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Abstract
Background: HIV-positive African Americans have been shown to have lower adherence to antiretroviral therapy (ART) than
those of other races/ethnicities, yet adherence interventions have rarely been tailored to the needs of this population.
Objective: We developed and will evaluate a treatment education adherence intervention (called Rise) that was culturally
adapted to address the needs of African Americans living with HIV.
Methods: This randomized controlled trial will examine the effects of the Rise intervention on ART adherence and HIV viral
load. African Americans on ART who report adherence problems will be recruited from the community and randomly assigned
to receive the intervention or usual care for 6 months. The intervention consists of 6-10 individual counseling sessions, with more
sessions provided to those who demonstrate lower adherence. Primary outcomes include adherence as monitored continuously
with Medication Event Monitoring Systems (MEMS) caps, and viral load data received from the participant’s medical provider.
Survey assessments will be administered at baseline and month 6.
Results: The trial is ongoing.
Conclusions: If effective, the Rise intervention will provide community-based organizations with an intervention tailored to
address the needs of African Americans for promoting optimal ART adherence and HIV clinical outcomes.
Trial Registration: Clinicaltrials.gov NCT01350544; https://clinicaltrials.gov/ct2/show/NCT01350544 (Archived by WebCite
at http://www.webcitation.org/6fjqqnmn0).
(JMIR Res Protoc 2016;5(1):e45) doi:10.2196/resprot.5245
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Introduction
Compared to Whites living with HIV, African Americans with
HIV have lower engagement and retention in care [1-3], are
http://www.researchprotocols.org/2016/1/e45/

XSL• FO
RenderX

less likely to receive antiretroviral treatment (ART) [4,5], and
are less likely to adhere to treatment long enough for it to be
effective [4-9]—all of which may contribute to disparities in
survival [10-13].
JMIR Res Protoc 2016 | vol. 5 | iss. 1 | e45 | p.1
(page number not for citation purposes)

JMIR RESEARCH PROTOCOLS
Research has identified culturally specific determinants of ART
adherence among African Americans, including stigma, medical
mistrust, and HIV-related misconceptions (eg, that ART is
poison) [7,8,14,15]. Research also suggests that social conditions
such as poverty, health care factors (eg, provider behaviors
contributing to mistrust), and psychosocial issues such as mental
health need to be addressed in interventions focused on
improving HIV-positive African Americans’ health behaviors
and ultimately their health outcomes [16-19]. However,
interventions to improve adherence have rarely been culturally
tailored to the needs of African Americans, which may partially
explain the lack of robust effects observed in reviews of ART
adherence intervention trials that contain large numbers of
African American participants [20-22].
Treatment education programs have been used by AIDS service
organizations (ASOs) across the United States to facilitate
adherence to HIV care through client-centered one-on-one
counseling. Treatment education counselors possess specialized
HIV treatment knowledge, target structural issues in health care
and social conditions in clients’ lives, counsel clients to
overcome adherence barriers, recommend changes in treatment
and/or providers (if needed), and refer clients to mental health,
substance abuse, and social services (eg, for housing). Treatment
education is particularly appropriate for patients who may be
mistrustful of providers, including African Americans, because
it can be conducted outside of the medical system, and teaches
patients self-advocacy in health care.
To our knowledge, the efficacy of treatment education has not
been evaluated in a randomized controlled trial (RCT). In a prior
process evaluation of the longstanding treatment education
program at AIDS Project Los Angeles (APLA), clients in
treatment education showed higher adherence and engagement
in care, greater perceived ART efficacy, and fewer unmet social
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service needs, compared to clients not receiving treatment
education [23]. Furthermore, treatment education was viewed
by medical providers, treatment education counselors, and
patients as increasing understanding about treatment, support
adherence, and improving patient-provider relationships [24].
We developed the structured, culturally tailored treatment
education intervention Rise, named by the community-academic
team after the Maya Angelou poem [25] “Still I Rise,” which
emphasizes resilience in Black communities. We are evaluating
Rise’s effects on adherence among African Americans in an
RCT, the protocol for which is described in this paper. Rise is
built around the core components of the treatment education
program being implemented by APLA, which include a needs
assessment, individual counseling, and referrals as required.
These components are proposed to synergistically influence
sociocultural factors that predict adherence (see Figure 1).
Client-centered counseling builds treatment knowledge and
adherence skills, self-efficacy, and motivation (key adherence
predictors) [26-28]. Given robust relationships of homelessness,
depression, traumatic stress, and substance use with adherence
[29-30], referrals to mental health/social services can improve
adherence by decreasing unmet needs. Rise also addresses
culturally relevant coping strategies (eg, medical mistrust) that
arise in response to factors such as discrimination and stigma,
which can undermine health care access and use in Black
communities [31,32].
This paper describes in detail the methodological protocol,
intervention content, and structure of Rise. If effective in
improving ART adherence and virologic suppression, Rise will
provide the field with one of the first ART adherence
interventions tailored specifically to address the needs of African
Americans.

