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Assessing efficacy of a retention-in-care intervention
among HIV patients with depression, anxiety, heavy

alcohol consumption and illicit drug use

Lytt I. Gardner®, Gary Marks®, Lokesh Shahani”*

Thomas P. Giordano®, Tracey E. Wilson®, Mari-Lynn Drainoni',

Jeanne C. Keruly", David Scott Batey' and Lisa R. Metsch’

Objective: We evaluated whether heavy alcohol use, illicit drug use or high levels of
anxiety, and depression symptoms were modifiers of the retention through enhanced
personal contact intervention. The intervention had previously demonstrated overall
efficacy in the parent study.

Design: Randomized trial.

Methods: A total of 1838 patients from six US HIV clinics were enrolled into a
randomized trial in which intervention patients received an ‘enhanced contact’
protocol for 12 months. All participants completed an audio computer-assisted
self-interview that measured depression and anxiety symptoms from the Brief Symptom
Inventory, alcohol use from the Alcohol Use Disorders Identification Test-Consumption
instrument, and drug use from the WHO (Alcohol, Smoking and Substance Involvement
Screening Test) questions. The 12-month binary outcome was completing an HIV
primary care visit in three consecutive 4-month intervals. The outcome was compared
between intervention and standard of care patients within subgroups on the effect
modifier variables using log-hinomial regression models.

Results: Personswith high levels of anxiety or depression symptoms and those reporting
illicit drug use, or heavy alcohol consumption had no response to the intervention.
Patients without these ‘higher risk’ characteristics responded significantly to the inter-
vention. Further analysis revealed higher risk patients were less likely to have successfully
received the telephone contact component of the intervention. Among higher risk patients
who did successfully receive this component, the intervention effect was significant.

Conclusion: Our findings suggest that clinic-based retention-in-care interventions are
able to have significant effects on HIV patients with common behavioral health issues,
but the design of those interventions should assure successful delivery of intervention
components to increase effectiveness.

Copyright © 2016 Wolters Kluwer Health, Inc. All rights reserved.
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Original Investigation

Effect of Patient Navigation With or Without Financial
Incentives on Viral Suppression Among Hospitalized Patients
With HIV Infection and Substance Use

A Randomized Clinical Trial

Lisa . Metsch, PhiD; Dansel ). Feaster, PhD; Lauren Gooden, PhD; Tim Matheson, PhD; Maxine Stitzer, PhiD; Moupall Das, MO; Mamta . Jain, MD;

Allan E. Andriguer, MD: Wendy 5. Armstrong, MD: Gragory M. Lucas, M, Phi: Ank E. Njhawan, MD; Marl-Lynin Dralnon, Phi; Patricis Herrera, MO
Pamela Vergara-Rodrigues, MD; Jeffrey M. Jacobson, MID; Michael 1. Mugavero, MO Meg Sullivan, MD; Eric 5. Dasr, MI; Deborah K. McMahon, MD;
David C. Ferris, MI; Robert Lindblad, MI; Paul vanveldhulsen, PhD; Meal Oden, PhiD; Pedro C. Castelion, MPH: Susan Tross, PhD; Loulse F. Haynes, MSW:
Antoine Doualhy, MID; James L Sorensen, PhiD; David 5. Metzger, PhiD; Raul N. Mandler, MD; Grant M. Coifax, MD: Carlos del Rio, MD

Supplemental content at
IMPORTANCE Substance use is a major driver of the HIV epidemic and is associatad with poar Jama.com

HIW care o mes. Patient navigation (care coordination with case management) and the

financial incentives for achieving predetermined outcomes are interventions
increasingly promoted to engage patients in substance use disorders treatment and HIV care,
but there is little evidence for their y in improving HIV-1 viral suppression rates.

use

OBJECTIVE To assess the effect of a structured patient navigation intervention with or
without financial incentives to improve HIV-] viral supprassion rates among patients with
elevated HIV- viral loads and substance use recruited as hospital inpatients.

DESIGN, SETTING, AND PARTICIPANTS From July 2012 through January 2014, 801 patients
with HIV infection and substa use from 11 hospitals across the United States were
randamily assigned to rec patient navigation alone (n = 266), patient navigation plus
financial incentives (n = 271), or treatment as usual (n = 264). HIV- plasma viral load was
measured at baseline and at 6 and 12 months.

