LOS ANGELES COUNTY

AGENDA FOR THE VIRTUAL MEETING OF THE
STANDARDS AND BEST PRACTICES COMMITTEE
TUESDAY, APRIL 6, 2021, 10:00 AM — 12:00 PM

https://tinyurl.com/49pkxrhz
or Dial
1-415-655-0001

Event Number/Access code: 145 676 4167

(213) 738-2816 / Fax (213) 6374748
HIVComm@lachiv.org http://hiv.lacounty.gov

Standards and Best Practices (SBP) Committee Members
Erika Davies Kevin Stalter Miguel Alvarez, Pamela Coffey
) . (Reba Stevens,
Co-Chair Co-Chair Alternate
Alternate)
Grissel Granados Paul Nash,PhD,
Wendy Garland, MPH ’ Thomas Green CPsychol AFBPsS
MSW
FHEA
Joshua Ray
Katja Nelson, MPP (Eduardo Martinez, Harold G.Ienn San Justin Valero, MA
Agustin, MD
Alternate)
Ernest Walker, MPH Amiya Wilson
QUORUM: 8

AGENDA POSTED: March 31, 2021

ATTENTION: Any person who seeks support or endorsement from the Commission on any official action may be
subject to the provisions of Los Angeles County Code, Chapter 2.160 relating to lobbyists. Violation of the lobbyist
ordinance may resultin a fine and other penalties. For information, call (213) 974-1093.

ACCOMMODATIONS: Interpretation services for the hearing impaired and translation services for languages
other than English are available free of charge with at least 72 hours notice before the meeting date. To arrange
forthese services, please contact the Commission Office at (213) 738-2816 or via email at HIVComm@lachiv.org.

Servicios de interpretacion para personas con impedimento auditivo y traduccion para personas que no hablan
Inglés estan disponibles sin costo. Para pedir estos servicios, pongase en contacto con Oficina de la Comision al
(213) 738-2816 (teléfono), o por correo electrénico a HIVComm@lachiv.org, por lo menos setenta y dos horas
antes de la junta.

SUPPORTING DOCUMENTATION can be obtained at the Commission on HIV Website at:
http://hiv.lacounty.gov. The Commission Offices are located in Metroplex Wilshire, one building west of the
southwest corner of Wilshire and Normandie. Validated parking is available in the parking lot behind Metroplex,
just south of Wilshire, on the west side of Normandie.

NOTES on AGENDA SCHEDULING, TIMING, POSTED and ACTUAL TIMES, TIME ALLOTMENTS, and
AGENDA ORDER: Because time allotments for discussions and decision-making regarding business before the
Commission’s standing committees cannot always be predicted precisely, posted times for items on the meeting
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agenda may vary significantly from either the actual time devoted to the item or the actual, ultimate order in which
it was addressed on the agenda. Likewise, stakeholders may propose adjusting the order of various items at the
commencement of the committee meeting (Approval of the Agenda), or times may be adjusted and/or modified, at
the co-chairs’ discretion, during the course of the meeting.

If a stakeholder is interested in joining the meeting to keep abreast of or participate in consideration of a specific
agenda item, the Commission suggests that the stakeholder plan on attending the full meeting in case the agenda
order is modified or timing of the items is altered. All Commission committees make every effort to place items
that they are aware involve external stakeholders at the top of the agenda in order to address and resolve those
issues more quickly and release visiting participants from the obligation of staying for the full meeting. External
stakeholders who would like to participate in the deliberation of discussion of an a posted agendaitem, but who
may only be able to attend for a short time during a limited window of opportunity, may call the Commission’s
Executive Director in advance of the meeting to see if the scheduled agenda order can be adjusted accordingly.
Commission leadership and staff will make every effort to accommodate reasonable scheduling and timing
requests - from members or other stakeholders - within the limitations and requirements of other possible
constraints.

Call to Order, Introductions, Conflict of Interest Statements 10:00 AM — 10:03 AM
. ADMINISTRATIVE MATTERS 10:03 AM — 10:07 AM
1. Approval of Agenda MOTION #1

2. Approval of Meeting Minutes MOTION #2

Il. PUBLIC COMMENT 10:07 AM - 10:10 AM
3. Opportunity for members of the public to address the Commission on items of

interest that are within the jurisdiction of the Commission

lll. COMMITTEE NEW BUSINESS ITEMS 10:10 AM - 10:15 AM
4. Opportunity for Commission members to recommend new business items for the full

body or a committee level discussion on non-agendized Matters not posted on the
agenda, to be discussed and (if requested) placed on the agenda for action at a
future meeting, or matters requiring immediate action because of an emergency
situation, or where the need to take action arose subsequent to the posting of the

agenda.
IV. REPORTS
5. Executive Director/Staff Report 10:15 AM - 10:20 AM
a. Commission and Committee Updates
b. Ending the HIV Epidemic
6. Co-Chair Report 10:20 AM - 11:00 AM
a. Committee Member Introductions/Getting to Know You
b. “So, You Wantto Talk about Race” by |. Oluo Reading Activity”
e Excerptselected by Co-Chairs from Chapter 1.
C. 2021 Workplan
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7. Division of HIV & STD Programs (DHSP) Report 11:00 AM - 11:15 AM
a. Childcare & Language Services Provider Survey

V. DISCUSSION ITEMS

8. Substance Abuse, Transitional Housing 11:15 AM - 11:45 AM
a. Background and Allocations Review
b. Current Services Provided | Agency Presentations

(Safe Refuge and Tarzana Treatment Centers)

VI. NEXT STEPS 11:45 AM - 11:55 AM

9. Task/Assignments Recap

10.  Agenda development for the next meeting

VI. ANNOUNCEMENTS 11:55 AM - 12:00 PM
1. Opportunity for members of the public and the committee to make

announcements
VIl. ADJOURNMENT 12:00 PM

12.  Adjournment for the virtual meeting of April 6, 2021

PROPOSED MOTIONS

MOTION #1 | Approve the AgendaOrder, as presented orrevised.

Approve the Standards and Best Practices Committee minutes, as presented or

MOTION#2 | .\ised.
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"1
STANDARDS AND BEST PRACTICES (SBP) I
COMMITTEE MEETING MINUTES
February 2, 2021

COMM STAFF/

VMEMBERS PRESENT MEMBERS PRESENT (cont.) PUBLIC CONSULTANTS
Kevin Stalter, Co-Chair Justin Valero, MA GeneviéveClavreul, RN, PhD Cheryl Barrit, MPIA
Miguel Alvarez (Alt.) Amiya Wilson Amy Croft Jane Nachazel-Ruck
Wendy Garland, MPH LCDR Jose AntonioOrtiz, MPH || Sonja Wright, MS, Lac
Grissel Granados, MSW MEMBERS ABSENT
Thomas Green (Alt.) Erika Davies, Co-Chair DHSP STAFF
Paul Nash, PhD, CPsychol Pamela Coffey Lisa Klein, RN, MSN, CPHQ
Katja Nelson, MPP Joshua Ray, RN/ Eduardo Martinez
Harold Glenn San Agustin, MD || Ernest Walker, MPH

*Some participants may not have been captured electronically. Attendance can be corrected by emailing the Commission.

CONTENTS OF COMMITTEE PACKET

1)
2)
3)
4)
5)
6)
7)
8)

9)

Cover Page: Standards and Best Practices (SBP) Committee Virtual Meeting, 2/2/2021

Agenda: Standards and Best Practices(SBP) Committee Meeting Agenda, 2/2/2021

Minutes: Standardsand Best Practices (SBP) Committee Meeting Minutes, 12/1/2020

Definition: Service Standards, Ryan White HIV/AIDS Programs

Tracker: Service Standards Revision Date Tracker, Ongoing

Table: Standardsand Best Practices Committee 2021 Work Plan, Draft/For Review and Discussion Only, 1/21/2021
Report: Division of HIVand STD Programs, Clinical Quality Manage ment (CQM) Report, December2020
Recommendations: Los Angeles County Commission on HIV, Standards and Best Practices Committee, Recommendationsfor
Engaging Private Health Providers for A Stronger HIV Response, Draft for Discussion Purposes Only, 1/26/2021
Standards: Ryan White Program, Universal Service Standards, Final Draft for Standards and Best Practices Committee
Approval, 2/2/2021

10) Standards: State of Pennsylvania, Service Standards, Child Care Services, Effective July 2018
11) Standards: South Carolina Ryan White, Part B Program Service Standards, December 2018
12) Standards: Childcare Standards of Care, Draft— Updated 12/14/2020

CALL TO ORDER-INTRODUCTIONS-CONFLICT OF INTEREST STATEMENTS: Mr. Stalter called the meeting to orderat10:07 am.
. ADMINISTRATIVE MATTERS

APPROVAL OF AGENDA
MOTION #1: Approvethe Agenda Order, as presented (Passed by Consensus).
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2. APPROVAL OF MEETING MINUTES
MOTION #2: Approvethe 12/1/2020 Standardsand Best Practices (SBP) Committee Meeting Minutes, as presented (Passed by
Consensus).

ll. PUBLIC COMMENT

3. OPPORTUNITY FORPUBLIC TO ADDRESS COMMISSION ON ITEMS OF INTEREST WITHIN COMMISSION JURISDICTION: There
were no comments.

1. COMMITTEE NEW BUSINESS ITEMS

4. OPPORTUNITY FOR COMMISSIONERS TO RECOMMENDITEMS FOR FUTURE AGENDAS, OR ITEMS REQUIRING IMMEDIATE
ACTION DUETO AN EMERGENCY, ORIF NEED FORACTION AROSE AFTER POSTING AGENDA: Therewereno items.

IV. REPORTS

5. EXECUTIVE DIRECTOR/STAFF REPORT

= Ms. Barritreported Ms. Nachazel-Ruckhas announced herretirement from Los Angeles County (LAC) at the end of March
2021.She was attending herlast round of Commission/Committee meetings in Februaryand will finish writing in March.
There will be special recognition for Ms. Nachazel-Ruck at the 2/11/2021 Commission meeting. She staffed the Commission
before itseparatedfrom DHSP, was first on staff when it did separate, and staffed the prevention/care integration. Mr.
Stalter thanked herfor her services over the many years in documenting the work of the Commission.
=  Ms. Barritrequested patience as remaining staff pick up writing the minutesand capturingCommittee discussions.
The Planning, Priorities and Allocations (PP&A) Committee has asked staff to invite all Commission, Caucus, and Task Force
membersto join in PP&A’s effort to lead the prevention planningfor the Commission. As an integrated prevention andcare
planning body, the Commission needs to do a better job of full integration. Ideally, a separate Prevention Planning Work
Group should not be necessary, butitis being usedto jumpstart and strengthen the planning process. Founding Prevention
Planning WorkGroup members are: Luckie Alexander Fuller; Miguel Martinez, MPH, MSW; and Maribel Ulloa.
This will be amajor undertaking for the Commission. Work Group meeting details should be emailed out earlynext week.
The Operations and Executive Committees met 1/28/2021. They are working with HealthHIV, a national organization, to do
an effectiveness assessment of the Commission. Included as part of the care and prevention planning bodies’ integration in
2013 was a follow-up assessment of the integrated body’s effectiveness. This is that long delayed assessment. HealthHIV
staff will presentatthe 2/11/2021 Commission Meeting about the assessment surveys and expectations for participation.
=  Ms. Barritnoted the Ryan White CARE Actrequires Planning Councils (PCs) to address Priority Setting and Resource
Allocations (PSRA) for carein theirjurisdictions. Centers for Disease Control and Prevention (CDC) funding is usually
addressedby aseparate body. Care PCs may discuss related prevention issues without actual responsibility for prevention
planning, butintegrated planning improves outcomes. The Commissionis one of the few PCs to have integrated planning.
The Operations and Executive Committees also heard from LACHuman Relations Commission staff on training, coaching,
skills building, and other Technical Assistance (TA) options to help Commissioners address systemic racismin the body’s
work, its commitment as an anti-racist organization, and conflict mediation. Human Relations Commission staff was also
invited to the 2/11/2021 Commission Meeting to hear feedback on engaging the body in training and integratingthe work
into the meeting. Itis expectedthe Commission will workwith the Human Relations Commission for the nextfew years.

6. CO-CHAIRREPORT
a. New Committee MemberIntroductions

=  Mr.Stalter broke the ice by introducing himself. He was diagnosed at 20 and has been HIV+ for 30+ years. He had some
early close calls, but was now on medications that work well for him. He eventuallybecame an advocate and joined the
Commission some six years ago. He served as Operations Co-Chair before moving to SBP and becoming Co-Chair here.

=  Dr.San Agustin said he was a physician of infectious diseases specializing in HIV. He practices in a Ryan White-funded
community HIV clinic in East Hollywood. The clinicserves some 700 PLWH. He personallysees about 150 PLWHand
also sees significant numbers of patients for Sexually Transmitted Diseases(STDs) and Hepatitis C.

= Hewasreferredtothe Commission by a mentor, former CommissionerJoseph Cadden, MD. He attended his first
meetingin 2019 and immediately knew he wanted to participate. He plans to workin the HIV field for his full career.

S:\2021 Calendar Year - Meetings\Committees\Standards and Best Practices\04-April\Packet\2a-Min-SBP Cmte Mtg-020221-JNdraft.doc
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=  Dr.Nashis an Associate Professor of Gerontology, Aging, and Psychology, University of Southern California (USC). Most
of his World Health Organization (WHO) workhas focused on ageism, discrimination, prejudice, and how to disrupt it.

=  Mostrecently, hehasbeen talking with APLA Health and the LGBT Center on the impact of ageism, especially on the
growing PLWH aging population. He has also participated in international research projects on ageism and HIV stigma.
Lastyear, he providedsome presentations to the Commission and was referred as a candidate. He found the
Commission a fantastic organization andlooked forwardto the work.

2 Nextmonth acouple more SBP members will offer brief bios, including specialties, to help inform SBP discussion.

Service Standards Refresher

= Mr.Stalter noted while PP&Ais responsible for the PSRA process, SBP’s charge is to developstandards for the actual
services including what training staff need to perform them. Once approved by the Commission, those service
standards are submittedto DHSP which develops and monitors contracts to operationalize the service standards

=  Ms. Barritreferred to the Ryan White definition documentin the packet. The Universal Service Standards addressed
later on the agenda provide minimum expectations for all services while standards for individual services pertain to the
unigue minimum requirements to provide that particular service. It might be said that standards provide a service map.

= In the past, standards commonlyincluded outcome measures. The most recent guidance from the Health Resources
and Services Administration (HRSA), however, is that development of outcome measures is under the purview of DHSP.
That is consistent with DHSP’s collection of data and its connection with providers to determine the most appropriate
type of outcome measures to include as part of contract and monitoring.

= Servicestandards also helpinform Requests for Proposals (RFPs)and strategies for Quality Improvement (Ql).

= Mr.Stalter continued thatthe Commissionseeks to ensure language is consumer-friendlyand updated as needed. SBP
has updated most active service standards over the last four years. Universal Standards are reviewed annually.

2 Consider requesting a Technical Assistance (TA) service standards refresher training by Emily Gantz McKay.

Standards Revision Tracker

= Ms. Barritnoted the table in the packet whichlists the last update for all service categories.

= Allservicecategories prioritized by PP&A and referredto SBP for standards update were done exceptingChildcare.
That was on hold pending focus group information from DHSP.

2021 WorkPlan

= Mr.Stalter reviewedthe Work Plan. Ms. Barrit noted it was a draft based on recommendationsdiscussed to date.

=  Mr.Valero asked about addressing telehealth. Ms. Barrit replied that one keyreason to reviewthe UniversalServices

Standards was to embed telehealth so it would be addressed as part of the menu of options forany service delivery.

She noted that telehealth is not a separate Ryan White service category.

Work Plan: Update Home-Based Case Management Standards, last updated in 2009, in response to internal DHSP

discussions on enhancing and strengthening the programin advance of the expiration of its contractin about one year.

Work Plan: Update Benefits Specialty, last updated in 2009, especially in regards to its relationship with the new

EmergencyFinancial Assistance (EFA) Program Service Standards.

Work Plan: Update Substance Use and Residential Treatment, lastupdated in 4/13/2017, per request.

Work Plan: Review reflection of Telehealth services in Universal Service Standards, perrequest.