Figure 1. Conceptual model of Rise, a culturally tailored treatment education program.
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Methods
Study Design
The study is an RCT to compare Rise, a culturally tailored and
structured adherence counseling intervention, with usual care
(received from participants’ primary care providers, with no
added intervention), among African Americans living with HIV.
To determine effects on ART adherence, participants complete
audio computer-assisted self-interviews (ACASI) at baseline
and 3- and 6-months postbaseline to assess self-reported
adherence, and interviewers check in with participants at 1-, 2-,
4-, and 5-months postbaseline to download electronically
monitored adherence data, collected via the Medication Events
Monitoring System (MEMS) described below, and to update
contact information. Participants are paid $30 at baseline and
3- and 6-month follow-ups, and $10 for each check-in (1, 2, 4,
& 5 months postbaseline). If all assessments are completed,
participants receive a $20 bonus. Participants also receive a
second $20 bonus for updating primary contact information
during the study (eg, address, phone, email). Participants receive
a snack and $10 per intervention session for transportation costs.
The Human Subjects Protection Committee of the RAND
Corporation and the Institutional Review Board of California
State University, Dominguez Hills approved the study protocol,
and a Certificate of Confidentiality was obtained from the
National Institutes of Health. The trial is registered with the
National Institutes of Health sponsored clinical trials registry
and assigned the identifier NCT01350544 (date released:
5/26/2011).

Study Setting
The study is being conducted at AIDS Project Los Angeles
(APLA), the largest ASO in Los Angeles County. APLA
provides direct, bilingual services (eg, treatment education, case
management, substance use and mental health treatment, housing
and food assistance) to ~10,000 men, women, and children with
HIV in Los Angeles county annually. The majority of APLA
clients are ethnic or racial minorities, with about one-quarter
being African American, and nearly 90% male, which is
consistent with the racial/ethnic and gender distribution of
people living with HIV in Los Angeles.
The study team represents a partnership among researchers,
APLA program staff, and HIV community stakeholders
including a community advisory board (CAB) composed of
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clients living with HIV (most of whom are African American),
APLA staff, and HIV service agency and staff. This has played
a pivotal role in the study design and suggested directions for
the intervention. Throughout the ongoing RCT, CAB members
have been integral in reviewing project methodology and
materials, evaluating study progress, and monitoring program
implementation; when the results are available, they will also
help with interpreting study data. Eliciting the feedback of the
CAB members is facilitated by in-person CAB meetings that
are convened at key junctures of the study, about two to three
times during the course of each year of the study. CAB members
are given a small honorarium for their time ($50 per meeting).

Participants
Eligibility criteria include the following: (1) age ≥18 years; (2)
self-identification as African American or Black (if mixed race,
primarily identify as African American); (3) on ART; (4)
reported any adherence problems (ie, missed ≥1 ART dose in
the past month, less than 100% adherence in the past month,
sometimes stopped ART if they felt worse, and/or any missed
doses during the past weekend); (5) not currently participating
in another treatment adherence intervention; and (6) willing to
use an electronic monitoring cap to monitor adherence to one
of their antiretrovirals. Individuals who have received treatment
education services (from APLA or elsewhere) in the last 6
months are excluded. Participants are recruited through APLA
and other community-based organizations (eg, SPECTRUM,
OASIS) via public presentations of the study and flyers, referrals
from providers, and radio and print advertisements.