INTERVENTIONS Patient navigation included up to 11 sessions of care coordination with case
management and motivational interviewing techniques over & months. Financial incentives

(up to $1160) were provided for achieving targeted behaviors simed at reducing substance
use, increasing engagement in HIV care, and improving HIV outcomes. Treatment as usual
wias the standard practice at each hospital for linking hospitalized patients to cutpatient HIV
care and substance use disorders treatment.

MAIN OUTCOMES AND MEASURES The primary outcome was HIV viral suppression (=200
copies/mL) relative to viral nonsuppression or death at the 12-month follow-up.

mESULTS Of 801 patients randomized, 261 (32 6%) were women (mean [SO] age, 44.6 years
[10.0 years]). There were no differences in rates of HIV viral suppression versus
nonsuppression or death among the 3 groups at 12 months. Eighty-five of 249 patients
(341%) in the usual-trestment group experienced treatment success compared with 89 of
249 patients {35.7%) in the navigation-only group for a treatment difference of 1.6% (95% C1,
-6.8% to 10.0%: P - .80) and compared with 98 of 254 patients (38.5%) in the
ravigation-plus-incentives group for a treatment difference of 4.5% (05% C1 -4.0% to 12.8%;
P - 58). The treatment difference betwesn the navigation-only and the navigation-plus-
incentives group was —2.8% (95% Cl, -11.3%to 5.6%; P = GB).

Author AfMEations: Autnar
COMNCLUSIONS AND RELEVANCE Among hospitalized patients with HIV infection and afiiations arelisted 4t the end of this
substance use, patient navigation with or without financial incentives did not have a arice.
beneficial effect on HIV viral suppression relative to nonsuppression or death at 12 months vs

Cosresponding Author: Lisa A
Mgtsch, Phi, Department of

treatment as usual. These findings do not support these interventions in this setting. soclomedical Scences, Malman
Schoal of Pubilc Hesith, Combia
TRIAL REGISTRATION clinicaltrizls. gov Identifier: NCTOIE12160 University, 722 W 1E8th St. Room
918, New York NY 10022 D280
JAMA. 2016:316(2)-156-170. 0ok 101001/j2ma 20168514 @cniumbia sdu).

Jgmz.com

Copyright 2018 American Medical Asscciation. All ights rsssrved.
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NIDA CTN 0049: Project HOPE -4

n=801 HIV-positive substance users,
recruited from 11 hospitals in the US, 2012 - 2014

Viral Suppression Rate
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Substance Use Disorder Treatment™

100%
6-months: 12-Months:
PN vs. TAU(p=.02) PN vs. TAU p=.68
75% PN+CM vs. TAU p<.001 PN+CM vs. TAU p=.68
50%
E 8cy30.6%
259 . R 19.5%20.8%21.0%
=°12.9%
0%
Baseline 6-months |2-months

TAU mPN = PN+CM

*Self-report data
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Rates of Substance use Remain High after 3 Year

Proportions Urinalysis Positive for Substance Use Over
Time; Among Survivors

65% 65%

60%

6 MONTH CTN-0049 12 MONTH CTN-0049 40 MONTH CTN-0064

® Patient Navigator = Patient Navigator + Contingency Management Treatment-as-Usual
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Addressing Care Needs of Persons Living
with HIV and Substance Use Disorders

* Integrated HIV care and Substance Use Treatment
» Addressing Provider-level barriers

 Harm reduction — “Habitus from the Margins™ (Lekas et al.)

Lekas H-M. (2018). Reframing the phenomenon of discharges Against Medical Advice: A sociologist’s perspective. David Alfandre (Editor).
Against-Medical-Advice Discharges from the Hospital: Optimizing Prevention and Management to Promote High-Quality, Patient-Centered Care.
Springer International Publishing.
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ANALYSIS & COMMENTARY
The Urgency Of Providing
Comprehensive And