Work Plan: Ms. Barrit will review older standardsfor possible updates in light of PP&A priorities and DHSP contracts.

(V)

(Y

000

7. DIVISION OF HIV AND STD PROGRAMS (DHSP) REPORT

Ms. Garland noted some 80% of DHSP staffwere stillon COVID-19 response Disaster Services Worker (DSW)

assignments. This is in additionto DPH commitment for everyone to work one daya weekata vaccine Point of Distribution

(POD) site from January through February 2021.

DHSP was finalizing childcare surveyinformation and expected to forwardit to the Commission in aweek or so.

Quality Improvement Report

= Ms. Klein presented on the Clinical Quality Management (CQM)Reportin the packet. She oversees the Ryan White
CQM Program for DHSP and welcomed input on the new Report format. Like other Department of Public Health (DPH)
employees, she and her entireteam has been deployed to COVID-19 activities, e.g., vaccinations and contact tracing.

= The purpose of the newsletteris to provide stakeholders with updates and information on the CQMProgram that
spans the Eligible Metropolitan Area (EMA). HRSA Policy Clarification Notice (PCN) 15-02 requires recipients and sub-
recipients of Ryan White Program (RWP) funds to have a CQM program thataims to improve the care, health
outcomes, and satisfaction of PLWH. Required domainsare: Infrastructure, Performance Measurement, and Ql.

S:\2021 Calendar Year - Meetings\Committees\Standards and Best Practices\04-April\Packet\2a-Min-SBP Cmte Mtg-020221-JNdraft.doc
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Due to diversion of staff to COVID-19 activities, DHSPfocused on essential CQMactivities and updates via newsletter.
The CQM Plan for RWP Years (YRs) 30-33 (calendar YRs 2020-2023) was just finalized and will be available shortly.
HRSA wants the various RWP Parts to collaborate on Ql. A major accomplishment for DHSP is its current participation
as a subrecipientin the California Office of AIDS (OA) Part B CQM efforts and OA participating in DHSP’s Part A efforts.
Information on Performance Measures and graphs for Ambulatory Outpatient Medical (AOM), Medical Care
Coordination (MCC), Benefit Specialty Services (BSS), Oral Health (OH) werein the provided Report. Data reflects some
slight declines most likely related to the COVID-19 pandemic, e.g., fewer people were attending AOM appointments.
Ms. Klein reviewed Ql capacity building and Performance Measurement activities. MCC teams serve one of the hardest
populationsto reachand retain in care so the initial goal was to provide data to HIV providers to help them explore
ways to increase engagementin carein this population.

However, the COVID-19 pandemic hitlocally shortly after the March 2020 kick-off of the Mission Possible QI
Collaborative. Consequently, DHSP pivoted to a virtual formatand re-prioritized the MCC goal to focuson how to best
utilize telehealth serviceswith clients to avoid losing PLWH clients during the pandemic. Attendance remainedfairly
stable across the six meetings that exploredvarious aspects of telehealth with 111 attending the 11/18/2020closing.
The Grievance Management Program s also part of the unit’s responsibility. It addressed 36 grievancesin 2020. The
table in the packetreflects service categories and types of grievances. AOMis the largest service categoryand draws
the mostgrievances. Inappropriate or unprofessional behavior is the most common complaint.

Staff turnover in the unithas been highthe pastfew years so categories were beingreviewedto ensure service and
complaint categories are appropriate for particularissues. Unknown/Unstated and Other/Non-jurisdictional complaints
reflectsituations in which the complainant does not respond to follow-up calls, the complaint was abouta provider
outside DHSP’s purview, or the personsought general information like how to find resources such as condoms.

DHSP also sponsors a Los Angeles Regional Quality Group and participates in the continued California Regional Group
which most recently was working on an Initititive regarding the unstably unhoused.

DPH requires its programs to report Performance Counts annually, butit reduced DHSP measures to four because of
the pandemic. The remaining measures are for the percentages respectively of PLWH countywide andin the RWP who
are retainedin medical care as well as the percentages of those population who are virally suppressed. Consistently,
the RWP populationdoes20% to 30% better on these measures than the general LAC population of PLWH.

In Ending the HIV Epidemic (EHE) activities, Linkage to HIV medical care (LTC) is highlighted as one of the six EHE
indicators. Itis calculated as the percentage of those diagnosed with HIV in a given year who have received medical
care for their HIVinfectionwithin one month of diagnosis. This is also a central feature of the LACEHE Plan.

The goalisto improve LTC for all PLWH, but with special focus on those reflecting the greatest disparities: cisgender
women, Black/African Americans, youth age 13-19, and Persons WhoInject Drugs (PWID). The national goal is 95% by
2025.The LACLTC performance levelhas improvedfrom 69.9%in 2017to 85.7%in Quarter 1 of 2020.

Ms. Granados asked if any Quality of Life (QOL) measures suchas housing or mental health, as opposed to strictly
biomedical markers, were being tracked. Ms. Kleinreplied RWP CQM measures do notinclude QOL, but different
measures are tracked for specific programs that may include QOL measures.

Ms. Garland added there was QOLinformation in utilizationreports, but that team has not met for ayear due to the
pandemic. She was considering how to incorporate QOL data into the surveillance reportto provide a broader picture
of notjust demographics but root causes suchas housing. Ms. Granados thoughtitimportant for overall wellness.

Ms. Granados also asked about any Ql measures for prevention programs. Ms. Klein replied she only addresses RWP.
Mr. Stalter noted several items related to engaging consumers better, e.g., through secret shoppers or Survey Monkey.
He would also like to compare LACdata with other large EMAs. He noted the word graph highlights listening.

Ms. Garland will follow-up on possible preventionand prevention/care crossover measures and related outcomes fora
clientwho, e.g., may utilize AOM and some preventionservices.

Ms. Klein reported continued interaction with the Consumer Caucus including plansto forwardthisreportand a
request for additionalfeedback. She will ask Rebecca Cohen, MD, MPH about the source for the word graph.

Ms. Garland will provide a distilledreport from HRSA basic RWP national data by state and jurisdiction. Most recent
data would be from 2019 because it takes HRSA time to collect and compile nationwide data.

Provide as part of next Commission SBP Co-Chair reportand continue as SBP meeting agenda item.
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10.

11.
12.

13.

14.

V. DISCUSSION ITEMS

ENGAGING PRIVATE HEALTH PLANS AND PROVIDERS

= Ms. Barritreferred to the documentin the packet summarizing previous discussions and suggestions. Mr. Stalter added the
previous CQMdata reflected that the RWP was more effective in achieving desired outcomes. The purpose of this effortis
to bring other providersup to the same standard of care in order to improve outcomes countywide.

= Ms. Barritnoted there was a need to clarify some of the systems barriers that have arisen with implementation of
EmergencyFinancial Assistance (EFA), especially a perception that a client must give up their medical provider to use MCC.
That suggests that the first small step might be to improve knowledge of the RWP system withinthe systemitself.

=  Mr. Stalter has experiencedsituationsin which clients were unable to access services unless theyswitched physicians and
sometimes even pharmacies. Obviously, non-RWP providers would not want to refer people for support services underthat
circumstance. Ms. Granados added this was a larger conversation. If a client froma non-RWP provider did use MCCwhile
maintaining the original medical services, thenthere would be an issue with coordinating data.

=  Ms. Barritnoted SBP recently revised, and the Commissionapproved, the non-Medical Case Management Services
Standards. The revisediteration was to facilitate services forthose individualswho may not needintensive support under
MCC and are generally virally suppressed, but may need some level of case management for supportive services. That might
be reviewed as possibly pertinent to the needs of the non-RWP population seekingwrap-around services.

= She encouraged considering the overall capacity of the RWP systemas it stands now and in view of COVID-19 stresses.

= Mr. Stalter suggested the SBPand the Priorities, Planning and Allocations (PP&A) Committees work together to identifyan
appropriate medical home for those outside the RWP network who commonlybouncein and out of various wrap-around
services. Perhapsmore funding should be devotedto establishing and supporting medical home environments.

=  Mr.Valerosaid access to wrap-around RWP services in the San Gabriel and San Fernando Valleysis generally through
psychosocial services. Advocacythrough them could be very helpful as many people are unaware RWP wrap-around
services exist. Increased psychosocial service funding could help those programs advise more people of options.

2 Elevate to Executive Committee: Discussion on how to establish medical home environments for non-RWP clients.

UNIVERSAL SERVICE STANDARDS

= Ms. Barritnoted the publiccomment periodended atthe end of January. Only one comment was received. It reiterated the
importance of client confidentiality which was already includedin the standards.

=  Staff provided some updates to the Patient Bill of Rights based on feedbackfrom the Consumer Caucus.

MOTION #3: Approvethe updated Universal Service Standards, as presented, and forwardto the February Executive

Committee for approval to forward to the March Commission meeting for final approval (Passed by Consensus).

CHILDCARE SERVICES STANDARDS UPDATES

= Ms. Barritreported SBP continuedto pause revisionsto wait for the DHSP survey information.

= Meanwhile, she was requested to provide other EMA approachesto informal childcare after County Counseladvised LAC
restrictedservices to licensed providers. That material was in the packet. In general, informal childcarein other EMAs
requires working with a third party; the clientsigns aliability release form protecting the client, the provider, and the RWP;
and requires the subcontractor to maintain good documentation that paymentis not made to the client.

= Ms. Barritcontacted Emily Gantz McKayon the matter. She replied most EMAs have restrictions similarto LAC.

2 SBP willreviewinformal childcare options again after review of the included documents.

VI. NEXTSTEPS

TASK/ASSIGNMENTS RECAP: There were no additional items.

AGENDA DEVELOPMENT FOR NEXT MEETING: There were no additional items.

VII. ANNOUNCEMENTS

OPPORTUNITY FOR PUBLIC AND COMMITTEE TO MAKE ANNOUNCEMENTS: There were no announcements.
VIII.LADJOURNMENT

ADJOURNMENT: The meeting adjourned at11:55am.
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STANDARDS AND BEST PRACTICES (SBP)
COMMITTEE MEETING MINUTES
March 2, 2021

COMM STAFF/

VMEMBERS PRESENT MEMBERS PRESENT (cont.) PUBLIC CONSULTANTS
Erika Davis, Co-Chair JoshuaRay, RN Anthony Corona Cheryl Barrit, MPIA
Kevin Stalter, Co-Chair Eduardo Martinez (Alt.) LaKeshaFarmer Jane Nachazel-Ruck
Miguel Alvarez (Alt.) Harold Glenn San Agustin, MD Ebony Gudger Carolyn Echols-Watson
Pamela Coffey Ernest Walker, MPH LCDR Jose AntonioOrtiz, MPH DHSP STAFF
Wendy Garland, MPH Amiya Wilson Elizabeth Vera Lisa Klein, RN, MSN, CPHQ
Grissel Granados, MSW MEMBERS ABSENT
Thomas Green (Alt.) Justin Valero, MA

Paul Nash, PhD, CPsychol

Katja Nelson, MPP

*Some participants may not have been captured electronically. Attendance can be corrected by emailing the Commission.

CONTENTS OF COMMITTEE PACKET

1) CoverPage: Standardsand Best Practices (SBP) Committee Virtual Meeting, 3/2/2021

2) Agenda: Standards and Best Practices(SBP) Committee Meeting Agenda, 3/2/2021

3) Tracker: Service Standards Revision Date Tracker, Ongoing

4) Table: Standardsand Best Practices Committee 2021 Work Plan, Updated 2/18/2021, Ongoing

5) Document: Service Standards Links for Selected Categories and Service Definitions

6) Recommendations: Los Angeles County Commission on HIV, Standards and Best PracticesCommittee, Recommendationsfor
Engaging Private Health Providers for A Stronger HIV Response, Draft for Discussion Purposes Only, Updated 2/18/2021

CALL TO ORDER-INTRODUCTIONS-CONFLICT OF INTEREST STATEMENTS: Mr. Staltercalled the meetingto orderat10:05 am.
I.  ADMINISTRATIVE MATTERS

1. APPROVAL OF AGENDA
MOTION #1: Approvethe Agenda Order, as presented (Passed by Consensus).

2. APPROVAL OF MEETING MINUTES
MOTION #2: Approvethe 01/05/2021 Standards and Best Practices (SBP) Committee Meeting Minutes, as presented (Passed
by Consensus).

ll. PUBLIC COMMENT

3. OPPORTUNITY FORPUBLIC TO ADDRESS COMMISSION ON ITEMS OF INTEREST WITHIN COMMISSION JURISDICTION: There
were no comments.
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1. COMMITTEE NEW BUSINESS ITEMS

4. OPPORTUNITY FOR COMMISSIONERS TO RECOMMENDITEMS FOR FUTURE AGENDAS, OR ITEMS REQUIRING IMMEDIATE
ACTION DUETO AN EMERGENCY, ORIF NEED FORACTION AROSE AFTER POSTING AGENDA: There were no items.

IV. REPORTS
5. EXECUTIVE DIRECTOR/STAFF REPORT

Cheryl Barrit reminded members to complete the Health HIV member survey. The survey is to assess the planning bodies
effectiveness and the results will be usedfor technical assistance and other member support efforts.

Los AngelesCounty Human Relations Commission will train the Commission on conducting productive conversations on
racismand other “isms”. The firsttrainingis March 11,2021 at the full Commissionmeeting. The HumanRelations
Commission will integrate the reading “So You Want to Talk About Race” into the Commission training. Members wantinga
book are to contact Dawn McClendon.

It was noted the intent of Committees reading the bookis to encourage conversation about race that advances meaningful
decisions that sustain social and racial justice in HIV care. The specifics of the logistics of bookreading at the Committee
level are still to be determined.

The Commission preparedand have out for review a letter to local and state officials regarding People Living with HIV
(PLWH) and the COVID 19vaccine. The deadline for feedback to staff is March 2,2021.

6. CO-CHAIRREPORT

a.

New Committee Member Introductions/Getting to KnowYou

Kevin Stalter invited Committee members/Commissioners Grissel Granados, Katja Nelson, and Paul Nash to introduce

themselves to the group.

G. Granados noted that she isa proud momto alittle boy. She isthe HIV Prevention Managerat Children's Hospital Los

Angeles (CHLA). She has beena Commissionersince 2013, the yearthe County merged the HIV preventionand care

planning bodiesof the County. She served on thelegacy Prevention Planning Group. Shelikes cats and chocolates. Sheisa

former Commission and SBP Co-Chairand has led various workgroups in the Commission.

K. Nelson is the Local Affairs Specialist, Government Affairs Division at APLA Health. She has beenwith APLAforsix years.

She likes dogs and chocolates. Her entry into HIV work started with participating in AIDS Walks in high school and noted

that she has always been drawnto understanding politics/political science. She attendedgraduate school at UCLA and was

involvedin an HIVrelated project. Sheloves languages and speaks Spanish and Russian. Sheis also the Public Policy Co-

Chair and SBP is her secondary Committee assignment.

P.Nash, PhD, isa new member of the Commission and joined during the COVID-19 pandemic in 2020. He is from the United

Kingdomand has been in the U.S. for 3 years. He is agerontologist and his research in the UK in sexual health in nursing

homes sparkedinterestin HIV work. He has been working on seminal research/studies with Dr. Steven Karpiak, Associate

Director for Researchatthe AIDS Community Research Initiative of America's (ACRIA), on HIV and older adults. He is an avid

cyclistand has been a part of the AIDS Life Cycle fundraising and awareness campaign. He is member of the Aging Task

Force as well.

Next month Wendy Garland, Thomas Green, and Miguel Alvarez will share their stories as part of the Getting to Know You

activity.

Standards Revision Tracker

= Ms. Barritnoted the table in the packet whichlists the last update for all service categories.

2021 WorkPlan

= Mr.Stalter reviewedthe Work Plan. The following service standards have been added forreview/update 2021: 1)
Home-based Case Management (HBCM); 2) Benefits Specialty (BS); 3) Substance Use and Residential Treatment (SURT).

DIVISION OF HIVAND STD PROGRAMS (DHSP) REPORT

a. Childcare & Language Services Provider Survey

e  DHSP wasfinalizing childcare surveyinformation and expected to forwardit to the Commissionin aweek or so. The
response rate from the contracted providers was low and DHSP staff are working with providersto get more responses.
Ms. Garland noted that she hopes to provide asummary of the surveyto the Committeein April.

