the BHCHP main clinic.

Refrigerator Temperatures

» There are two refrigerators on the MHU: a small refrigerator designated for vaccines
only and a larger refrigerator designated for patient food.

» MHU staff follow BHCHP’s program-wide policy

» Temperatures of both refrigerators are checked and logged at the
beginning of each clinical session to ensure they are within the range
range of 35-46°F.
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Mobile Health Unit Cleaning and Infection Control

Cleaning

»

»

»

Staff on van, after each clinic session, wipe down surfaces and medical equipment
with disinfectant.

The MHU receives a comprehensive cleaning on a weekly basis while parked outside
BHCHP’s main site. BHCHP’s housekeeping staff undertake this weekly cleaning.

The MHU refrigerators are cleaned according to BHCHP’s program-wide policy.

Infection Control

»

»

Standard precautions such as hand-washing before and after each clinical
encounter are followed, and personal protective gear are donned and doffed as

needed.

The unit follows BHCHP’s program-wide infection control policy and procedures for
identifying, reporting, controlling, and monitoring infections in patients and staff of
the MHU.

Medical Waste Policy

»

»

»

BHCHP contracts with a company to safely collect and dispose of medical and
potentially hazardous waste. This contract covers medical and/or hazardous waste
from the mobile unit.

All biomedical waste materials and containers [including sharps] throughout the
MHU are collected quarterly or as needed by staff.

The large biohazard box is picked up by the contracted company.

Mobile Health Unit Medications

Policy

The MHU maintains procedures to properly store and maintain any medications used on
the van.
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Procedure

»

The mobile unit utilizes Emergency Drug Kits (EDK) to keep a number of
medications on-hand for use during emergencies. The emergency response
medications include:

»  Naloxone, intranasal and intramuscular
»  Epi Pen, intramuscular

»  Aspirin, oral

»  Nitroglycerin, sublingual

»  Glucagon, intramuscular

»  Diphenhydramine, oral

»  Glucose gel, oral

During MHU hours of operation, all clinic schedule VI medications are stored in a sealed
EDK container on the unit and may include albuterol, lidocaine (for incision and drainage
procedures, which may require local anesthesia), and antibiotics (sulfamethoxazole &
trimethoprim or “Bactrim,” doxycycline and/or clindamycin).

»

»

»

»

»

»

All EDKs are labeled with contents and expiration dates noted and are easily
accessible during emergencies. Contents are checked after each use as well as
monthly by a registered nurse.

Medications are tracked in the medication log. All medications that are
administered are then documented in the EHR.

At the end of each day of the MHU'’s operations, all medications are delivered

to BHCHP's main clinic location in Boston, where they are stored in the locked
Medication Room. The supplies are then taken onto the MHU by staff the next day
of operation.

Medications are checked for expirations monthly and replenished by BHCHP's
pharmacy as needed.

Disposal of medications is handled through contracted medical waste service.

BHCHP holds a Massachusetts Controlled Substances Registration for the mobile
unit to maintain these medications.

BUPE-HIV APPENDICES | 62



APPENDIX H (conTinUuED)

=

Expiration dates

» Medications are checked for expiration monthly. Supplies are checked for expiration
quarterly. Expired stock are removed, disposed, and replaced.

OTC Medicines

» A list of medicines and their expiration dates is checked on all medicines monthly
and documented in the log book.

Vaccines

» Vaccines may be administered in the MHU. They are stored and handled according
to BHCHP’s program-wide policy.

Medication Disposal
BHCHP does not dispose of patient medications. All expired or unusable OTC medications
are transported to the BHCHP main clinic for disposal.

BUPE-HIV APPENDICES | 63



APPENDIX |

=
Additional Resources

National Alliance of Advocates for Buprenorphine
https./www.naabt.org,

SAMHSA: Medication Assisted Treatment: Buprenorphine
httpos../www.samhsa.gov/medication-assisted-treatment/treatment/buprenorphine

TARGET Center
https://www.careacttarget.org/cateqgory/tags/buprenorphine

Harm Reduction Coalition
http://harmreduction.org

American Society of Addiction Medicine
https./www.asam.org/asam-home-page
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