Treatment Advocacy Intervention (Rise)
The 24-week intervention consists of 4 individual, weekly,
60-minute adherence counseling sessions and 1 group HIV
education session during the first month, which comprises the
core adherence training phase. This is followed by a maintenance
phase, in which participants receive booster sessions at weeks
12 and 20, plus up to 4 additional sessions depending on
adherence performance (ie, sessions added if <90% of prescribed
doses taken in past month). In total, participants receive between
6 and 10 individual sessions. Table 1 describes the intervention
components, goals, and activities of each session, and the
mediators of intervention effects that are addressed by these
activities. Table 2 provides an outline of the exercise content
within each session.

JMIR Res Protoc 2016 | vol. 5 | iss. 1 | e45 | p.3
(page number not for citation purposes)

JMIR RESEARCH PROTOCOLS

Wagner et al

Table 1. Rise session components, goals, activities, and proposed mediators addressed.
Rise Component/Goal

Individual

Counselor Activity

Mediator Addressed

Session
Client-centered Counseling: Im- 1
prove motivation for adherence
and care engagement through use
of MIa style and provision of
strategies to reduce barriers

Mental Health/Social Services
Referrals: Link to services to
improve mental health/reduce
unmet needs, to support adherence and care engagement

behaviors
All

Review electronic adherence data, offer encouragement Improved adherence cognitions
and reinforce good adherence; in all sessions after Session 1, assess changes in engagement in care and adherence

All

Discuss attitudes and beliefs, including culturally rele- Lower HIV misconceptions & mistrust
vant health beliefs; encourage positive attitudes toward
treatment

All

Assess support availability, and level of stigma and
Greater HIV disclosure
awareness of HIV status in the network; problem solve
ways to increase support

2-10

Use steps for problem solving to identify barriers to
engagement in care and adherence, and plan solutions

2-10

Discuss integration of medication and appointments into Improved adherence cognitions
daily routine

2-10

Discuss strategies to reduce/manage medication side
effects

Reduction in perceived side effects

All

Develop (in Session 1) and review (in other sessions)
Individual Service Plan (ISP) of short- and long-term
goals; proposed timeline and outcomes; and client and
medical provider tasks

Improved adherence cognitions

All

Conduct needs assessment and address problem areas,
including social and structural issues (eg, substance
abuse/mental health, housing/nutrition) that influence
adherence; provide needed referrals

Fewer unmet basic subsistence needs;
fewer/less severe mental health symptoms (depression, traumatic stress);
lower substance use

Between 1 & 4
Facilitated Group Education:
Provide basic education; use
group dynamic to increase treatment motivation and in turn, adBetween 1 & 4
herence and care engagement

Between 1 & 4

a

motivational interviewing

b

antiretroviral therapy
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After introducing the program, assess client’s knowledge Improved adherence cognitions
and provide education on HIV, ARTb, adherence, and (knowledge, skills, self-efficacy, motihealth disparities; discuss culturally relevant stressors vation); lower HIV misconceptions &
medical mistrust
(eg, discrimination) that can affect health and health

Improved adherence cognitions

Provide basic information on prevention, transmission, Improved adherence cognitions, lower
progression, treatment, and adherence; encourage group HIV misconceptions and medical misdiscussion and address any HIV-related misconceptions trust
Present information on HIV and adherence disparities, Lower HIV misconceptions, medical
and racism, homophobia, and HIV stigma as contributors mistrust, and internalized stigma
to disparities; encourage sharing of health care experiences
Promote collective responsibility to motivate adherence Improved adherence cognitions
(eg, stay healthy to keep Black communities strong)
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Table 2. Outline of intervention session content.
Session 1 (Week 00)

1. Check in with the client to begin to build rapport.
2. Introduce the intervention and its goals.
3. Review client’s history of HIV diagnosis and ART, and relationship with provider.
4. Provide education about goals of ART and importance of adherence.
5. Assess client’s attitudes towards treatment and adherence.
6. Conduct needs assessment.
7. Develop client’s Individual Service Plan (ISP).

Session 2 (Week 2)

1. Check in with client to build rapport.
2. Review progress with ISP since last session and follow up on referrals made.
3. Review adherence using the MEMS print out.
4. Identify barriers to adherence.
5. Introduce problem solving steps.
6. Apply problem solving steps to one barrier.
7. Tailor regimen and adherence to daily routine cues.
8. End with a statement of affirmation.

Session 3 (Week 4)

1. Check in with client to build rapport.
2. Review progress with ISP since last session and follow up on referrals made.
3. Review adherence since last session using the MEMS print out.
4. Identify barriers to adherence.
5. Apply problem solving steps to one barrier.
6. Enhance social support for adherence.
7. Revisit attitudes towards treatment and adherence.
8. Discuss plans to interact with client’s HIV provider.
9. End with a statement of affirmation.