$:\2021 Calendar Year - Meetings\Committees\Standards and Best Practices\04-April\Packet\2b-Min-SBP Cmte Mtg-030221-draftCB.doc
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V. DISCUSSION ITEMS
The Committee discussedin ideas on how to tackle the review and refinement of service standardsfor Benefits Specialty, Home
Based Case Management, and Substance Use and Residential Treatment. Ms. Garland noted that DHSP has service utilization
data available for 2019 and 2020that the Committee may review to help with the service standards update. The datafor 2019,
especiallyfor BS, may be more representative of the needs because of its pre-COVID data time frame.

8. Benefits Specialty

=  Ms. Davies noted that updating the Benefits Specialty standards should be updated as soon as possible due to the greater
need for the service based on recent experience on the launch of the Emergency Financial Assistance and the impact of
COVID-19 on the community. She can share insights as a provider with regards to BS and HBCM.

= Processideasdiscussed: review what has worked, what has not; understand the needs of the PLWH; seek input from
subject matter experts; review lessons learned about the BS service fromthelast 10 years; whatis the best way for PLWH
to access public and private health insurance and other benefits/programs; and seek input from clients who have usedthe
serviceand understand barriers to accessingBS.

. Home-based Case Management
= |tisimportantto reviewand update the HBCM standards especially with the aging HIV population. Collaborate with the
Aging Task Force shapethe HBCM standards. Explore peer-based models for providing HBCM services.
= Ms. Garland noted that DHSP is currently having internal discussions on HBCM for older adults.

10. Substance Use and Residential Treatment

= Ms. Nelson noted that APLA can offer support via subject matter expertise for the SURT standards and otherservices as
well.

= |Invite Dr. Steve Shoptaw to provide comments on the document. Use journal article shared by Dr. Harold Glenn San Agustin
to help informthe Committee’s deliberations.

» DrugMedi-Cal guidance has evolved, and the Committee should align the standards with new treatment/service guidelines.

VI. NEXTSTEPS

. TASK/ASSIGNMENTS RECAP:
Staff will work with Ms. Garland to schedule service utilization data presentationfor BS, HBCM, and SUTR.
Update the 2021 SBP Work Plan to show that the Committee will tackle SUTR first, followed by BS and HBCM.
Begin review of SUTR at the April meeting.
Next month Wendy Garland, Thomas Green, and Miguel Alvarez will share their stories as part of the Getting to Know You
activity.

OVOOVOR

12. AGENDA DEVELOPMENT FOR NEXT MEETING: There were no additional items.
Vil. ANNOUNCEMENTS

13. OPPORTUNITY FOR PUBLIC AND COMMITTEE TO MAKE ANNOUNCEMENTS: There were no announcements.
VIILADJOURNMENT

14. ADJOURNMENT: The meeting adjourned at 10:56am.

$:\2021 Calendar Year - Meetings\Committees\Standards and Best Practices\04-April\Packet\2b-Min-SBP Cmte Mtg-030221-draftCB.doc



LOS AMGELES COUNTY

SERVICE STANDARDS REVISION DATE TRACKER as 0f3/16/2021

Standard Title DHSP Date of Last Program Contract Expiration Notes
Program(s) Standard Currently Date
Revision Funded
1 AIDS Drug Assistance 2009 ADAP contracts directly with agencies
Program (ADAP)
Enroliment
Non-Medical Case Management
2 Benefits Specialty Benefits 2009 X February 28, 2022
Specialty
Services
3 Case Management, Transitional 4/13/2017 March 31, 2020 Last funded two providers for this
Transitional— Youth Case service through March 31, 2020
Management-
Youth
4 Case Management, Transitional 4/13/2017 X February 28, 2022
Transitional— Case
Incarcerated/Post Management-
Release Jails
5 Non-Medical Case Linkage Case 12/12/2019 March 31, 2017 No longer funded.
Management Management
6 Childcare 2009; Last funded in 2009.
currently
being updated;
latest draft
revision date
12/14/2020
7 Emergency Financial EFA 6/11/2020 X February 28, 2022
Assistance Program
(EFA)

S:\2021 Calendar Year - Meetings\Committees\Standards and Best Practices\04-April\Packet\3-Stnds_Date_RevTrckr_asof3-16-2021_DHSP.docx


https://pubmed.ncbi.nlm.nih.gov/25908564/
https://pubmed.ncbi.nlm.nih.gov/25908564/
https://pubmed.ncbi.nlm.nih.gov/25908564/
https://pubmed.ncbi.nlm.nih.gov/25908564/

10

11

12

13
14

15

Home-Based Case
Management

Hospice
Housing, Temporary:

Hotel/motel and
meal vouchers,
Emergency shelter
programs,
Transitional housing,
Income-based
Rental Assistance,
Residential Care
Facility for the
Chronically Ill, and
Transitional
Residential Care
Facility

Housing, Permanent
Supportive

Language Interpretation

Legal

Medical Care
Coordination
Mental Health,
Psychiatry, and
Psychotherapy

Home-Based 2009
Case
Management
2009
e Transitional = 2/8/2018
Residential
Care
facilities
(TRCF)
e Residential
Care
facilities for
the
Chronically
Il (RCFCI)
e Substance
Use
Transitional
Housing
(SUTH)

Permanent 2/8/2018
Supportive
Housing

2009

Legal Services 7/12/2018
Medical Care 2/14/2019
Coordination

Mental Health 2009

X
X

June 30, 2021

February 28, 2022

N/A

February 28, 2021

August 24, 2024
February 28, 2022

February 28, 2022

Contracts to be renewed for an
additional 12 months in June 2021.

No contracts in permanent housing
only temporary and worked with other
entities for permanent housing (eg.
DHSHousing for Health MOU).
Contract expired 2-28-21, no response
from provider need to solicit for new
services again.

New provider started December 2020
New contracts started 3-1-19

New FFS model started 8-1-17

S:\2021 Calendar Year - Meetings\Committees\Standards and Best Practices\04-April\Packet\3-Stnds_Date_RevTrckr_asof3-16-2021_DHSP.docx



16

17

18

19

20

21

Nutrition Support

Oral Health
e Practice Guidelines
for Treatment of HIV
Patients in General
Dentistry
Outreach

Peer Support

Permanency Planning

Prevention Services:

e Assessment;

e HIV/STD Testing and
Retesting;

e Linkageto HIV
Medical Careand
Biomedical
Prevention;

Food Bank
Home
Delivery
General Oral
Health
Specialty Oral
Health

2009

2009
2015

2009

2009;
integratedin
Psychosocial
Support
9/10/2020
2009

6/14/2018

February 28, 2022

February 28, 2022

N/A

October 15, 2009

February 28, 2010

HERR; 06/30/2021
VP:12/31/2022

HIV Testing: 12/31
2022

Never funded as a stand-alone
contract. but has been part of Health
Education/Risk Reduction. Linkage and
Re-engagement Program (LRP) and
partner services were supported as
HRSA Part A Outreach Services. No
contract for LRP and partner services
because these activities are conducted
by DHSP staff.

No longer funded. Terminateddue to
state cuts backin 2009.

No longer funded. It can be addressed
by either BSS or Legal. Merged under
legal contractin 2010.

“Take Me Home” online self HIV testing
kits distributed through MOU with
NASTAD.

Self HIV tests kits also pending
distribution through HIV/STD Testing
contracts and with non-traditional
community partners through MOUs.
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22
23

24

25

26

27
28

29

e Referraland
Linkages to Non-
biomedical
Prevention;

e Retentionand
Adherence to
Medical Care, ART;
and

e Other Prevention
Services

Psychosocial Support

Referral Services

Residential Care and
Housing

Skilled Nursing Facilities

Substance Useand
Residential Treatment
Transportation
Treatment Education

Universal Standards

9/10/2020
2009

2009;
integratedin
Temporary
and
Permanent
Supportive
Housing
2/8/2018
2009

4/13/2017

2009
2009

9/12/2019;
currently
being updated;
latest draft

STD screening and
Treatment:
12/31/2022

Blomedical:
6/30/2021

August 31, 2017
N/A

(See #9 and 10)

February 28, 2010
February 28, 2019

February 28, 2023
October 15, 2009

N/A

Currently evaluating extension of
Biomedical contracts

No longer funded

Not funded as a standalone service,
included under various modalities

No longer funded replaced with RCFCI
and TRCF-see under #24
No longer funded. Funded by SAPC

New contracts began 6-1-20 and 9-1-20
No longer funded. Terminated due to
state cuts. Activities incorporatedinto
other programs (e.g. U=U social
marketing)

Not a program— standards that apply
toall services
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revision date
12/16/2020
releasedfor
public
comments
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LOS ANGELES COUNTY

Standards & Best Practices Committee
Standards of Care

+ Service standards are written for service providersto follow

» Service standards establish the minimal level of service or care
that a Ryan White funded agency or provider may offer

% Service standards are essential in defining and ensuring
consistent quality care is offered to all clients

+ Service standards serve as a benchmark by which services are
monitored and contracts are developed

+ Service standards define the main components/activities of a
service category

% Service standards do not include guidance on clinical or agency
operations

Retrieved from https://targethiv.org/library/service-standards-guidance-ryan-white-hivaids-program-granteesplanning-bodies.
December 2015.



https://targethiv.org/library/service-standards-guidance-ryan-white-hivaids-program-granteesplanning-bodies

LOS ANGELES COUNTY

w »
SAuirorth

Standards of Care Review
Guiding Questions

1. Are the standards up-to-date and consistent with national standards of high quality HIV and
STD prevention services?

2. Are the standards reasonable and achievable for providers?

3. Will the services meetconsumer needs? Are the proposed standards client-centered?

4. What are the important outcomes we expect for people receiving this service? How can we
measure whether or not the service is working for them?

5. Isthere anything missing from the standards related to HIV preventionand care?

6. Isthereanything missing in regard to other topics such as reducing stigma, social
determinants of health, immigration issues, support around insurance and housing, etc.?

7. Are the referencesstill relevant?

S:\2018 Calendar Year\Committees\Standards & Best Practices\Guiding Questions_Standards of Care Review



Los ANGELES COUNTY COMMISSION ON HIV | STANDARDS AND BEST PRACTICES COMMITTEE
CONTRACTED PROVIDERS FOR SELECTED SERVICE CATEGORIES | FOR INFORMATION ONLY AND
CONSIDERATION OF POTENTIAL REVIEWERS

Case Management, Home-Based

N =

APLA Health & Wellness
Dignity Health (dba St. Mary Medical Center)
Minority AIDS Project

Tarzana Treatment Centers, Inc.

Benefits Specialty

Sukhw N=2w

7

APLA Health & Wellness

City of Long Beach, Dept of Health & Human
Services

Dignity Health (dba St. Mary Medical Center)
East Valley Community Health Center, Inc.
JWCH Institute, Inc.

Minority AIDS Project Northeast Valley Health
Corporation

Tarzana Treatment Centers, Inc.

Substance Abuse, Transitional Housing

Saf

e Refuge

Substance Abuse, Transitional Housing (meth)

Tarzana Treatment Centers, Inc.




ﬁf_”n“‘. LOS ANGELES COUNTY
% x STANDARDS AND BESTPRACTICES COMMITTEE 2021 WORK PLAN
Updated 3/10/21

Co-Chairs: Erika Davies & Kevin Stalter

ApprovalDate: 3/1/21 | Revision Dates: 3/10/21

Purpose of Work Plan: To focus and prioritize key activities for COH Committees and subgroups for 2021.

Prioritization Criteria: Select activities that 1) represent the core functions of the COH; 2) advance the goals of the local Ending the HIV Epidemic (EHE) Plan; and
3) align with COH staffand member capacities and time commitment; 4) ongoing COVID public health emergencyresponse and recovery priorities.

# TASK/ACTIVITY TARGET
COMPLETION DATE

1 | Review BAAC and ATF charge andimplement recommendations best aligned with the purpose and capacity of the Commission Start Jan/Ongoing

2 | Complete Universalservicestandards- COMPLETED March-Executive
Committee
April-COH

3 | Complete Childcare service standards. Waiting for DHSP on provider survey results/summary. May

4 | Recommendations on how to engage with private health plans and providers On hold

5 | Update Substance use outpatient and residential treatment service standards July

6 | Update Benefits Specialty service standards August

7 | Update Home-based Case Management service standards September

$:\2021 Calendar Year - Meetings\Committees\Standardsand Best Practices\04-April\Packet\7-SBPWrkpln_20210ngoing_rev031021.docx




DHSP Provider Survey: Background J) {Criiic Heaitn

* In an effort to better understand the needs of community members and
support the services being offered by Ryan White providers, DHSP distributed a
short online survey regarding the childcare, interpretation and translation
needs of clients

* The survey consisted of 7-10 questions and was estimated to take 5-10 minutes
* The link was emailed to 42 Ryan White agencies on 12/16/2020
* 16 of the 42 agencies responded (38%) at this time

* The link was emailed again to agencies on 3/02/2021 to ask for participation
* An additional 8 agencies responded
* Overall response rate was a total of 24/42 (57%)



Provider Survey: Childcare and Translation Needs (

COUNTY OF LOS ANGELES

24 out of 42 RW agencies responded (57%)

AIDS Health Care Foundation

APLA

Bienestar

Children’s Hospital Los Angeles

City of Long Beach

DHS Harbor UCLA Medical Center

DHS High Desert Health

DHS Hubert Humphrey — Main Street Clinic
DHS Long Beach Comprehensive Health Center
DHS Olive View, UCLA

DHS Rand Schrader Clinic

East Valley Community Health Center

El Proyecto del Barrio
JWCH
Oasis Clinic

— Northeast Valley Community Clinic

Saban Community Clinic

— St. John’s Well Child and Family Center

St. Mary’s Care Center

Tarzana

T.H.E. Clinic Inc

UCLA Care Clinic

UCLA Peds/LAFAN

Watts Health Care Corporation



(COUNTY (D_F Los ANGELES
Public Health

Top 5 RW Agencies with Highest Proportion of Female Clients of
Childbearing Age

Total RW Females Served, Aged 15-44 (%) - March

2019-February 2020

Salvation Army Alegria 17 (60.7%)
MCA Clinic 230(49.6%)
Center for Health Justice 18 (18.8%)
Children’s Hospital, LA 8 (16.7%)
Watts HealthCare Corporation 19 (9.1%)

*Highlighted color denotes agencies that completed and submitted the Provider Survey



Provider Survey: Childcare Needs W) {Chibiic ieain

* None of the agencies who responded to the survey currently provide childcare services
* 11/24 (46%) identified a need for childcare

— 9/11 (82%) said 25% or less of their clients needed childcare about 2 days/week

Would you consider applying for childcare if DHSP offered it?
* YES: 11/24 (46%)
— 5 agencies who did NOT identify a need for childcare would apply anyway
* NO: 13/24 (54%)
— 4 agencies who stated they needed childcare would NOT apply for funding

— Main reasons: Don’t have the client need, lack of space, no females of
childbearing age served



Provider Survey: Childcare Needs

Need Childcare? Yes/No

Consider Childcare if DHSP
funded?

- COUNTY OF LOS ANGELES
Public Health

Total RW Females Served,
Aged 15-44 (% ) - March

AIDS Healthcare Foundation
APLA

Bienestar

Children’s Hospital

DHS Harbor UCLA

DHS High Desert

DHS Long Beach

East Valley Community Clinic
JWCH

Saban Community Clinic

St. Mary’s Care Center
T.H.E. Clinic

UCLA CARE Clinic

No
No
No
No
No
No
No
No
No
No
No
No
No

No
Yes
Yes
Yes
No
Yes
No
No
Yes
No
No
No
No

2019-February 2020
163 (4.3%)
61 (2.3%)
2 (2.5%)

8 (16.7%)
56 (6.7%)
7 (4.8%)

4 (2.5%)
21 (4.8%)
34 (3.7%)
41 (3.9%)
13 (6.3%)
16 (2.4%)



Provider Survey: Childcare Needs

Need Childcare? Yes/No

Consider Childcare if DHSP
funded?