Integrated Treatment For
Substance Abusers With HIV
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Poor access to
effective substance
abuse treatment is a
major factor fueling
HIV transmission.
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Objective: We evaluated whether being in drug use treatment improves linkage to HIV medical care
for HIV-infected drug users. We assessed whether an evidence-based intervention for linkage to care
['ARTAS'] works better for HIV-infected drug users who had been in drug use treatment than those who
had not.
Design: Randomized trial.
Methods: 295 Participants in the Antiretroviral Treatment Access Study [‘ARTAS'] trial were followed for
time to first HIV medical care. Drug use (injected and non-injected drugs) in the last 30 days and being
in drug treatment in the last 12 months were assessed by audio-CASI. We used a proportional hazards
model of time to care in drug users with and without drug treatment, adjusting for barriers to care, AIDS
symptoms, and demographic factors. We tested whether drug treatment modified the intervention effect
by using a drug use/drug treatment*intervention interaction term.
Results: Ninety-nine participants (30%) reported drug use in the 30days before enrollment. Fifty-three
(18%) reported being in a drug treatment program in the last 12 months. Drug users reporting methadone
maintenance became engaged in care in less than half the time of drug users without a treatment his-
tory [HR 2.97 (1.20, 6.21)]. The ARTAS intervention effect was significantly larger for drug users with a
treatment history compared to drug users without a treatment history (AHR 5.40, [95% CI, 2.03-14.38]).
Conclusions: Having been in drug treatment programs facilitated earlier entry into care among drug users
diagnosed with HIV infection, and improved their response to the ARTAS linkage intervention.
Published by Elsevier Ireland Ltd.

* Corresponding author at: Centers for Dise:
of HIV/AIDS Prevention, 1600 Clifton Road, M

1. Introduction

Timely entry into HIV medical care after being diagnosed
with HIV infection is essential in helping patients attain the full

ase Control and Prevention, Division health benefits of antiretroviral therapy (ART). The 2020 National
-45, Atlanta, GA 30333, USA.

HIV/AIDS strategy (Office of National AIDS Policy, 2015) and the

E-mail addresses: lig0@cdc.gov, marialytt@gmail.com (L. Gardner), RS PR
gdm8@cdc.gov (G. Marks), sstrathdee@ucsd.edu (S.A. Strathdee), 2015 World Health Organization Guidelines (WHO, 2015) have a
anita.loughlin@optum.com (A.M. Loughlin), cdelrio@emory.edu (C. del Rio), major focus on linkage to care; one of the United States (U.S.) indi-
prk1@cdc.gov (P. Kerndt), pam.mahoney@epiresources.com (P. Mahoney), cators that will be used to measure success of the U.S. National
wal@cdc.gov (MA. Pitasi), Im2892@cumc.columbia.edu (LR. Metsch). HIV/AIDS strategy is linkage to HIV medical care within 30 days of

! Current address: Division of Global Public Health, Department of Medicine, Uni

versity of California San Diego, CA, USA.
2 Current address: Optum Inc., Waltham, MA, USA.
* Current addr
lic Health, Columbia University, New York, NY, USA.

http://dx.doi.org/10.1016/j.drugalcdep.2016.05.018
0376-8716/Published by Elsevier Ireland Ltd.

HIV diagnosis.
One population group that has exhibited delay in linking to HIV

Department of Sociomedical Sciences, Mailman School of Pub. care and difficulty being retained in care is persons who use illicit

#ADHERENCE2018

« Methadone maintenance
treatment had shortest time to
care

* ARTAS care entry intervention
effect larger for users with a
drug treatment history
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Clinic-Based Treatment of Opioid-Dependent HIV-Infected Patients
Versus Referral to an Opioid Treatment Program

A Randomized Trial

Gregory M. Lucas, MD, PhD; Amina Chaudhry, MD, MPH; Jeffrey Hsu, MD; Tanita Woodson, CRNP; Bryan Lau, PhD; Yngvild Olsen, MD;
Jeanne C. Keruly, CRNP; David A. Fiellin, MD; Ruth Finkelstein, ScD; Patricia Barditch-Crovo, MD; Katie Cook, BA; and

Richard D. Moore, MD

Background: Opioid dependence Is common in HIV dlinics
Buprenorphine-naloxone (BUP) is an effective treatment of opioid
dependence that may be used in routine medical settings

Objective: To compare dlinic-based treatment with BUP (clinic-
based BUP) with case management and referral to an opioid treat-
ment program (referred treatment).

Design: Single-center, 12-month randomized trial. Participants and
investigators were aware of treatment assignments. (ClinicalTrials-
gov registration number: NCT00130819)

Setting: HIV clinic in Baltimore, Maryland.

Patients: 93 HIV-infected, opioid-dependent participants who were
not receiving opioid agonist therapy and were not dependent on
alcohol or benzodiazepines.