Maintenance Module A/B (Week 12/20)

1. Check in with client to build rapport.
2. Review progress with ISP since last session and follow up on referrals made.
3. Review adherence over past month using the MEMS print out.
4. Identify barriers to adherence.
5. Apply problem solving steps to one barrier.
6. Enhance social support for adherence.
7. Revisit attitudes toward treatment and adherence.
8. Review status of doctor-patient relationship.
9. End with a statement of affirmation.

Last Session Add-Ons

1. Instill confidence and self-efficacy for long-term adherence.
2. Set goals related to adherence over the next few months.

Core Adherence Training Phase
Session 1 (Week 1)
In this first session, the counselor provides information about
the importance of adherence and consequences of missed doses,
provides education about viral load and drug resistance, and
explains the connection between dosing schedules and viral
suppression. A motivational interviewing (MI) style [33] is used
to help clients develop or strengthen positive attitudes toward
treatment and adherence. We do not attempt to adhere strictly
to the use of MI, but the counselor is trained to ask open
questions, to use reflective listening, and to motivate change by
highlighting discrepancies between behavior or thoughts and
stated health goals, as well as respecting client autonomy.
Following a needs assessment, the counselor provides referrals
for any unmet basic needs (housing, food, transportation) and
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mental health issues (depression, traumatic stress, substance
use).
To address culturally relevant factors, the counselor
acknowledges health care discrimination and health disparities,
and shares reasons for medical mistrust and HIV misconceptions
in Black communities. The counselor encourages the client to
share any experiences and perceptions they may have in this
regard. To enhance instrumental (eg, finding transportation to
clinic) and emotional (eg, encouraging/reinforcing adherence)
support, the counselor assesses the availability of social supports
to the client (eg, whether individuals in clients’ social networks
are aware of their HIV status). The counselor explores with the
client whether HIV disclosure is an option for obtaining social
support, but in the context of reviewing both possible benefits
as well as risks to disclosure. If the client reports HIV-related
misconceptions, the counselor supplies accurate information to
dispel the misconceptions.
JMIR Res Protoc 2016 | vol. 5 | iss. 1 | e45 | p.5
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To diminish mistrust, the counselor works to establish a
collaborative relationship in which the client can experience the
counselor as an equal, identify commonalities, and be regarded
as a whole person [34]. This may involve using nontechnical
or vernacular language when appropriate, and allowing time
for clients to discuss issues not directly related to the
intervention aims (to demonstrate investment in the client as a
person). The counselor maintains a nonjudgmental attitude, to
help clients feel safe revealing gaps in their HIV treatment
knowledge and reasons for missed doses. At times, the counselor
may also reflect on his or her own experiences. For example,
when addressing conspiracy theories about HIV, the counselor
may share if he or she originally held similar beliefs, and how
these views changed through learning more about the relevant
research. Sharing these more personal experiences helps the
client view the counselor as a “genuine” person who is speaking
based on his or her authentic values and feelings—rather than
merely performing a professional role. This is also intended to
reduce mistrust by modeling critical thinking and receptivity to
scientifically based information.
Session 1 closes with the development (in partnership with the
client) of an Individual Service Plan (ISP) of short- and
long-term goals (eg, following up on referrals, engaging a friend
to seek support for adherence), which is revisited and updated
in each successive session.
Sessions 2-4 (Weeks 2-4)
These sessions are similar in content to Session 1, but with
greater targeting of barriers to medication adherence and
retention in care. Together with the client, the counselor reviews
adherence (using the printout from the MEMS software, which
provides adherence summary statistics and graphic depictions
of patterns of doses taken and missed) and attendance at
scheduled doctor’s visits since the last session. The client
identifies barriers that may contribute to missed appointments
and nonadherence, such as lack of accurate treatment
information (or belief in misconceptions), low motivation,
presence of or concern about treatment side effects, mental
health problems or substance use, internalized stigma, and
medical mistrust and/or negative experiences with health care
(eg, discrimination). Stages of problem solving are reviewed:
defining the problem, deciding on a goal, generating possible
solutions, selecting a potential solution, planning the solution’s
implementation, and evaluating the solution’s effectiveness (at
the subsequent session).
The counselor identifies contextual cues that influence
pill-taking (ie, what occurred immediately before and after a
missed dose/appointment), to derive strategies for managing
and controlling cues. Clients describe daily routines and together
with the counselor determine optimal ways to integrate
medication into these routines. Doses are connected with routine
daily activities that can serve as reminder triggers for taking
medications. Strategies for coping with and reducing side effects
are discussed. The counselor assesses whether clients followed
up on referrals, offers new referrals as needed, and evaluates
progress toward ISP goals. Within these early sessions, the
counselor assesses the client’s relationship with their HIV care
provider in terms of satisfaction with care received and level of
http://www.researchprotocols.org/2016/1/e45/
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support from and trust in their provider. With consent from the
client, the counselor contacts the provider via phone or email
to inform them that the client is participating in the program
and working with the counselor over the next 6 months to
support the client’s adherence and care retention.
Group HIV Session
Before Session 4, clients are offered an hour-long HIV education
group, facilitated by the counselor, along with other study
participants who are receiving the intervention. The counselor
provides basic HIV and ART information from APLA’s standard
educational forum, facilitates discussions of how stigma,
discrimination, and medical mistrust contribute to health
disparities in Black communities, and encourages participants
to share experiences with and learn from each other.