- COUNTY OF LOS ANGELES
Public Health

Total RW Females Served,
Aged 15-44 (% ) - March

City of Long Beach

DHS Hubert Humphrey —
Main Clinic

DHS Rand Schrader

DHS Olive View UCLA

El Proyecto Del Barrio

MCA Clinic

Northeast Valley Health Corp
OASIS Clinic

St John’s

Tarzana

Watts Health Care
Corporation

Yes

Yes

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes

Yes

No

Yes

Yes
Yes
Yes
No
No
No
Yes
Yes

Yes

2019-February 2020
10 (4.9%)
18 (5.0%)

147 (7.9%)
46 (8.5%)
10 (4.7%)
230 (49.6%)
42 (5.9%)
27 (7.6%)

6 (6.9%)

19 (3.3%)
19 (9.1%)



(COUNTY (D_F Los ANGELES
Public Health

Top 5 RW Agencies with Highest Proportion of Non-English Speaking
Clients

Total Non English Speakers (% ) - March 2019-February

2020
Bienestar 69 (87.3%)
El Proyecto Del Barrio 146 (68.2%)
AltaMed 750 (59.3%)
Rand Schrader 1030(55.7%)
MCA Clinic 251 (54.1%)

*Highlighted color denotes agencies that completed and submitted the Provider Survey



Provider Survey: Translation Needs ) {riiic eain

» 21/24 (88%) currently offer translation/interpretation service

* Those that offered translation/interpretation services noted they use:

— “A translation/interpretation service is used for the whole company. When we had PALS it was
more convenient.”

— “Staff are bilingual and so can meet most language needs on their own.”

— “We use a telephone translation service or staff members when needed. Providers are never
really sure that patients are understanding medication instructions or are able to answer all
patient questions. Medical interpretation would also be a plus for deaf clients. In the past,
GLAAD Case Managers would meet clients for appointments and were able to explain medication
regimens, ask questions and assist with other client needs.”

— “We have traditionally used PALS for languages other than Spanish.”

— “We utilize facility resources for on site and telephonic interpretation or I-pad for sign language.”
* Only 9/24 (38%) identified a need for translation services among 25-50% (avg) of their

clients

— Languages requested: Spanish, Cantonese, Mandarin, Farsi, Tagalog, French



Provider Survey: Interpretation/Translation R (i e

[a?

Agency Need Need Translation? | Total Non English Speakers (% ) - March
Interpretation? 2019-February 2020

AIDS Healthcare Foundation No No 1495 (22.8%)
APLA No No 579(22.5%)
Bienestar No Yes 69 (87.3%)
Children’s Hospital No No 3 (6.3%)
DHS Harbor UCLA No No 342 (40.6%)
DHS High Desert No Yes 20(13.7%)
DHS Hubert Humphrey — Main Clinic No No 130(36.6%)
DHS Long Beach No No 38(23.3%)
DHS Olive View UCLA No No 249 (46.2%)
Northeast Valley Health Corp No No 313 (43.9%)
Saban Community Clinic No Yes -—-

St John’s No No 46 (52.9%)
St. Mary’s Care Center No Yes 197 (19.1%)
Tarzana No No 53(9.2%)

UCLA Care Clinic No Yes 79 (11.9%)



Provider Survey: Interpretation/Translation ) {Chubiic iaim

Agency Need Need Translation? | Total Non English Speakers (% ) -
Interpretation? March 2019-February 2020

MCA Clinic Yes Yes 251(54.1%)
OASIS Clinic Yes Yes 83(23.3%)
City of Long Beach Yes Yes 36 (17.7%)
DHS Rand Schrader Yes No 1030 (55.6%)
East Valley Community Clinic Yes Yes 136 (30.9%)
El Proyecto Del Barrio Yes Yes 146 (68.2%)
JWCH Yes No 242 (25.9%)
T.H.E. Clinic Yes Yes 64 (31.4%)

Watts Health Care Corporation Yes Yes 91 (43.8%)



Listening Sessions: Interpretation Needs ) {Ciubiic ieain

Oral health services was brought up only in the LAFAN group:

- For oral health appointments, the majority of clients indicated not having access to
interpretation services during their visits

- They indicated there are sometimes dental assistants that are bilingual who would quickly
explain the procedures and/or interpret for the dentist, but this was not always available.

- Everyone confirmed that phone interpretation was not available during their dental visit.

“1 did not know they were going to pull my tooth; no one was able to explain to me what was
going to happen.”



Listening Sessions: Interpretation Needs ) {Ciubiic ieain

- For mental health services, a couple of participants indicated having used phone
interpretation services.

- One client stated they were satisfied with the service because they had built a
relationship with the interpreter who was always the same one.

- Another client did not feel that phone interpretation worked for this type of service
because the flow of the conversation was lost, when they needed to pause for the
interpreter. They also felt that the “feelings” were never able to be conveyed.

- In the other groups, everyone felt that mental health should be provided in Spanish and
not through an interpreter.



Listening Sessions: Translation Needs ) {Criniic visain

All the participants indicated needing translation services that included:
Translating forms

Getting assistance to fill out forms/applications

Having all documents needed to be singed (consent forms, etc.) in Spanish
Clients reported paying someone to translate documents

“I helped a friend fill out an application as much as | could, but when they submitted it, their
application was denied because information was missing.”



COUNTY OF Los ANGELES

Listening Sessions Summary ) {Criniic visain

v Clients indicated there is a need for services to be offered in Spanish as a preference.

v'Clients prefer to have interpreters in person and not via the phone.

v'Interpreters need to be professional so that the information shared is accurate

v'There is a need for interpreters for oral health services

v'There is a need for translation services



Provider Survey: COVID- 19 Impact ) {Cribiciicain

How has COVID-19 impacted your services?

18/24 (75%) stated there were no major disruptions to their services. Comments from the
other 6 providers who noted some impact included:

“Phone translation has increased the time for patient care”
“More tele-health services resulting in less childcare issues”
“Only change is that most services for patients are now completed on the telephone.”

“Parents now have canceled visits due to restrictions on number of participants during the visit. Not
having an option for additional members, rather than the patient has limited the drive to continue
care.”

“Having onsite childcare and translation services will positively impact adherence to medical
appointments.”

“The only change we have had is that we no longer have an in-person interpreter in our clinic. These
are all done over the phone with staff from our Culture and Linguistics Department here at LAC+USC.
We do have staff who are bilingual and help with interpretation.”



Summary/Key Take Aways ) {CPiiiic Hoaith

* Fewer than half of the 24 providers who responded to the survey stated they
needed childcareservices and just over half indicated they would not apply for
additional funding if available (58%). Most also indicated it was a need only 1-2 days
a week.

* Most providers offer interpretation/translation services (88%) and only
33% indicated an additional need for these services. However, the comments
implied that while these services may be available, they could be improved
especially for languages other than Spanish (e.g. Cantonese, Mandarin, Farsi,
Tagalog, French).

* Three of out four of the providers (75%) reported no huge disruptions to their
services from COVID-19. The main barrier or change noted was that services have
moved to tele-health.

* Only 57% of the 42 DHSP-funded agencies responded to the survey so results may
not represent the experience of all contracted agencies.



RYAN WHITE HIV SUBSTANCE USE DISORDER - RESIDENTIALHOUSING SERVICES
Draft for internal use only — do not distribute

Background

The Drug Medi-Cal Organized Delivery System (DMC-ODS) 1115 demonstration waiver was
created by the California Department of Health Care Services in 2015 to address gaps in patient
access to and success in substance use disorder (SUD) treatmentas a result of fragmented
service system. Los Angeles County (LAC) joined as demonstration site in 2017.

Historically Ryan White (RW) SUD Services included Outpatient and Residential with three
subcategories: Detox, Rehabilitation and Transitional. Under DMC-ODS, these services are
provided by the LAC Substance Abuse Prevention and Control (SAPC) program that include:

e Outpatient (OP), Intensive outpatient (IOP)

e Opioid (narcotic) treatment program (OTP)

e Withdrawal management (WM)

e Medication-assisted treatment (MAT)

e Short- term residential (RS)

e Case management and care coordination with physical and mental health
e Recovery support services.

The current Ryan White SUD Services consists of one subcategory, residential housing, that was
implemented March 1, 2019 (Ryan White Year 29) and intended to supplement DMC-ODS as
Ryan White is the payer of last resort.

Overview of SUD Services

The current contracts for this service category are for RW years 29-31 (March 1, 2019-February
28, 2022). The contracted agencies include Tarzana Treatment Centers and Safe Refuge. The
following details are summarized from the from the contract scope of work.

Contractor requirements

1. Licensed Programs: must operate as an adult residential facility, a community care
facility, a transitional housing facility or a congregate living facility

2. Unlicensed programs: same facilities as listed for licensed with a current, written plan
of operation on file.

Service Description: to provide interim housing with supportive services for up to one (1) year

exclusively designated and targeted for recently homeless persons living with HIV/AIDS in
various stages of recovery from substance use disorder. The purpose of the service is to
facilitate continued recovery from substance abuse and movementtoward more traditional,



permanent housing through assessment of the individual's needs, counseling, and case
management.

Service Population: indigent persons living with diagnosed HIV in Los Angeles County who are:

1

Are homeless/unstably housed:

a) Lack a fixed, regular, and adequate residence, as well as the financial resources to
acquire shelter;

b) Reside in a shelter designed to provide temporary, emergency living
accommodations;

c) Reside in an institution that providesa temporary residence for individuals intended
to be institutionalized; or,

d) Reside in a public or private place not designed for, or ordinarily used as, a regular
sleeping accommodation for human beings.

Uninsured or underinsured (current health plan does not cover services);

Have an income at or below 500% Federal Poverty Level; and,

In recovery.

Key Service Activities

1

s w

©

Initial Intake: required during the first contact for all potential clients and includes
a) Service eligibility and documentation
e Proof of HIV diagnosis
e Financial screening
e Proof of residencyin Los Angeles County
e Proof of medical insurance or that client is underinsured or uninsured
e Completion of a substance use treatment program in the past six weeks
e Inneedof interim housing
b) Client demographic data, emergency contact information, and next of kin, and
c) Medical history complete with CD4 count and viral load measurements.
Assessment (agency-specific, not developed by DHSP)
Reassessmentevery 6 months (agency-specific, not developed by DHSP)
Client education (HIV/STD prevention and risk reduction, addiction education, medical
complications of substance use, medication adherence)

[Contagious/lnfectious Disease Prevention and Intervention](screening and treatment for .- [ Commented [WG 1]: Would add Hepatitis

non-HIV infectious disease included Tuberculosis.

Treatment Plan (developed from assessmentand updated at re-assessment every six
months)

Referral Services (primary medical services, mental health, legal and financial services)
Partner Services (provided by contracted agency staff)

Support Services and Discharge Planning (includes written aftercare plan and specific
SUD treatment recommendations).



Limits on service utilization: shall not exceed one year per client with two six-month extensions
(as approved by DHSP)

Bed hold policy: Contractor can hold a client’s bed for up to two one-night bed holds per client
per quarter for medical emergencies or therapeutic reasons. Unused bed holds cannot be
carried forward

Reimbursement Structure

SUD Services — Residential has a fee-for-service reimbursementstructure. This means
contracted agencies are only reimbursed for those services they bill to DHSP.

Billable service units: numberof days an individual occupied a bed (physically presentin the
facility overnight). This includes either the first day of admission or the day of discharge but not
both unless entry and exit days are the same.

Service unit definition: day unit of services defined as a 24-hour period in which a resident
receives housing and meals.

Service tracking measures:

1. Number of unduplicated clients
2. Number of service days delivered

Budget Information?

SUD services are supported through Ryan White Part B funds. Amountallocated for service by
agency yrs. 29-30

Amount expended by agency

Contractor Reporting Requirements

1. Narrative Reports
e  Monthly reports (written report)
e Semi-annual reports (six-month summary submitted January-June and July-
December)
e Annual report (written report for calendar year)
2. Client-level Data (submitted monthly through HIV Casewatch)
o Eligibility data
e Demographic/resource data
e Service utilization data
o Case ManagementServices (Tarzana only)



HIV/STD Education (Tarzana only)

Mental Health Services (Tarzana only)

Routine Medical Care (Tarzana only)
Vocational/Employment Counseling (Tarzana only)
o Transitional Housing (perday — Safe Refuge only)

O O O O

e Core medical and support services outcomes, and
e Service linkages/referrals to other service providers

Service Utilization Summary for Year 29-30

A total of 115 clients utilized SUD Transitional Housing Services in Year 29 ( March 1, 2019-
February 28, 2020). Key client characteristics are described below. As Year 30 datais still
under review, client demographics are not yet available.

Race/Ethnicity: The majority of clients identified as Black (42%), followed by Latinx
(34%), White (23%) and 1% were Asian.

Genderldentity: Most clients identified as cisgender men (92%) while 3% identified as
cisgender women and 3% as transgender women.

Sexat Birth: Nearly all clients were male sex at birth (97%).

Age: Most clients were aged 30-49 (53%), followed by client age 50-59 (23%), age 18-29
(17%) and 60 and older (7%).

Primary Language: Nearly all clients (97%) identified English as their primary language.
County of Birth: Nine out of 10 clients reported being born in the US (90%).

Income by Federal Poverty Level (FPL): Nearly all clients were living at or below FPL
(97%).

Insurance Status: Onein 8 clients was publicly insured (81%), 15% had no insurance and
4% had private or other insurance.

Housing Status: Over half of clients reported experiencinghomelessness at entry into
services (51%), 26% were permanently housed, 21% were living in an institutional
setting and 2% did not report.



e Incarceration History: Most clients had previous experience with the criminal justice
system (57%).

e Receipt of Ryan White Medical Care: Few clients (6%) received medical care paid for by
Ryan White in the reporting year.

e Engagementin HIV Care: Nearly all clients (99%) were engaged in HIV care during the
reporting year.

e Retention in HIV Care: Most clients (84%) were retained in HIV care in the reporting
year.

e Viral Suppression: Eight-seven percent (87%) of clients had suppressed HIV viral loads
(less than 200 copies/mL at most recent test in the reporting period).

Listed below in Table 1 are the total number of clients for whom services were reported and
paid for by DHSP in each Ryan White year, the total days of services provided and the average
days of service per client. Note that no clients were reported by Safe Refuse in Year 30.

While the number of clients reported, the days of service reported and the averaged days of
service per client increased from Year 29 to Year 30, please note that Year 30 data are
preliminary but suggestthat that Tarzana continued to provide these services during the
COVID-19 stay at home orders.

Table 1: Total SUD Transitional Housing Clients Served by Contracted Agency, Los Angeles
County, Ryan White Years 29-30* (March 1, 2019-February 28, 2021)

AGENCY RW YEAR TOTAL DAYS OF AVERAGE DAYS PER
CLIENTS SERVICE CLIENT
SAFE REFUGE
29 5 653 130.6
30 0 0 0
TARZANA
29 110 11,484 104.4
30 105 11,872 113.1

*DHSP, HIV Casewatch, Year 30 data are preliminary

In addition to days of service, Tarzana also reported provision of specific service activities as
presented below. Figure 1 presentsthe percentof clients who received each type of activity of
the of the total number of clients served each year. Year 29 is represented by the orange bars
and Year 30 by the blue bars. Furtherinformation is neededto understand if every client



should have received each service or whetherthis is determined by their care plan. Of note,
there was a dramatic decrease in the proportion of clients who received HIV/STD education
from Year 29 to Year 30.

Figure 1: Transitional Housing Service Activities Reported by Tarzana Treatment Centers, Years

29-30

Transitional Housing Service Activities

Tarzana Yrs 29-30*
HYear 29 (N=110) M Year 30(N=105)

51%
56%

ROUTINE MEDICAL CARE

I 565
I 35|

I 53%
. 57 %

HIV/STD EDUCATION

MENTAL HEALTH SERVICES

I —— 73%

VOCATIONAL/EMPLOYMENT COUNS
I  61%

90%
. 93%

CASE MANAGEMENT SERVICES

*DHSP, HIV Casewatch, Yr 30 data is preliminary

Substance Abuse Services (Residential) per HRSA PCN #1602:

Description:
Substance Abuse Services (residential) is the provision of services for the treatment of drug
or alcohol use disorders in a residential setting to include screening, assessment, diagnosis,
and treatment of substance use disorder. This service includes:

® Pretreatment/recovery readiness programs

e Harm reduction

¢ Behavioral health counseling associated with substance use disorder
¢ Medication assisted therapy

¢ Neuro-psychiatric pharmaceuticals

* Relapse prevention

¢ Detoxification, if offeredin a separate licensed residential setting (including a separately-
licensed detoxification facility within the walls of an inpatient medical or psychiatric
hospital)

Program Guidance:



Substance Abuse Services (residential) is permitted only when the client has receiveda
written referral from the clinical provider as part of a substance use disorder treatment
program funded under the RWHAP.