Intervention: Clinic-based BUP included BUP induction and dose
titration, wrine drug testing, and individual counseling. Referred
treatment included case management and referral to an opioid-
treatment program,

Measurements: Initiation and long-term receipt of opicid agonist
therapy, urine drug test results, visit attendance with primary HIV
care providers, use of antiretroviral therapy, and changes in HIV
RNA levels and CD4 cell counts.

Results: The average estimated participation in opioid agonist ther-
apy was 74% (95% Cl, 61% to 84%) for clinic-based BUP and
41% (Cl, 29% to 53%) for referred treatment (P < 0.001). Posi-
tive test results for opioids and cocaine were significantly less fre-
quent in clinic-based BUP than in referred treatment, and study
participants recelving clinic-based BUP attended significantly more
HIV primary care visits than those receiving referred treatment. Use
of antiretroviral therapy and changes in HIV RNA levels and CD4
cell counts did not differ between the 2 groups.

Limitation: This was a small single-center study, follow-up was
only moderate, and the study groups were unbalanced in terms of
recent drug injections at baseline

Conclusion: Management of HIV-infected, opioid-dependent pa-
tients with a clinic-based BUP strategy facilitates access to opioid
agonist therapy and improves outcomes of substance abuse
treatment.

Primary Funding Source: Health Resources and Services Adminis-
tration Special Projects of National Significance program.

Ann Intern Med. 2010;152:704-711 www.annals.org
For author affiliations, see end of text.

pioid agonist treatment used to be available only in
highly regulated programs. In 2002, the U.S. Food
and Drug Administration approved the sublingual combi
nation tablet buprenorphine-naloxone (BUP) for office-
bas

=d treatment of opioid dependence (1, 2). Tt

opioid dependence in medical settings has particular reso-
nance in HIV care. Injection drug use is a major risk factor
for HIV, and opioid dependence is highly prevalent in
HIV clinics.

It is not known how treating opioid-dependent pa-
tients with BUP in an HIV clinic compares with the tra-
ditional model of referral to specialized opioid treatment

See also:

Print
Editors' Notes. . ............ G n oA

Web-Only
Appendix Figure
Conversion of graphics into slides

tment of

programs. To address this, we conducted a single-center,
nonblinded, 12-month randomized trial comparing clinic-
based treatment with BUP (clinic-based BUP) with case
management and referral to an opioid treatment program
(referred treatment) for opioid-dependent persons in an
urban HIV clinic. We hypothesized that clinic-based BUP
would improve engagement with and outcomes for both
substance abuse and HIV treatment better than referred

METHODS
Setting

We performed this study in the Johns Hopkins HIV
Clinic berween November 2005 and April 2009. Our
study was 1 of 10 sites supported by the Health Resources
Services Administration Special Projects of National Sig-
nificance to conduct demonstration projects that included

the integration of BUP treatment into HIV primary care
(www.bhives.org). The Johns Hopkins Medicine and New
York Academy of Medicine institutional review boards ap-
proved this study.

#ADHERENCE2018 |

Management of HIV-infected,
opioid-dependent patients with a
clinic-based buprenorphine strategy
facilitates access to opioid agonist
therapy and improves outcomes of
substance abuse treatment.



What is the effect of office-based extended-release
naltrexone (XR-NTX) versus treatment as usual (TAU)
on HIV viral suppression for people with HIV and

#ADHERENCE2018

)

untreated opioid use disorder (OUD)? (N=350)

NIDA CTN 0067

Lead Investigator: Todd Korthuis

» Sites: 7 HIV clinics in the
U.S.

 Study population: HI'V-
infected patients with
untreated OUD and HIV
RNA PCR >200 copies/mL
at baseline

* Qutcome: Viral suppression
at 24 weeks

STUDY DESIGN

| Recruitment, Screening and Enrollment I
| Baseline Assessment I

Randomization

Office-based Treatment As Usual (TAU) —
extended-release naltrexone current standard of care for
(XR-NTX) OUD in HIV clinics

Follow-up visits 1, 4, 8, 12, 16, 20 and 24
weeks post-randomization
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Reluctance to Initiate ART in PWID

Cross-sectional survey of ART prescribers in North America (N = 662)
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Provider barriers to prescribing HAART to
medically-eligible HIV-infected drug users

A. LouGHLIN,"® L. METscH,” L. GARDNER,” P. ANDERSON-
MAHONEY," & S. STRATHDEE"

' Boston University School of Medicine, *Uni

Disease Control and Prevention, *Health Re

w i s, Provider barriers to prescribing HAART to
e iy IME€A1CAlly-eligible HIV-infected drug users

HAART to medically-cligible HIV-infected
administered survey queried 420 HIV care §
care. Adjusted odds ratios (AOR) and 95%
regression. Providers identified as resistant to
illicit drug users were more likely to be non-pl
in populations with a high prevalence of both |
injection drug use (AOR = 1.82 95% CI: 1.