Maintenance Adherence Training Phase
Booster Sessions 5 & 6 (Weeks 12, 20)
The goal of the maintenance phase is to help clients sustain
optimal adherence. Clients who achieve ≥90% adherence (as
measured by the MEMS cap) during the 2 weeks preceding
Weeks 12 and 20 receive a session only at those weeks; others
receive up to two biweekly added sessions at each time point.
For example, if adherence from Weeks 10-12 is ≥90%, the client
receives a session at Week 12, and then returns again at Week
20 for the next booster session. If the client’s adherence from
Weeks 10-12 is <90%, the client receives maintenance sessions
at Weeks 12 and 14, and if adherence from Weeks 12-14 is
<90%, then s/he receives another session at Week 16. All clients
return at Week 20, but only clients with adherence <90% during
Weeks 18-20 return at Week 22, and those with adherence <90%
during Weeks 20-22 have another session at Week 24. We used
90% adherence as the cutoff for determining good adherence
based on research suggesting that this level of adherence was
associated with optimal treatment response and virologic
suppression [35). This dose regulation (of 0-4 extra sessions)
is intended to promote efficient use of limited community
resources by varying intensity depending on client need.
Maintenance sessions are similar to the initial core sessions,
with continued emphasis on identification and resolution of
barriers, use of motivational enhancement techniques to improve
attitudes and motivation related to adherence, side effect
management, and monitoring of adherence-related social support
and self-efficacy, and medical mistrust.

Intervention Counselor Training, Fidelity Monitoring,
and Supervision
Counselor training and ongoing supervision is used to ensure
consistency in intervention implementation and monitor fidelity
to the intervention protocol. The counselor training includes
instruction on basic HIV disease information, the importance
of protecting confidentiality and complying with Health
Insurance Portability and Accountability Act (HIPAA)
regulations, crisis intervention, referral resources, cultural and
social issues that can influence treatment adherence among
African Americans, and mental health and substance abuse
assessment. The counselor is trained to establish rapport and
effective working relationships with clients and medical
providers, and locate community resources, referrals, and
JMIR Res Protoc 2016 | vol. 5 | iss. 1 | e45 | p.6
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linkages. The counselor is provided with and encouraged to
further develop a comprehensive referral list to HIV-related and
auxiliary services (eg, housing, mental health). All counseling
sessions are audio-recorded, with consent from the client. The
supervisor listens to all recorded sessions of the first 2 clients
receiving the intervention, and then all recorded sessions of
every 5th participant. This serves as the basis for provision of
feedback to the counselor during biweekly supervision.
Supervision also provides a time for the counselor to discuss
challenging cases and review treatment plans for newly enrolled
participants.

Measures
Below are descriptions of the primary outcomes to be assessed
(ART adherence, HIV care retention, and HIV clinical
outcomes). The survey assessment includes measures of
potential mediators of intervention effects (eg, attitudes and
beliefs related to HIV, ART and adherence, stigma,
discrimination, mental health and substance use), and potential
moderators (eg, socio-demographic characteristics); however,
these are not described in detail here.