Substance Abuse Services (residential) are not allowable services under RWHAP Parts C and
D.

Acupuncture therapy may be allowable funded under this service category only whenit is
included in a documented plan as part of a substance use disorder treatment program
funded under the RWHAP.

RWHAP funds may not be used for inpatient detoxification in a hospital setting unlessthe
detoxification facility has a separate license.



Our Vision: Healthy People in Healthy Communities

Drug Medi-Cal Organized Delivery System Waiver (DMC-0DS)
Frequently Asked Questions about the waiver that would expand
benefits to treat Substance Use Disorders (SUD)

Implementing this waiver will test new ways of delivering healthcare services to Medi-Cal
eligible individuals with SUD. California Counties can choose to opt-in. This sheet
describes the impact this waiver would have if implemented in Los Angeles County.

1. Is Los Angeles County opting-in to the DMC-0DS Waiver?

Counties that choose to opt-in must submit approved implementation plans to participate in the DMC-ODS.
Plans must be approved by their Boards of Supervisors, the California Department of Health Care Services,
and the federal Centers for Medicaid and Medicare Services. The Substance Abuse Prevention and Control
(SAPC) program within the Los Angeles County Department of Public Health intends to submit its
implementation plan in January 2016. Once approved, counties will have three years to fully implement
required DMC-ODS services.

2. How would the DMC-0DS Waiver change current SUD treatment services?

The DMC-0DS waiver would expand reimbursable services under the Drug Medi-Cal (DMC) program.

Right now, the DMC only funds outpatient, intensive outpatient, and opioid (narcotic) treatment programs.
Once implemented, this waiver would allow the use of DMC funds to support a more comprehensive
continuum of care based on the American Society of Addiction Medicine (ASAM) Criteria. The table below lists
the patient services that will be available based on determination of medical necessity and level of care (LOC)
according to the ASAM criteria.

Benefits available to SUD Clients through the DMC-0DS Waiver

ASAM Service Youth  Adults

Outpatient | 4|

Intensive Outpatient 4| 4|

Short-Term Residential | M

Withdrawal Management N/A 4]

Opioid Treatment Programs N/A 4|

Case Management ™M 4|

Recovery Support | 4|

Physician Consultations | 4|
Los Angeles County Depa_rtment of Public Health COUNTY OF Los ANGELES
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Our Vision: Healthy People in Healthy Communities

3. Who would be eligible for DMC-0DS Waiver services?

All Medi-Cal beneficiaries who live in counties that opt-in will be able to get new services available under the
waiver. This includes previously eligible Medi-Cal beneficiaries (such as children in households with income up
to 250% of the Federal Poverty Level) and the Medi-Cal expansion population (single adults without children
with incomes up to 138% of the Federal Poverty Level). The services must be determined as medically
necessary by a qualified physician.

4. What system-level changes would be required to implement the DMC-0DS Waiver?

Effective waiver implementation would require making various changes to the current service delivery system.

Examples of such system-level changes include Los Angeles County, SAPC, and SAPC providers having to:

e Expand the SAPC SUD service provider network.

e Adopt standards of practice for the new systems of care.

e Develop workforce clinical skills in the use of evidence-based practices.

e Establish system-wide care coordination and linkages with physical health, mental health, and community
support service systems.

e Establish a system-wide quality assurance and utilization management program.

e Establish a system-wide managed care information system and billing system.

e Develop a sustainable and financially-viable financing structure.

5. What would be the benefits and challenges of implementing the DMC-0DS Waiver?

Opting-in to implement this waiver requires considering the benefits and challenges that may arise:

Challenges

e Extends eligibility for DMC benefits and delivers e Requires all DMC waiver services to be delivered by a
care to many more people (e.g. adults without DMC-certified provider. SAPC will be able to provide
children, people experiencing homelessness or technical assistance to help providers complete the
reentering communities from incarceration) with DMC and ASAM certification processes to expand the
the aim of improving access to services, health SAPC network of treatment providers and the SUD
outcomes, and quality of life. services workforce to ensure access to all LOCs.

¢ Creates an organized system of care that connects
providers that offer a broad range of services, and
allows them to deliver and receive payment for
medically necessary services that they provide in
the community, outside of clinical facilities.

e Requires enhancing quality assurance and utilization
management capacity to ensure optimal care for
clients and smooth transitions across different types
and levels of care.

¢ Ensures services are evidence-based and provided e Requires integrated service delivery networks to treat
at the right LOC that meets client needs based on the whole person, using system-wide planning efforts
medical necessity. and case management to coordinate the SUD service

* Prevents the use of high-cost health services delivery system with the physical and mental health
(e.g. emergency department visits and systems, as well as with criminal justice, homeless,
hospitalizations) leading to cost savings across the and juvenile justice/dependency/foster care service
health care delivery system. providers/partners.

e Moves SAPC toward a specialty health plan model.

e Treats SUD as a chronic disease, building quality
improvement processes and broader service
integration with physical health, mental health,
and social service providers.

Los Angeles County Department of Public Health COUNTY OF Los ANGELES
Substance Abuse Prevention and Control (SAPC) ( H
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STANDARDS OF CARE FOR HIV
SUBSTANCE USE RESIDENTIAL
AND TREATMENT SERVICES

Suggestions:

Change "measure" to "documentation”

Add hyperlinks to SAPC AOD certification standards

Add hyperlinks to SAPC Level of Care and Residential Designation links
Add hyperlinks to the CA Department of Healthcare Services

Approved by the Commission on HIV on 4/13/2017



TABLE OF CONTENTS

Substance Use Outpatient/Treatment Services DefinitioNn........cccccveeeeveeieecreceeerereee e e 2
Substance Use Residential Services Definition.........cuvciieiiciniie et s 2
Agency LiICenSiNG aNnd POLICIES......ouviviiriieee ittt sttt e e e e e bt r e sn e e s 3
(000 0 0] oY1 (=] g Lol =TT OO PSPPSR PPRPPPPRORS 3

Key Systems Level Changes Affecting Substance Use Disorder Treatment in Los Angeles

COUNTY ettt ettt st r e st e st te s sue e e sbeee s sbe e e e sbesesbe e eb st et bee st aes shetebeaenbetenbeeetaae et be et bes sueeens 3
Updates to Substance Use Services Standards of Care.........uvevecceceee ettt et 4
Substance Use Treatment Standards and IMEASUIES..........cccurireiereneineireee st e 6
Substance Use Residential Standards and MEasures ...........cccceeivieineinece st 7

S:\Committee - Standards & Best Practices\Approved Updated Substance Abuse_2017\COH Final
Approved SubsUseStndrs 41317.docx1 | Page



SUBSTANCE USE SERVICES STANDARDS OF CARE

Substance Use Outpatient/Treatment Services Definition
Per HRSA Policy Guidance, Substance Use Outpatient Care is the provision of outpatient
services for the treatment of drug or alcohol use disorders. Services include:

e Screening

e Assessment

e Diagnosis, and/or Treatment of substance use disorder, including:

o Pretreatment/recovery readiness programs

Harm reduction
Behavioral health counseling associated with substance use disorder
Outpatient drug-free treatment and counseling
Medication assisted therapy
Neuro-psychiatric pharmaceuticals
Relapse prevention

O 0 O O O O

Substance Use Residential Services
Per HRSA Policy Guidance, Substance Use Services (residential) is the provision of services for
the treatment of drug or alcohol use disorders in a residential setting to include screening,
assessment, diagnosis, and treatment of substance use disorder. This service includes:

e Pretreatment/recovery readiness programs

e Harm reduction

e Behavioral health counseling associated with substance use disorder

e Medication assisted therapy

e Neuro-psychiatric pharmaceuticals

e Relapse prevention

Detoxification, if offered in a separate licensed residential setting (including a separately-
licensed detoxification facility within the walls of an inpatient medical or psychiatric hospital)

Program Guidance:

Substance Use Services (residential) is permitted only when the client has received a written
referral from the clinical provider as part of a substance use disorder treatment program
funded under the RWHAP.

Substance Use Services Standards of Care
The overall objectives of the Substance Use Services standards of care are to:

e comply with state regulations, including licensing requirements, for substance Use
services; and
e provide services with skilled, licensed professionals with experience and/or
education in relevantdisciplines.
The service specific standards of care for Substance Use Services provide additional
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requirements around the following components of service provision:

A. Agency Licensing and Policies
B. Competencies

Substance Use Services providers are expected to comply with the Universal Standards of Care,
as well as these additional standards.

A. Agency Licensing and Policies

The objective of the standards for agency licensing and policies for Substance Use Services is
to ensure that programs comply with state regulations and licensing requirements.

If residential substance Use treatment services are provided in a facility that primarily
provides inpatient medical or psychiatric care, the component providing the substance Use
treatment must be separately licensed for that purpose.

A. Agency Licensing and Policies  (Substance Use)

Standard Measure

Agency is licensed and accredited by Current license(s) on file.
appropriate state and local agency to provide
substance Use services.

B. Competencies

The objective of the competencies standards for Substance Use Services is to ensure that
clients have access to the highest quality services through experienced and trained staff.

B. Competencies (Substance Use)

Standard Measure

Staff members are licensed or certified, as Current license and résumé on file.
necessary, to provide substance Use services
and have experience and skills appropriate to
the specified substance Use treatment
modality.

Key systems level changes affecting substance use disorder (SUD) treatment in Los Angeles
County:

The Drug Medi-Cal Organized Delivery System (DMC-0DS) is a new health care services
paradigm for Medi-Cal eligible individuals with substance use disorders (SUD). The Los Angeles
County Department of Public Health, Substance Use Prevention and Control (SAPC) will
implement an initial benefit package for SUD services within the initial 12 months of approval
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from the California Department of Health Care Services (DHCS). California’s Medi-Cal 2020
1115(a) Waiver Demonstration Project paves the way for Los Angeles County (LAC) to increase
access to substance use disorder (SUD) treatment services for adolescents and adults who are
eligible for Medi-Cal.

It expands Drug Medi-Cal (DMC) reimbursable services beyond outpatient (OP), intensive
outpatient (IOP), and opioid (narcotic) treatment program (OTP) to create a fuller continuum of
care that includes withdrawal management (WM), medication-assisted treatment (MAT), short-
term residential (RS), case management and care coordination with physical and mental health,
and recovery support services. With the new benefits, also comes the responsibility to make
placement decisions based on the American Society of Addiction Medicine (ASAM) Criteria and
medical necessity; provide care at the lowest and most appropriate level of care (LOC),
including improved transitions between LOCs; and use MAT in conjunction with other
treatment services.

UPDATES TO SUBSTANCE USE SERVICES STANDARDS OF CARE:

As Ryan White serves as the payor of last resort for critical HIV/AIDS care and treatment
services, its service level standards must align with SAPC’s standards. In recognition of these
systems-level changes to the treatment of SUD in publicly funded settings, the following
changes are noted in the Substance Use Treatment and Residential Standards of Care:

e All Ryan White funded substance Use services must provide integrated services of
behavioral health treatment and HIV medical care. An integrated behavioral health and
HIV medical care program addresses alcohol, marijuana, cocaine, heroin, injection drug
use (IDU), and prescription drug misuse; mental disorder treatment and HIV/viral
hepatitis services, including HIV and hepatitis B and C testing; and use evidence-based
interventions defined by the Substance Use and Mental Health Services Administration
(SAMHSA).

e Use a trauma-informed approach following SAMHSA’s Concept of Trauma and Guidance
for a Trauma-Informed Approach (http://store.samhsa.gov/product/SAMHSA-s-
Concept-of-Trauma-and-Guidance-for-aTrauma-Informed-Approach/SMA14-4884).

e Link clients and partners to appropriate community-based behavioral health
services/systems including primary HIV care and antiretroviral treatment (ART), HIV pre-
exposure prophylaxis (PrEP), primary health care, and other recovery support services.

e Offer and use appropriate behavioral health services include engagement services (e.g.,
outreach, assessment, service planning); outpatient treatment services; intensive
outpatient treatment services; substance use or mental disorders residential treatment
services; medication-assisted treatment (MAT); community support services such as
case management (e.g., assessment, planning, linking, monitoring, and advocacy), and
peer and other recovery support services http://www.samhsa.gov/recovery.
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Use the Medical Care Coordination Assessment tool to determine acuity level and
eligibility for MCC services.

Screen and assess clients for the presence of co-occurring mental disorders and use the
information obtained from the screening and assessment to develop appropriate
treatment approaches for the persons identified as having co-occurring disorders.

Ensure that patients who need trauma-related services have access to these services
through case management and referral to certified trauma providers.

All clients who are considered to be at risk for vital hepatitis (B and C), as specified by
the United States Preventive Services Task Force (USPSTF) recommendations for
hepatitis B and hepatitis C screening, must be tested for viral hepatitis (B and C) in
accordance with state and local requirements, either onsite or through referral.

Provide a plan for providing referrals and linkages to follow-up care and treatment for
all individuals infected with viral hepatitis (B or C).

Develop a plan for case management of all clients who have a preliminary positive HIV
and confirmatory HIV test result. The process of case management includes:
comprehensive assessment of the client's needs and development of an individualized
service plan.

Medication Assisted Treatment (MAT) is an evidence-based substance Use treatment
therapy. SAMHSA supports the right of individuals with an opioid or alcohol use
disorder to be given access to MAT as appropriate under the care of a physician.

Screen and assess clients for the presence of co-occurring mental and substance use
disorders and use the information obtained from the screening and assessment to
develop appropriate treatment approaches for the persons identified as having such co-
occurring disorders.
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Substance Use Treatment

Standard Measure
Providers must provide the following service A comprehensive written program service
components: delivery protocol outlining how staff will
e [Intake deliver all service components based on SAPC,

e Individual counseling

e Group counseling

e Patient education

e Family therapy

e Medication services

e Collateral services

e Crisis intervention services
e Treatment planning

e Discharge services

SAMHSA and ASAM guidelines.

Providers are responsible to provide culturally
competent services. Services must be
embedded in the organizational structure and
upheld in day-to-day operations.

Agencies must have in place policies,
procedures and practices that are consistent
with the principles outlined in the National
Standards for Culturally and Linguistically
Appropriate Services in Health Care (CLAS).

Agencies provide services that accounts for a
client’s age and developmental level to ensure
his/her engagement into the treatment
process.

Use of assessment and screening tools that
establishes age and developmental levels and
appropriate individualized treatment plan.

Case notes clearly articulate action steps and
treatment modifications for the client’s age
and developmental level.

Agencies must have procedures for
linkage/integration of Medication-Assisted
Treatment (MAT) for patients to ensure
adequate access to core components of
substance use disorder (SUD) treatment.

Established protocols for MAT following
prescribing standards from the American
Society of Addiction Medicine (ASAM) and
SAMHSA.

Agencies must use Evidence-Based Practices
such as Motivational Interviewing and
Cognitive Behavioral Therapy, relapse
prevention, trauma-informed treatment, and
psychoeducation.

Written evidence-based program protocol.

Agencies must provide Field-Based Services
(FBS) based on comprehensive assessment.

Proper certifications are in place for staff to
provide FBS.

Written FBS protocol.

Providers must deliver a variety of case
management and care coordination services

Written case management and care
coordination protocol.
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including transitioning clients from one level
of care to another and navigating the mental
health, physical health, and social service
delivery systems.

MOUs with agencies for ensuring coordination
of services for patients.

List of service providers and partners.

Providers must delivery recovery support
services to clients upon discharge from
treatment services, including outpatient
/intensive outpatient programs.

Written recovery support services protocol.

MOUs with agencies for ensuring coordination
of care.

Agencies must maintain complete and
thorough documentation of services provided
to client.

Agencies maintain documentation based on
the ASAM Criteria.

Progress notes are thorough, dated, and
verified by a licensed supervisor.