1,6 2 3
i pas it vt o ke oo A LOUGHLIN, 7 L. METSCH,~ L. GARDNER,  P. ANDERSON-
A =1.92; 95% W E .55) an o -
Providers working in populations with a high 4 5] (4]
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therapy refusal rates within their patient py

providers sho treat HilV-infcted drug wert . IB0ston. Universizy School of Medicine, > University of Miami School of Medicine, >Centers for

from on-site drug treatment, mental health a . . 4 . . S - . ]
Disease Control and Prevention, " Health Research Association, ~Emory Untversity & ° Johns
Hopkins Bloomberg School of Public Health, USA

Introduction

Approximately, one-third of new human immunﬂ%_ virus ’H‘!l ||||«xmns occurring F _

in the USA can be auributed to injection drug use, taking into account both direct
transmission of HIV due to the sharing of contaminated injection equipment and indirect
transmission through sexual contact and mother-to-child transmission (CDC, 2001). Dual
problems,

diagnoses of mental illness and substance abuse, in addition to other physic
further complicate the lives of illicit drug users and subsequently, their health care (Angelino
et al., 2001; Bing et al., 2001; Burnam et al., 2001; Ferrando et al., 1996; Kilbourne et al.,
2001; Tyndall ez al., 2001). Urban injection drug users (IDUs) often are members of racial

Address for correspondence: Anita Loughlin, PhD, Assistant Professor, Boston University School of
Medicine, Maxwell Finland Laboratories, 774 Albany Street, Room 315D, Boston, MA 02118, USA. Tel: +1 (617)
414 7429; Fax: +1 (617) 414 6356; E-mail: aloughli@bu.edu

AIDS Care (May 2004). Vol. 16, No. 4, 485-500
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Health Habitus from the Margins ™

e Pierre Bourdieu’s theory of habitus, a set of deeply ingrained
perceptions, beliefs, and tendencies we have as a result of our
life opportunities that shape our life choices and experience.

* In other words, habitus 1s habits rooted in our social
circumstances, social constraints, and/or opportunities

 We put forth a theory of “health habitus from the margins”
(Lekas, et al.)

« 120 qualitative interviews with HIV-positive patients in New
York City Hospital
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Health Habitus From the Margins

A 41 year-old African American male described wanting to be treated like
a “person.” He indicated that his continuation in HIV care was contingent
upon his relationship with his provider because he lacked social support
when growing up and this shaped his habitus.

“The nurses in there, they acted like.. You understand. 1
want to be treated like a person. I know what I got, you
know what you got, you don’t have to let it be known, oh,
you got that... You know that has actually have stopped
me from going to, to any, anything like that ‘cause, [
grew up with no family, stuff like that, so it’s easy to hurt
my feelings, you know what I'm saying..."
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Health Habitus From the Margins

In her definition of a good doctor, a 40 year-old African American woman
exposed her habitus at the margins that incorporated concern about being
excluded and discredited. She indicated that she was looking for a provider
that made her feel “comfortable.”

“You know, somebody I could,
somebody I could talk to about my
problems. Nobody shovin’ me away. I
could just be me.”
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Health Habitus From the Margins

A 56 year-old African American man discusses why he does not disclose
his drug use to his HIV provider:

So, all these years that you’ve been with [Dr. S], he doesn t know that
you use crack?

“Nope...I dont know. I just feel like he would treat me differently, you
know? You don t wanna have a drug addict around you. (SNIFF) You
know, they steal, and all kinds of — hmm, hmm.”

So, you think he may stigmatize you?

“Oh, no doubt.”

D)
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<



#ADHERENCE2018 W

Going Forward. ..

* Increasing integrated substance use and mental
health treatment with ART and PrEP

* Reducing Implicit Bias among Providers and Others

e Enhanced Awareness of “Habitus from the
Margins”