ART Adherence
Adherence to one antiretroviral (with the most complex regimen)
is measured electronically and continuously throughout the
study using the MEMS. Clients are instructed to remove one
dose at the time that they plan to ingest the dose, and to refill
the bottle after the last pill is removed. Participants do not
always follow these instructions (eg, removing multiple doses
at once or “pocketing”); thus, we assess their actual use of the
cap via self-report in the past 2 weeks at each primary
assessment, and then adjust the number of prescribed does taken
during this period using this information. This adjustment
method has been validated [35] and shown to strengthen the
relationship between adherence and viral load. MEMS software
calculates several adherence parameters including the percentage
of scheduled doses taken, and yields printouts of adherence data
and charts that depict adherence patterns (which are used to
facilitate the adherence counseling sessions). We also ask
participants to self-report the number of doses missed in the last
week and percentage of prescribed medications taken in the last
month.

HIV Care Retention
Clients are asked to report the number of appointments
scheduled, attended, and missed with their HIV care provider
in the past 6 months.

HIV Clinical Outcomes
Clients are asked to provide HIPAA-compliant informed consent
for access to medical records data, which we are using to request
the last 2 HIV viral load and CD4 count assay results from
providers.

Statistical Analysis
To examine the effects of Rise on the primary outcomes, we
will use ordinary least squares regression for continuous
outcomes (mean adherence; change in viral load and CD4) and
logistic regression for dichotomous outcomes (adherence >90%;
undetectable viral load). Group assignment (intervention or
http://www.researchprotocols.org/2016/1/e45/
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control) will be entered in the model as a dummy variable,
together with the baseline value of the outcome and covariates.
For comparability across outcomes, we will choose a single set
of covariates across models, from variables hypothesized based
on theory and prior research to predict outcomes, or for which
we find support for hypothesized relationships in bivariate
baseline analyses. We will drop predictors for which there are
large correlations to avoid collinearity. We will use an
intent-to-treat approach as the primary analysis, grouping
participants by the condition to which they were randomized,
regardless of level of participation or study completion; a
secondary analysis will be performed with study completers
only.

Results
The project was funded in 2012 and enrollment was completed
in 2015. Data analysis is currently underway and the first results
are expected to be submitted for publication in 2016.

Discussion
This study will be one of the first to evaluate an HIV treatment
adherence intervention for African Americans that integrates
culturally relevant factors with basic components of treatment
education, an established program commonly found in AIDS
service organizations. Although many HIV adherence
intervention trials have included a substantial number of African
American participants, few were developed specifically for
African Americans and take into account their unique cultural
context. Interventions to improve African Americans’ adherence
have rarely considered cultural and social determinants of health
behavior, including medical mistrust, HIV misconceptions, and
experiences with discrimination [36].
Although not specific to adherence, meta-analyses indicate that
most HIV-prevention interventions for women are less
consistently effective for African Americans [37], and
interventions addressing culture tend to have larger effects [38].
Further, most adherence interventions are conducted in HIV
primary care clinics [39]. For greater success, adherence
programs need to take into account African Americans’ mistrust
of “outsiders” (which limits acceptance of HIV care), openly
acknowledge factors such as racism that undermine health care
in Black communities [40,41], and address mistrust and stigma
as coping strategies that arise in response to racism and
oppression. Moreover, given African Americans’ high levels
of medical mistrust, community-based programs such as Rise
may have greater reach and effectiveness than those in clinics.
In sum, Rise integrates current practice with science by
examining whether an untested yet sustained community
program is effective. Our program also challenges a growing
policy movement in HIV clinical care that seeks to engage
patients for social services via medical providers (within the
confines of the medical system) rather than community settings.
Rise’s community-based paradigm provides an alternative source
of treatment support, which may be critical for African
Americans who exhibit high levels of mistrust and low
adherence, and for whom no culturally relevant rigorously tested
JMIR Res Protoc 2016 | vol. 5 | iss. 1 | e45 | p.7
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adherence intervention exists. In this way, Rise is a holistic
program that includes client-centered treatment education to
intrinsically motivate treatment behavior changes, and referrals

Wagner et al
to auxiliary services targeting unmet social service needs to
ultimately improve health outcomes.

Acknowledgments
This research was funded by the National Institute of Minority Health and Health Disparities (R01 MD006058).
We are grateful to William Cunningham, MD, MPH for his consultation on the study protocol, and the members of the AIDS
Project Los Angeles Community Advisory Board for their contributions throughout every stage of the study.