Substance Use — Residential

Standard Measure
Providers must provide the following service A comprehensive written program service
components: delivery protocol outlining how staff will
e Intake deliver all service components based on SAPC,

e Individual counseling

e Group counseling

e Patient education

e Family therapy

e Safeguard medications
e Medication services

e Collateral services

e C(Crisis intervention services
e Treatment planning

e Transportation services
e Discharge services

SAMHSA and ASAM guidelines.

Appropriate medical evaluation must be
performed prior to initiating residential
treatment services, including physical
examinations when deemed necessary.

Medical record of physical examinations and
medical evaluation by a licensed medical
provider.

Providers are responsible to provide culturally
competent services. Services must be
embedded in the organizational structure and
upheld in day-to-day operations.

Agencies must have in place policies,
procedures and practices that are consistent
with the principles outlined in the National
Standards for Culturally and Linguistically
Appropriate Services in Health Care (CLAS).

Agencies must have procedures for
linkage/integration of Medication-Assisted
Treatment (MAT) for patients to ensure
adequate access to core components of

Established protocols for MAT following
prescribing standards from the American
Society of Addiction Medicine (ASAM) and
SAMHSA.

S:\Committee - Standards & Best Practices\Approved Updated Substance Abuse_2017\COH Final

Approved SubsUseStndrs 41317.docx7 | Page




substance use disorder (SUD) treatment.

Agencies must use Evidence-Based Practices
such as Motivational Interviewing and
Cognitive Behavioral Therapy, relapse
prevention, trauma-informed treatment, and
psychoeducation.

Written evidence-based program protocol.

Case management will assist patients in
navigating and accessing mental health,
physical health, and social service delivery
systems.

Case notes must show that the initiating
provider provided case management services
and communicated with the next provider
along the continuum of care to ensure smooth
transitions between levels of care. If the client
is referred to a different agency, case notes
must show that the client has been
successfully admitted for services with the
new treating provider.

Providers must delivery recovery support
services to clients to sustain engagement and
long-term retention in recovery, and re-
engagement in SUB treatment and other
services and supports as needed.

Written recovery support services protocol.

MOUs with agencies for ensuring coordination
of care.

Agencies must maintain complete and
thorough documentation of services provided
to client.

Agencies maintain documentation based on
the ASAM Criteria.
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LOS ANGELES COMMISSION ON HIV
PERCENTAGE ALLOCATIONS FOR RYAN WHITE PROGRAM YEARS 30, 31, 32
Approved 9/10/2020

FY 2021 FY 2022
RW Service Allocation Descriptions FY 2020 PY 30 PY 31 (PY 32)
PY 30 Total Part
Priority # Service Category Part A % MAI % Part A % MAI % A/MAI %
1 Outpatient/Ambulatory Health
Services (AOM) 27.24% 0.00% 27.21% 0.00% 28.30%
NP AIDS Drug Assistance Program (ADAP)
Treatments 0.0% 0.00% 0.00% 0.00% 0.00%
26
AIDS Pharmaceutical Assistance (local) 0.00% 0.00% 0.00% 0.00% 0.00%
11
Oral Health 14.10% 0.00% 13.04% 0.00% 12.00%
7
Early Intervention Services 0.59% 0.00% 0.59% 0.00% 1.25%
20 Health Insurance Premium & Cost
Sharing Assistance 0.00% 0.00% 0.00% 0.00% 0.00%
17
Home Health Care 0.00% 0.00% 0.00% 0.00% 0.00%
16 Home and Community Based Health
Services 6.67% 0.00% 6.70% 0.00% 5.91%
27
Hospice Services 0.00% 0.00% 0.00% 0.00% 0.00%
3
Mental Health Services 0.60% 0.00% 0.60% 0.00% 0.00%
23
Medical Nutritional Therapy 0.00% 0.00% 0.0% 0.00% 0.05%
4
Medical Case Management (MCC) 29.88% 0.00% 29.83% 0.00% 25.60%
18
Substance Abuse Services Outpatient 0.00% 0.00% 0.0% 0.00% 0.00%
10 Case Management (Non-Medical)
BSS/TCM 5.92% 6.14% 5.91% 10.53% 8.60%
14
Child Care Services 0.00% 0.00% 1.00% 0.00% 1.00%
8
Emergency Financial Assistance 0.00% 0.00% 0.00% 2.50%
13 _
Food Bank/Home-delivered Meals 5.95% 0.00% 5.94% 0.00% 5.27%
6 . . :
Health Education/Risk Reduction 0.00% 0.00% 0.00% 0.00% 0.00%
5 Housing Services RCFCI/TRCF/Rental
Subsidies with CM 1.42% 93.86% 1.56% 89.47% 5.00%
21 _
Legal Services 0.16% 0.00% 0.16% 0.00% 1.00%
22 o .
Linguistic Services 0.00% 0.00% 0.00% 0.00% 0.00%
9 , :
Medical Transportation 1.89% 0.00% 1.89% 0.00% 1.52%
> Outreach Services (LRP) 5.57% 0.00% 5.56% 0.00% 0.00%
12 Psychosocial Support Services 0.00% 0.00% 0.00% 0.00% 2.00%
19
Referral 0.00% 0.00% 0.00% 0.00% 0.00%
24 I
Rehabilitation 0.00% 0.00% 0.00% 0.00% 0.00%
25 _
Respite Care 0.00% 0.00% 0.00% 0.00% 0.00%
15 . :
Substance Abuse Residential 0.00% 0.00% 0.00% 0.00% 0.00%
Overall Total 100.0% 100.00% 100.0% 100.0% 100.00%
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ORIGINAL ARTICLE

Bupropion and Naltrexone
in Methamphetamine Use Disorder

M.H. Trivedi, R. Walker, W. Ling, A. dela Cruz, G. Sharma, T. Carmody, U.E. Ghitza,
A. Wahle, M. Kim, K. Shores-Wilson, S. Sparenborg, P. Coffin, J. Schmitz, K. Wiest,
G. Bart, S.C. Sonne, S. Wakhlu, AJ. Rush, E.V. Nunes, and S. Shoptaw

ABSTRACT

BACKGROUND
The use of naltrexone plus bupropion to treat methamphetamine use disorder has
not been well studied.

METHODS
We conducted this multisite, double-blind, two-stage, placebo-controlled trial with
the use of a sequential parallel comparison design to evaluate the efficacy and
safety of extended-release injectable naltrexone (380 mg every 3 weeks) plus oral
extended-release bupropion (450 mg per day) in adults with moderate or severe
methamphetamine use disorder. In the first stage of the trial, participants were
randomly assigned in a 0.26:0.74 ratio to receive naltrexone—bupropion or match-
ing injectable and oral placebo for 6 weeks. Those in the placebo group who did
not have a response in stage 1 underwent rerandomization in stage 2 and were
assigned in a 1:1 ratio to receive naltrexone—bupropion or placebo for an addi-
tional 6 weeks. Urine samples were obtained from participants twice weekly. The
primary outcome was a response, defined as at least three methamphetamine-
negative urine samples out of four samples obtained at the end of stage 1 or stage 2,
and the weighted average of the responses in the two stages is reported. The treat-
ment effect was defined as the between-group difference in the overall weighted
responses.

RESULTS

A total of 403 participants were enrolled in stage 1, and 225 in stage 2. In the first
stage, 18 of 109 participants (16.5%) in the naltrexone—bupropion group and 10 of
294 (3.4%) in the placebo group had a response. In the second stage, 13 of 114
(11.4%) in the naltrexone—bupropion group and 2 of 111 (1.8%) in the placebo
group had a response. The weighted average response across the two stages was
13.6% with naltrexone—bupropion and 2.5% with placebo, for an overall treatment
effect of 11.1 percentage points (Wald z-test statistic, 4.53; P<0.001). Adverse
events with naltrexone—bupropion included gastrointestinal disorders, tremor,
malaise, hyperhidrosis, and anorexia. Serious adverse events occurred in 8 of 223
participants (3.6%) who received naltrexone—bupropion during the trial.

CONCLUSIONS
Among adults with methamphetamine use disorder, the response over a period of
12 weeks among participants who received extended-release injectable naltrexone
plus oral extended-release bupropion was low but was higher than that among
participants who received placebo. (Funded by the National Institute on Drug
Abuse and others; ADAPT-2 ClinicalTrials.gov number, NCT03078075.)
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BUPROPION AND NALTREXONE IN METHAMPHETAMINE USE

HERE HAS BEEN A RISE IN METHAM-
phetamine use disorder in the United
States, particularly in the Midwest and
West, where methamphetamine is a leading
cause of overdose deaths.” There is no medica-
tion approved by the Food and Drug Administra-
tion for the treatment of methamphetamine use
disorder, and effective treatment has been iden-
tified as an essential public health goal.>*
Bupropion®7 and naltrexone®?® used individu-
ally have shown some positive evidence of effi-
cacy in clinical trials for the treatment of meth-
amphetamine use disorder.'*® Bupropion is a
stimulant-like antidepressant that acts through
the norepinephrine and dopamine systems and
might ameliorate the dysphoria associated with
methamphetamine withdrawal that drives con-
tinued use.’® Naltrexone is an opioid-receptor
antagonist that is effective for the treatment of
opioid use disorder. In some trials, it has also
been shown to have a modest effect in prevent-
ing relapse of alcohol use,*® perhaps by attenuat-
ing the reinforcing effects of substances or cue-
induced cravings.!®”!® The results of a small,
open-label pilot trial suggested that naltrexone
plus bupropion might be effective for the treat-
ment of severe methamphetamine use disorder.”
These findings supported the development of
the current trial (Accelerated Development of
Additive Treatment for Methamphetamine Dis-
order [ADAPT-2]), which assessed the efficacy
of combining these agents for the treatment of
methamphetamine use disorder.

METHODS

TRIAL DESIGN AND CONDUCT

This randomized, double-blind trial, which used
a sequential parallel comparison design,** was
conducted at eight sites from May 23, 2017, to
July 25, 2019. It evaluated the efficacy and safety
of extended-release injectable naltrexone (380 mg
every 3 weeks) combined with once-daily oral
extended-release bupropion (450 mg per day) as
compared with placebo in adult outpatients with
moderate or severe methamphetamine use dis-
order.

This 12-week trial was conducted in two
stages consisting of 6 weeks each. Participants
initially underwent randomization in a 0.26:0.74
ratio to receive naltrexone—bupropion or placebo
during the first 6-week stage; participants in the
placebo group who did not have a response in

the first stage underwent randomization again
in a 1:1 ratio in the second 6-week stage (Fig. 1).
The ratios used for randomization were chosen
on the basis of established practices in sequen-
tial parallel design trials and are described in
the Statistical Analysis section and in the statis-
tical analysis plan, included in the protocol
(available with the full text of this article at
NEJM.org).”> The purpose of rerandomization
was to enrich the sample in the second stage
with participants who were unlikely to have a
response to placebo. The results from both
stages were combined for analysis as described
in the statistical analysis plan.

Participants visited the clinic twice a week for
drug screening of urine samples (for a potential
total of 24 urine samples per participant [12 in
each stage]), for safety monitoring, and for as-
sessments. Additional safety and outcome assess-
ments were performed at week 6 and week 12.
The integrity of urine samples was determined
with the use of an embedded temperature strip
on the collection cup (valid samples were consid-
ered to be those with a temperature of 32° to
38°C [90° to 100°F]) and a negative test for adul-
terants. Valid samples were tested for 10 drugs
with the use of a point-of-care urine drug test
card in accordance with the regulations of the
Clinical Laboratory Improvement Amendments
of 1988.

Extended-release naltrexone was supplied in
standard single-use intramuscular injection Kkits,
each containing one 380-mg vial of naltrexone
microspheres. In each stage, injections of nal-
trexone or placebo were administered by trial
clinicians on the day of randomization (or reran-
domization) and in the third week of each stage.
Naltrexone was administered every 3 weeks to
mitigate the lower naltrexone blood levels that
would most likely occur with a 4-week injection
schedule, according to the product labeling.

Extended-release bupropion (in 150-mg tab-
lets) or placebo was provided weekly in match-
ing blister cards. Beginning on the day of ran-
domization or rerandomization, the dose was
raised over the course of 3 days to a total daily
dose of 450 mg. If appropriate, doses could be
reduced before week 13 to 300 mg per day to
alleviate adverse effects; clinicians were encour-
aged to attempt to raise the dose back up to the
target dose. At the end of the trial (week 13), the
dose was tapered over a period of 4 days, at
which point it was discontinued.
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2763 Participants underwent prescreening

932 Underwent screening for participation
in the trial (2 underwent screening in error)

1833 Were excluded

850 Did not meet prescreening criteria
59 Were eligible but did not schedule screening visit
922 Were eligible but did not attend the scheduled
screening visit

2 Had missing data from eligibility prescreening visit

403 Underwent randomization in stage 1

529 Did not undergo randomization in stage 1
197 Were not willing to adhere to trial protocol
146 Reported no methamphetamine use on =18

37 Had conditions that increase risk of seizure
31 Had medical or psychiatric disorder that made

137 Had other reason

of the 30 days before consent

73 Had <2 methamphetamine-positive urine samples
within 10 days before randomization

participation in the trial unsafe

109 Were assigned
to receive naltrexone—
bupropion in stage 1

20 Discontinued
trial in stage 1

294 Were assigned
to receive placebo
in stage 1

32 Did not have
a response and
discontinued
trial in stage 1

10 Had a response
and did not undergo
randomization again

in stage 2

11 Discontinued
trial in stage 2

27 Did not have a
response and
did not undergo
randomization
again in stage 2

225 Did not have a
response and under-
went randomization

in stage 2

|
l l

114 Were assigned 111 Were assigned
to receive naltrexone— to receive placebo
bupropion in stage 2 in stage 2

1 Discontinued
trial in stage 2

8 Discontinued

11 Discontinued 5 Discontinued
trial in stage 2 trial in stage 2 trial in stage 2
78 Completed 9 Completed 19 Completed 103 Completed 106 Completed
the trial the trial the trial the trial the trial
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Figure 1 (facing page). Screening and Randomization.

Participants may have had more than one reason for
not undergoing randomization in stage 1. The analysis
of the primary outcome was performed in the intention-
to-treat population, which included all participants who
underwent randomization in stage 1 and all participants
who underwent randomization again in stage 2.

Adherence to the assigned regimen was de-
termined by participant-reported tablet ingestion
(confirmed on the basis of tablet count) and by
documentation by the trial staff who adminis-
tered the injections. To encourage adherence,
participants were asked to use a smartphone-
based application to track tablet ingestion. Trial
clinicians, who were unaware of group assign-
ments, met weekly with participants to manage
adverse events, assess and encourage adherence
to the oral regimen, address participant con-
cerns, and provide counseling for reducing sub-
stance use.

TRIAL OVERSIGHT

The trial was conducted in accordance with the
principles of the Declaration of Helsinki. The
protocol was approved by the data and safety
monitoring board of the National Institute on
Drug Abuse (NIDA) Clinical Trials Network, by
a central institutional review board, and by insti-
tutional review boards at four sites. The data and
safety monitoring board monitored trial progress
and safety, reviewed a one-time sample-size re-
estimation and interim efficacy analysis, and
appraised the final outcome and safety results.
The data analysis was performed by the fifth,
sixth, and eighth authors. The first draft of the
manuscript was written by the second author.
All authors vouch for the adherence of the trial
to the protocol, the completeness and accuracy
of the data, and the complete reporting of ad-
verse events. Alkermes donated naltrexone in the
form of extended-release injectable suspension and
matched injectable placebo for this trial under a
written agreement with NIDA (the sponsor).
AiCure (New York) provided the smartphone-
based application for tracking adherence to the
oral regimen under a paid subcontract. Neither
company had a role in the collection or analysis
of the data or the writing of the manuscript. There

were no confidentiality agreements between the
investigators and the commercial entities.

PARTICIPANTS

Adults 18 to 65 years of age who wanted to quit
or reduce methamphetamine use were recruited
from communities near the trial sites with the
use of advertisements (e.g., print, Web, radio,
and television advertising) and through direct
referrals (e.g., by participants who were already
enrolled in the trial, medical clinics, and social-
service agencies). Eligible participants met the
criteria of the Diagnostic and Statistical Manual of
Mental Disorders, fifth edition (DSM-5), for mod-
erate or severe stimulant use disorder (metham-
phetamine type); reported methamphetamine use
on at least 18 of the 30 days before consent; had
two or more methamphetamine-positive urine
samples (obtained >2 days apart) within 10 days
before randomization; and were opioid-free at
the time of randomization. Participants were
excluded if they were undergoing concurrent
treatment for substance use disorder, had an
expected need for opioid-containing medica-
tions (e.g., planned surgery) during the trial, or
did not meet additional criteria that would en-
sure that participation would be safe (e.g., par-
ticipants would not be eligible if they had condi-
tions that increased the risk of seizure or were
taking medications that were contraindicated).
Participants who had received a diagnosis of a
specific medical or psychiatric disorder were not
routinely excluded and were evaluated on a case-
by-case basis to determine whether it was safe
for them to participate.

Persons who were interested in participation
completed a brief telephone prescreening, and, if
appropriate, a visit was scheduled so that par-
ticipants could learn about trial procedures and
the potential benefits and risks of participation,
have the opportunity to ask questions, and pro-
vide written informed consent. After consent
was obtained, a screening period of 4 to 21 days
was begun to evaluate eligibility criteria. Eligible
participants were then randomly assigned to
receive naltrexone—bupropion or placebo. Par-
ticipants were compensated for participation in
the trial. Details on eligibility criteria and com-
pensation are provided in the protocol.
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OUTCOMES
The primary outcome was a response to the trial
regimen, defined as at least three methamphet-
amine-negative urine tests out of a possible four
obtained at the end of stage 1 (during week 5
through week 6) or at the end of stage 2 (during
week 11 through week 12). A response was in-
cluded in the analysis only in the stage in which
it first occurred. Participants who had two or
more missing results of urine drug screenings or
who discontinued the trial were recorded as not
having had a response. To combine results
across the two trial stages, the weighted average
of the responses across the two stages was cal-
culated for each trial group. The overall treat-
ment effect was defined as the between-group
difference in the weighted responses.

Secondary outcomes that were evaluated in
each stage were the percentage of methamphet-
amine-negative urine samples (i.e., the number
of methamphetamine-negative urine samples
per stage divided by 12, which was the total
number of samples expected in each stage); the
most severe methamphetamine craving during
the previous week,?® assessed weekly with the
use of a visual analogue scale (values range from
0 to 100, with higher values indicating greater
cravings); depressive symptoms, assessed weekly
with the use of the Patient Health Questionnaire
9 (PHQ-9; each of nine items is given a score of
0 to 3, with a score of 0 indicating the absence
of depressive symptoms and a score of 3 indicat-
ing the presence of depressive symptoms nearly
every day; total scores range from 0 to 27, with
higher scores indicating greater depressive
symptoms); and results of the Treatment Effec-
tiveness Assessment at week 6 and week 12,
which assesses reduced substance use and im-
provements in lifestyle, health, and community
and interpersonal interactions according to par-
ticipant report*** (total scores range from 4 to
40, with higher scores indicating greater im-
provement in these factors).

Safety outcomes were assessed at each visit
and included participant-reported adverse events
and assessment of vital signs, liver-function
tests, injection-site reactions, results on electro-
cardiograms, and suicidality.”® Adverse events
were classified according to the preferred term
and system organ class of the Medical Dictionary
for Regulatory Activities, version 22.1. Site investi-

gators, who were unaware of trial-group assign-
ments, determined whether an event was a seri-
ous adverse event and evaluated the severity and
cause of the event. Serious adverse events were
adjudicated by a medical monitor assigned by
the sponsor.

STATISTICAL ANALYSIS

According to the sample-size calculation,* we
determined that 370 participants would give the
trial 90% power to detect a weighted difference
between the two trial groups under the assump-
tion that 24% of participants in the naltrexone—
bupropion group and 15% in the placebo group
would have a response in stage 1, and 24% in
the naltrexone—bupropion group and 10% in the
placebo group would have a response in stage 2.
The assumption that 24% of participants in the
naltrexone—bupropion group would have a re-
sponse was determined on the basis of a small
pilot study.” Because the goal of stage 2 was to
enrich the sample by including only participants
in the placebo group who did not have a re-
sponse in stage 1, we expected a smaller number
of participants in the placebo group to have a
response in stage 2 than in stage 1. The pre-
specified sample-size reestimation analysis was
performed with data from the first 185 partici-
pants who underwent randomization. Investi-
gators were not informed of the results of the
reestimation analysis. The data and safety moni-
toring board recommended increasing the sam-
ple size to 400 to maintain 90% power to detect
a difference in response between the two groups.
This recommendation was approved by the spon-
sor on August 13, 2018.

The trial used a two-stage, sequential parallel
comparison design.?* This design requires two
parameters: a randomization fraction and a
weight. Each value was chosen to maximize the
power of the test in accordance with the sample-
size calculation, resulting in a randomization
ratio in stage 1 of 0.26:0.74 to naltrexone—bupro-
pion or placebo. The overall treatment effect
with this design was defined as the average re-
sponse in the naltrexone—bupropion group minus
the average response in the placebo group, cal-
culated with the use of a weight of 0.43 in stage 1
and a weight of 0.57 in stage 2. Additional infor-
mation regarding the formula used to calculate
the size of the treatment effect, h=[w(p1) + (1-w)
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p2l-w(ql)+(1-w)(q2)] (with h indicating the
overall treatment effect, w indicating the weight,
pl indicating the response in the naltrexone—
bupropion group in stage 1, p2 indicating the
response in the naltrexone—bupropion group in
stage 2, q1 indicating the response in the pla-
cebo group in stage 1, and q2 indicating the
response in the placebo group in stage 2), is
provided in the statistical analysis plan.

The analyses were performed in the intention-
to-treat population, which included all partici-
pants who underwent randomization in stage 1
and all participants who underwent randomiza-
tion again in stage 2 (Fig. S1 in the Supplemen-
tary Appendix, available at NEJM.org). The pri-
mary outcome was evaluated with the use of a
one-sided Wald z-test statistic* with a one-sided
type 1 error rate of 0.025, corresponding to a
two-sided test with an alpha level of 0.05. The
standard error of h accounted for the inclusion
of some participants from stage 1 in stage 2. To
determine the sensitivity of these results, we
repeated the primary outcome analysis with the
use of a prespecified complete-case approach (a
complete case was defined as four urine samples
obtained during the final 2 weeks of each stage).
We conducted an additional prespecified sensi-
tivity analysis that assumed equal weight for
each stage. Subgroup effects according to trial
site, sex, race, ethnic group, and age were as-
sessed with the use of generalized linear mixed
models and a forest plot presenting the treat-
ment effect with 95% confidence intervals.

Secondary outcomes were analyzed with the
use of the Doros method? for repeated mea-
sures of a continuous outcome. Because there
was no prespecified plan for adjustment of con-
fidence intervals for multiple comparisons of
secondary outcomes, no clinical conclusions can
be drawn from these results. Adverse events
were compared between groups in stage 1 and
stage 2 with Fisher’s exact tests. All analyses
were conducted with SAS software, version 9.4
(SAS Institute).

RESULTS

PARTICIPANTS

A total of 403 participants underwent random-
ization in stage 1: 109 participants (27.0%) were
assigned to receive naltrexone—bupropion, and

294 (73.0%) to receive placebo (Fig. 1). Of the
225 participants in the placebo group who did
not have a response in stage 1 and underwent
randomization again in stage 2, a total of 114
(50.7%) were assigned to receive naltrexone—
bupropion and 111 (49.3%) to receive placebo.
The 403 participants who underwent random-
ization in stage 1 were assessed for the primary
outcome at the end of the trial. Table 1 shows
demographic and clinical characteristics of all
participants according to group assignment. The
average age of participants was 41 years, 68.7%
were male, 71.2% were White, and 38.7% were
employed. On average, participants used meth-
amphetamine on 27 of the 30 days before con-
sent was provided.

In stage 1, adherence to the assigned regimen
was 75.1% in the naltrexone-bupropion group
(63.9% to the oral regimen and 86.2% to the
injection) and 83.5% in the placebo group
(74.1% and 92.7%, respectively). In stage 2, ad-
herence was 77.4% in the naltrexone—bupropion
group (68.8% to the oral regimen and 86.4% to
the injection) and 82.0% in the placebo group
(75.1% and 89.2%, respectively).

PRIMARY OUTCOME

The primary outcome was a response, defined as
at least three methamphetamine-negative urine
samples out of a possible four samples obtained
at the end of stage 1 (during week 5 through
week 6) or the end of stage 2 (during week 11
through week 12). At the end of stage 1, a total
of 16.5% (18 of 109 participants) in the naltrex-
one-bupropion group and 3.4% (10 of 294 par-
ticipants) in the placebo group had a response.
At the end of stage 2, a total of 11.4% (13 of 114
participants) in the naltrexone—bupropion group
and 1.8% (2 of 111 participants) in the placebo
group had a response (Table 2). After weighting
and combining the percentage of responses
across the stages, we calculated that the overall
weighted response was 13.6% in the naltrexone—
bupropion group and 2.5% in the placebo group
(Fig. 2A). The treatment effect, defined as the
between-group difference in the overall weight-
ed response, was 11.1 percentage points (lower
boundary of the 95% confidence interval [CI],
6.3; Wald z-test statistic, 4.53; P<0.001) (Table 2
and Fig. 2A). Figure 2B shows methamphet-
amine-negative urine results across trial visits;
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69/216 (31.9) 23/85 (27.1) 27/75 (36.0)

25/77 (32.5)

94/293 (32.1)

Coexisting alcohol use disorder according to DSM-5 criteria

— no./total no. (%)

these results are consistent with those of the

s &= = primary outcome. The overall treatment effects
s B % E = according to age, ethnic group, race, sex, and
8 2933 trial site are shown in Figure S2.

2 8" " o In the prespecified sensitivity analysis that
included participants who provided all four of
the expected urine samples in the last 2 weeks

s = s of each stage, 28.8% (15 of 52 participants) in

s B % E < the naltrexone—bupropion group and 5.1% (9 of

8 23238 177 participants) in the placebo group had a

o o N E response in stage 1; 16.2% (13 of 80 partici-
pants) in the naltrexone-bupropion group and
1.3% (1 of 75 participants) in the placebo group

s @ = had a response in stage 2 (Table S1). The overall

g REa2rg treatment effect in this population was an

R = § § 3 18.7-percentage-point difference in response

5 § ~ =) (95% CI, 11.6 to 25.8). In the prespecified sensi-
tivity analysis that assumed equal weight for
each stage, 16.5% (18 of 109 participants) in the

s B ~ naltrexone-bupropion group and 3.4% (10 of

4 K a2 S 294 participants) in the placebo group had a

a 9@ ;rJ:' § o response in stage 1; 11.4% (13 of 114 partici-

g~ 3 pants) in the naltrexone—bupropion group and
1.8% (2 of 111 participants) in the placebo
group had a response in stage 2. The overall

- treatment effect, under the assumption of equal

§ § n o 2 weight for each stage, was an 11.4-percentage-

5 E 3 E % point between-group difference in response

S (95% CI, 6.5 to 16.2).

o] Q0 o

= S >

SECONDARY OUTCOMES

The percentage of participants with metham-
phetamine-negative urine samples was 20.4%
in the naltrexone—bupropion group and 12.3%
in the placebo group in stage 1 and 19.2% in
the naltrexone—bupropion group and 13.4% in
the placebo group in stage 2. The weighted dif-
ference between the two groups in the percent-
age of participants with methamphetamine-
negative urine samples was 6.8 percentage
points (Table 2). The weighted difference be-
tween the naltrexone—bupropion group and the
placebo group in weekly methamphetamine
craving scores on the visual analogue scale was
—9.7 points. The weighted difference between
the naltrexone-bupropion group and the pla-
cebo group in weekly PHQ-9 scores was —1.1
points. The weighted difference between the
naltrexone—bupropion group and the placebo
group in participant-reported scores on the
Treatment Effectiveness Assessment was 4.0
points. There was no prespecified plan for ad-

— no./total no. (%)
Plus—minus values are means +SD. The intention-to-treat population included all participants who underwent randomization in stage 1 and the participants who underwent random-

ization again in stage 2. DSM-5 denotes Diagnostic and Statistical Manual of Mental Disorders, fifth edition, and GED General Educational Development diploma. Percentages may not

total 100 because of rounding.
Methamphetamine craving (the intensity of the worst craving over the previous week) was assessed at each screening or baseline visit on a visual analogue scale; ratings on the scale,

Race and ethnic group were reported by the participants. The “other” category included American Indian or Alaska Native (6 participants), Asian (11 participants), Native Hawaiian or
which range from 0 to 100, were averaged to determine a baseline craving, with 0 indicating no craving at all and 100 indicating the most intense craving possible.

Pacific Islander (2 participants), other (20 participants), multiracial (16 participants), don’t know (10 participants), and declined to answer (3 participants).

The remaining participants were unemployed, disabled, or retired; were keeping house; were students; or had other status.

The total number reflects all participants who underwent randomization in stage 1.
summed, and total scores range from 4 to 40, with higher scores indicating greater satisfaction.

a minimum of 18 days of methamphetamine use at baseline.

symptoms.
77 Life satisfaction was reported by the participants and was assessed with the use of the Treatment Effectiveness Assessment, which consists of four items; the scores for each item are

Coexisting cannabis use disorder according to DSM-5 criteria

Daily nicotine cigarette use — no./total no. (%)
Score on Treatment Effectiveness Assessment
HIV-positive status — no./total no. (%)

Score on PHQ-9 depression scale**

9 The number of days of methamphetamine use at baseline was assessed for the 30 days before informed consent. One participant had only 24 days of assessment. Eligibility required
** Depressive symptoms were assessed weekly with the use of the Patient Health Questionnaire 9 (PHQ-9); scores range from 0 to 27, with higher scores indicating greater depressive

*

§
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Table 2. Primary and Secondary Outcomes in the Intention-to-Treat Population.*

Outcome Stage 1
Naltrexone—
Bupropion Placebo
(N=109) (N=294)
Primary outcome — no. of partici- 18 (16.5) 10 (3.4)
pants (%)
Secondary outcomes
Methamphetamine-negative 20.4+£2.2 12.3£1.6
urine samples — %3
Change in methamphetamine -30.0+3.2 -22.3£1.8
craving according to visual
analogue scalef
Change in score on PHQ-9 -4.8+0.7 -3.3+0.3
depression scalef
Change in score on Treatment 6.5x1.5 2.2+1.0

Effectiveness Assessment{q|

Stage 2 Treatment Effect
Naltrexone—
Bupropion Placebo Weighted
(N=114) (N=111) Difference 95% Cl
13 (11.4) 2 (1.8) 11.1£2.5 —
19.2+2.6 13.4+1.5 6.8+1.7 3.5t010.1
-31.8+3.2 -20.5£1.7 -9.7+2.1 -13.8to-5.6
-4.410.6 -3.7+0.4 -1.1+0.4 -1.9t0-0.2
6.2+1.5 2.5+1.1 4.0+0.9 23to5.7

* Plus—minus values are means +SE unless otherwise noted. The total number in stage 1 reflects the number of participants who underwent
randomization. The total number in stage 2 reflects the number of participants in the placebo group who did not have a response in stage
1 and therefore underwent randomization again in stage 2. No clinical conclusions can be drawn from secondary outcomes because confi-
dence intervals were not adjusted for multiple comparisons.

T The primary outcome was a response, defined as at least three methamphetamine-negative samples out of four obtained at the end of stage

1 or stage 2. The overall treatment effect was defined as the weighted average of the responses in the naltrexone-bupropion group minus
the responses in the placebo group, reported in percentage points +SE, determined with the use of a weight of 0.43 in stage 1 and a weight
of 0.57 in stage 2. The formula for this calculation is provided in the statistical analysis plan, available with the protocol at NEJM.org. The
Wald z-test statistic for the primary outcome was 4.530 (P<0.001).

I The percentage of methamphetamine-negative urine samples per participant was calculated by dividing the number of methamphetamine-

negative urine samples obtained per stage by 12 (the number of expected samples per stage). The treatment effect is the between-group
difference in the weighted average of negative urine samples, reported as percentage points +SE.

§ The changes in stage 1 reflect the change from baseline, and the changes in stage 2 reflect the change from the end of stage 1. The treat-
ment effect is the between-group difference in the weighted average change in scores, reported as the difference in points +SE.

9§ Data were available for 306 participants in stage 1 (74 in the naltrexone—bupropion group and 232 in the placebo group) and for 196 in
stage 2 (98 in the naltrexone—bupropion group and 98 in the placebo group).
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justments of confidence intervals for multiple
comparisons of secondary outcomes, and no
definite conclusions can be drawn from these
results.

SAFETY

Across both stages, 17 disparate serious adverse
events occurred during the trial in the safety
population (all participants who underwent ran-
domization): 8 in the naltrexone—bupropion
group and 9 in the placebo group. Table 3 in-
cludes 13 events that occurred in the intention-
to-treat population. The other 4 events (3 in the
naltrexone—bupropion group and 1 in the pla-
cebo group) occurred during stage 2 in the par-
ticipants who did not undergo rerandomization.
Adverse events were mostly mild or moderate
(Table S2). Adverse events that occurred more
frequently (P<0.05) with naltrexone—bupropion
than with placebo were nausea (37.6% vs. 15.3%

in stage 1 and 28.1% vs. 7.2% in stage 2), vomit-
ing (11.9% vs. 2.0% in stage 1 and 10.5% vs.
2.7% in stage 2), constipation (9.2% vs. 2.4% in
stage 1), dry mouth (8.3% vs. 1.7% in stage 1),
upper abdominal pain (4.6% vs. 0.3% in stage 1),
dizziness (10.1% vs. 2.7% in stage 1), tremor
(4.6% vs. 0.3% in stage 1), feeling jittery (3.7%
vs. 0.7% in stage 1), malaise (3.7% vs. 0.3% in
stage 1), hyperhidrosis (7.3% vs. 1.0% in stage 1),
and decreased appetite (7.3% vs. 2.0% in stage 1).
Complete reports of adverse events are provided
in Table 3 and Table S2.

DISCUSSION

The goal of this trial was to assess the effec-
tiveness of the combination of naltrexone and
extended-release bupropion in treating metham-
phetamine use disorder. The primary outcome
was a response, defined as at least three meth-
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A Responses
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Visit
No. of Urine Samples
Obtained at Each Visit Stage 1 Stage 2
Naltrexone-bupropion 8 96 77 90 73 8 67 81 67 80 68
Placebo 265 280 229 266 223 260 210 239 203 240 207
Placebo/naltrexone— 92 97 8 103 83 96 78 98 82 98 93 98 87
bupropion
Placebo/placebo 95 106 84 100 82 102 91 99 87 99 85 101 96

Figure 2. Responses and Methamphetamine-Negative Urine Samples.

The primary outcome was a response, defined as at least three methamphetamine-negative urine samples out of a possible four ob-
tained at the end of stage 1 (during weeks 5 through 6) or at the end of stage 2 (during weeks 11 through 12). We calculated the weight-
ed average of the responses in each stage, and the difference between these results was used to determine the overall treatment effect.
Panel A shows the percentage of participants with a response and the weighted average of the response in each trial group in the inten-
tion-to-treat population, which included all participants who underwent randomization in stage 1 and all participants who underwent
randomization again in stage 2. Panel B shows the percentage of methamphetamine-negative urine samples according to stage and trial
group in the intention-to-treat population. Placebo/naltrexone—bupropion refers to participants in the placebo group who did not have a
response in stage 1 and were assigned to the naltrexone—bupropion group in stage 2. Placebo/placebo refers to participants in the pla-
cebo group who did not have a response in stage 1 and were assigned to the placebo group in stage 2. During the 12-week intervention
period, participants visited the clinic twice per week, after which they had a visit at week 13 and week 16. The evaluation period was the
last 2 weeks of each stage (each evaluation stage is shown in the shaded areas). The number of urine samples obtained indicates the
number of urine drug screening results available according to trial group at each visit for all participants in the intention-to-treat popula-
tion. Results of urine drug screenings obtained at the first visit during week 1 (the day of randomization) are not shown. Results of drug
screenings obtained on or before the rerandomization date of each participant in stage 2 are not shown because these samples were ob-

tained when participants were still receiving the regimen assigned in stage 1.
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Table 3. Adverse Events That Occurred during the Trial Period.*

Event

Participants with at least one serious

adverse event — no. (%)

Total no. of serious adverse events:
Any adverse event — no. (%)

Adverse events — no. (%)§

Gastrointestinal events
Nausea
Diarrhea
Vomiting
Constipation
Dry mouth
Upper abdominal pain
Abdominal discomfort

Nervous system symptoms and
disorders

Headache
Dizziness
Somnolence

Tremor

Psychiatric symptoms and disorders

Irritability
Anxiety
Insomnia

Libido decreased
Lability affected

Depression

General disorders and injection-site

reactions
Fatigue
Feeling jittery

Malaise

Metabolism and nutrition disorders

Decreased appetite

Musculoskeletal and connective tissue

disorders
Arthralgia

Injury, poisoning, and procedural
complications

Contusion

Stage 1
Naltrexone— Naltrexone—
Bupropion Placebo Bupropion
(N=109) (N=294) P Value (N=114)
1(0.9) 4(1.4) 1.00 3 (2.6)
1 4 4
99 (90.8) 245 (83.3) 0.08 88 (77.2)
41 (37.6) 45 (15.3) <0.001 32 (28.1)
7 (6.4) 18 (6.1) 1.00 6 (5.3)
13 (11.9) 6 (2.0) <0.001 12 (10.5)
10 (9.2) 7 (2.4) 0.005 2 (1.8)
9 (8.3) 5(1.7) 0.003 1(0.9)
5 (4.6) 1(0.3) 0.006 6(5.3)
4(3.7) 5(L.7) 0.26 1(0.9)
13 (11.9) 68 (23.1) 0.01 11 (9.6)
11 (10.1) 8(2.7) 0.006 7(6.1)
3(2.8) 10 (3.4) 1.00 0
5 (4.6) 1(0.3) 0.006 3 (2.6)
6 (5.5) 19 (6.5) 0.82 5 (4.4)
10 (9.2) 14 (4.8) 0.10 1(0.9)
6 (5.5) 12 (4.1) 0.59 3 (2.6)
4(3.7) 5(1.7) 0.26 1(0.9)
4(3.7) 4(1.4) 0.22 2 (1.8)
2 (1.8) 6 (2.0) 1.00 4(3.5)
8(7.3 33 (11.2) 035 7(6.1)
4(3.7 2(0.7 0.05 1(0.9)
4(3.7) 1(0.3) 0.02 1(0.9)
8(7.3) 6 (2.0) 0.03 3 (2.6)
4(3.7) 6 (2.0) 0.47 2(1.8)
3(2.8) 5(1.7) 0.45 0

Stage 2

Placebo
(N=111)

4(3.6)

77 (69.4)

N W N W W uvi oo
ol > Bl ™ Bl S N
o N NN U N
I IJLeLer

P Value
0.72

0.23

<0.001
1.00
0.03
0.68
0.62
0.50
0.62

0.31
0.07
0.49
0.25

1.00
1.00
0.62
1.00
1.00
1.00

0.80
1.00
1.00

1.00

0.03
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Table 3. (Continued.)

Event
Naltrexone—
Bupropion
(N=109)
Skin and subcutaneous tissue disorders
Hyperhidrosis 8(7.3)

Stage 1 Stage 2
Naltrexone—
Placebo Bupropion
(N=294) P Value (N=114)
3 (1.0) 0.002 2(1.8) 0

Placebo
(N=111)

P Value

0.50

* Events shown for stage 1 include events that occurred before the start of stage 2 in the safety population (all participants who underwent ran-
domization). Events shown for stage 2 include those that occurred on or after the date of rerandomization in participants in the intention-
to-treat population (participants who underwent randomization again in stage 2). Adverse events were classified according to the preferred
term and system organ class of the Medical Dictionary for Regulatory Activities, version 22.1.

7 Of the 17 serious adverse events that occurred in the safety population (all participants who gave informed consent), 13 occurred in the
intention-to-treat population and are reported in this table. Of the 13 serious adverse events, all except an event of seizure were recorded
as serious because they resulted in either inpatient hospitalization or prolongation of an existing hospitalization. The additional 4 serious
adverse events occurred after consent was given but before randomization; the events were hypertensive crisis (in 1 participant), genito-
urinary chlamydia infection (in 1 participant), neurosyphilis (in 1 participant), and appendicitis (in 1 participant). Four additional adverse
events occurred in stage 2 in participants who did not undergo rerandomization (3 events in the naltrexone-bupropion group and 1 in the

placebo group).

i The serious adverse events in stage 1 were substance-induced psychosis, paranoia, pancreatitis, and seizure (in 1 participant each) in the
placebo group, and gastroenteritis in 1 participant in the naltrexone-bupropion group. The serious adverse events in stage 2 were gastroen-
teritis shigella, pneumonia, urosepsis, and being the victim of a crime (in 1 participant each) in the placebo group, and homicidal ideation,
cellulitis, neck pain, and hyperglycemia (in 1 participant each) in the naltrexone—bupropion group.

§ The adverse events reported here are events of interest that occurred in 3% or more of participants in either stage in the naltrexone-bupro-
pion group and events that had a P value of <0.05 for any pairwise comparison. Table S2 lists all adverse events that occurred during the

trial in the safety population.

amphetamine-negative urine samples out of four
samples obtained in the last 2 weeks of each
stage. The response in each group was calculated
by combining the weighted average of the re-
sponses in the two stages of the trial. The overall
weighted response was 13.6% in the naltrexone—
bupropion group and 2.5% in the placebo group.
The results of the analyses of secondary out-
comes, including the assessment of craving for
methamphetamine and improvements in social
functioning, were generally in the same direc-
tion as those of the primary outcome, but no
definite conclusions can be drawn from these
data because of the lack of a prespecified plan
for multiplicity adjustment of confidence inter-
vals for the point estimates of differences be-
tween the two trial groups.

Methamphetamine use disorder is a serious
illness and is associated with medical conditions
and mental health issues, marked functional
impairment, and frequent relapses.?®?° The par-
ticipants in our trial were severely affected by
methamphetamine use disorder, with almost
daily use before entry into the trial. Our defini-
tion of a response included valid negative urine
samples obtained after only 4 to 6 weeks in each

N ENGL J MED 384;2 NEJM

stage of the trial. The percentage of participants
who had a response in each stage of the trial
was low; however, there was a significant differ-
ence in the weighted response (11.1 percentage
points) between the naltrexone—bupropion group
and the placebo group. The number needed to
treat in order for one patient to have a response
under the assumptions in this trial is 9.

The strengths of this trial include low attri-
tion, high adherence to the trial regimen, a pro-
spective evaluation to establish illness severity,
and an objective primary outcome assessed on
the basis of valid urine samples. However, the
low attrition and high adherence may limit gen-
eralizability to clinical practice. Other limita-
tions include the relatively low representation of
women, although the male-to-female ratio in this
trial is consistent with the difference in inci-
dences of amphetamine use disorder between
men and women in the United States. Adherence
to the oral regimen was determined on the basis
of participant report and cannot be confirmed
because ingestion was not observed by trial cli-
nicians. The results of the trial may be difficult
to explain to patients and practitioners because
of the sequential parallel comparison design,
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which included enrichment of the stage 2 sam-
ple with the random reassignment of partici-
pants in the placebo group who did not have a
response in stage 1 and the use of a weighted
combination to analyze the response in each
stage. This method was intended to enhance the
likelihood of detecting efficacy of the combina-
tion treatment. Replication of our trial results in
a more naturalistic effectiveness design could be
a next step. An additional consideration in inter-
preting our trial results is the possible continu-
ation of the trial, although the results of the
interim sample-size reestimation analysis per-
formed by the data and safety monitoring board
showed a significant difference in outcomes be-
tween trial groups, and no adjustment was made
in the significance level of the test of the pri-
mary outcome. The 12-week duration of a trial
of a substance use disorder requires consider-
ation of how the treatment can be adapted to
practice.

In persons with moderate or severe metham-
phetamine use disorder, treatment with the com-
bination of extended-release injectable naltrexone
and daily oral extended-release bupropion over a
period of 12 weeks resulted in a higher response

than placebo.
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Los Angeles County Commission on HIV
Services and Best Practices Committee
Service Standards for People Living with HIV in Los Angeles County
Substance Use and Residential Treatment Service Standards Literature and Research
Summary

Background

The Los Angeles County Commission on HIV (COH) provides a variety of services for individuals
living with HIV. The Standards and Best Practices Committee is tasked with ensuring that all HIV
services throughout the county are effective at reaching their target populations, among other
responsibilities. In 2021, the committee will update their service standards for home-based
case management, benefits specialty, and substance use and residential treatmentfor people
living with HIV. In order to do so, it is imperative to have evidence-based guidelines and
recommendations. This literature review will examine existing service standards across
different geographical regions in relation to the aforementioned services, with an emphasis on
substance use treatment.

COH uses guidance from the Health Resources and Services Administration (HRSA) to provide
outpatient services for alcohol and drug disorder treatment. Current services offered are
screenings, assessments, and diagnosis. Residential treatmentincludes services for alcohol and
drug treatments in a residential setting and includes pretreatment/recovery programs, harm
reduction, behavioral health counseling, medication assisted therapy, neuro-psychic
pharmaceuticals, and relapse prevention (Commission on HIV, 2017).

Substance use disorder (SUD) is a significant problem among people living with HIV (Claborn, et
al., 2017). For this reason, it is imperative to integrate substance use treatment into HIV care
plans. Ideally, substance use treatment among people living with HIV will use interdisciplinary,
team-based coordinated care; however, there are structural and systemic barriers to achieving
this (Claborn, et al., 2017). A 2017 study examined ways to optimize care coordination of
people who have both HIV and SUD by implementing an intervention that combines evidence-
based training and mobile technology (Claborn, et al., 2017). The intervention planning
occurred in three phases: Phase 1 consisted of qualitative interviews of stakeholders and HIV
and SUD treatment agencies; Phase 2 tested the functionality of a tablet-based mobile platform
for HIV and SUD treatment providers; and Phase 3 consisted of pre and post test trials with 30
HIV and SUD treatment providers (Claborn, et al., 2017). The information from this study will be
usedto develop a care coordination intervention using a mobile platform for HIV and SUD
treatment providers to create a communication tool across multiple agencies, develop a
training protocol, and improve treatment efficacy (Claborn, et al., 2017). This study highlights
the importance of joint action in addressing and treating HIV and SUD.

The Virginia Department of Health - Division of Disease Prevention, HIV Care Services updated
their Substance Abuse Services (Residential) Standards in January of 2019 based on the Health
Resources and Services Administration (HRSA) guidelines. Program guidance states that
Substance Abuse Services (Residential) are only permitted when a client has a written referral



from a clinical provider as part of substance use disorder treatment funded under the Ryan
White program, acupuncture is allowed to be funded underRyan White only whenit is part of
the patient’s documented plan of a substance use disorder treatment program funded by Ryan
White, and program funds may not be used for inpatient detoxification in a hospital setting,
unless the facility has a separate license (Virginia Department of Health, 2019). Service
standards are divided into the following subgroups: Intake and Eligibility, Key Services
Componentsand Activities, Client Rights and Responsibilities, Grievance Process, Personal
Qualifications, Cultural and Linguistic Competency, Privacy and Confidentiality, and Quality
Management (Virginia Department of Health, 2019). The service standards along with the
appropriate measure for each can be found in the Virginia Department of Health’s Substance
Abuse Services (Residential) Standards document.

The Arizona Department of Health Services Substance Abuse Outpatient Service Standards of
Care, last reviewed in July of 2019, provides detailed information on outpatient substance
abuse services under Ryan White. Like the Virginia Department of Health, Arizona’s program
allows acupuncture therapy when it is part of a substance use disorder treatment program
funded under HRSA RWHAP (AZDHS, 2019). Syringe access services are permitted as long as
they are in accordance with current law and applicable HHS guidance, including HRSA or HAB
guidance (AZDHS, 2019). The primary goal of Substance Abuse Outpatient Services is to provide
treatment and counseling services to help with substance abuse problems, which will help
eliminate barriers to treatment and increase adherence to medical care for people living with
HIV who qualify for such services (AZDHS, 2019). The AZDHS lists their service standards,
measurements, and goals in full detail on the Substance Abuse Outpatient Services Standards of
Care document.
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