Authors' Contributions
GW, LB, MM, BM, and BR contributed to the design of the study and its protocol, the development of the intervention, and the
writing of this paper. KM contributed to the development of the intervention.

Conflicts of Interest
None declared.

Multimedia Appendix 1
Summary statement from NIH review.
[PDF File (Adobe PDF File), 88KB - resprot_v5i1e45_app1.PDF ]

References
1.

2.
3.

4.

5.

6.
7.

8.

9.

10.

11.

Giordano TP, White AC, Sajja P, Graviss EA, Arduino RC, Adu-Oppong A, et al. Factors associated with the use of highly
active antiretroviral therapy in patients newly entering care in an urban clinic. J Acquir Immune Defic Syndr 2003 Apr
1;32(4):399-405. [Medline: 12640198]
Knowlton AR, Hoover DR, Chung SE, Celentano DD, Vlahov D, Latkin CA. Access to medical care and service utilization
among injection drug users with HIV/AIDS. Drug Alcohol Depend 2001 Sep 1;64(1):55-62. [Medline: 11470341]
Mugavero MJ, Lin H, Allison JJ, Willig JH, Chang P, Marler M, et al. Failure to establish HIV care: Characterizing the
"no show" phenomenon. Clin Infect Dis 2007 Jul 1;45(1):127-130 [FREE Full text] [doi: 10.1086/518587] [Medline:
17554713]
Gebo KA, Fleishman JA, Conviser R, Reilly ED, Korthuis PT, Moore RD, et al. Racial and gender disparities in receipt of
highly active antiretroviral therapy persist in a multistate sample of HIV patients in 2001. J Acquir Immune Defic Syndr
2005 Jan 1;38(1):96-103. [Medline: 15608532]
Shapiro MF, Morton SC, McCaffrey DF, Senterfitt JW, Fleishman JA, Perlman JF, et al. Variations in the care of HIV-infected
adults in the United States: Results from the HIV Cost and Services Utilization Study. JAMA 1999;281(24):2305-2315.
[Medline: 10386555]
Simoni JM. Is race/ethnicity associated with ART adherence? Findings from the MACH14 study. 2010 May 23 Presented
at: 5th International Conference on HIV Treatment Adherence; May 23-25, 2010; Miami, FL.
Bogart LM, Bird ST, Walt LC, Delahanty DL, Figler JL. Association of stereotypes about physicians to health care
satisfaction, help-seeking behavior, and adherence to treatment. Soc Sci Med 2004 Mar;58(6):1049-1058. [Medline:
14723901]
Mostashari F, Riley E, Selwyn PA, Altice FL. Acceptance and adherence with antiretroviral therapy among HIV-infected
women in a correctional facility. J Acquir Immune Defic Syndr Hum Retrovirol 1998 Aug 1;18(4):341-348. [Medline:
9704939]
Weintrob AC, Grandits GA, Agan BK, Ganesan A, Landrum ML, Crum-Cianflone NF, IDCRP HIV Working Group.
Virologic response differences between African Americans and European Americans initiating highly active antiretroviral
therapy with equal access to care. J Acquir Immune Defic Syndr 2009 Dec;52(5):574-580. [doi:
10.1097/QAI.0b013e3181b98537] [Medline: 19755913]
Losina E, Schackman BR, Sadownik SN, Gebo KA, Walensky RP, Chiosi JJ, et al. Racial and sex disparities in life
expectancy losses among HIV-infected persons in the United States: Impact of risk behavior, late initiation, and early
discontinuation of antiretroviral therapy. Clin Infect Dis 2009 Nov 15;49(10):1570-1578 [FREE Full text] [doi:
10.1086/644772] [Medline: 19845472]
Mugavero MJ, Lin H, Willig JH, Westfall AO, Ulett KB, Routman JS, et al. Missed visits and mortality among patients
establishing initial outpatient HIV treatment. Clin Infect Dis 2009 Jan 15;48(2):248-256 [FREE Full text] [doi:
10.1086/595705] [Medline: 19072715]

http://www.researchprotocols.org/2016/1/e45/

XSL• FO
RenderX

JMIR Res Protoc 2016 | vol. 5 | iss. 1 | e45 | p.8
(page number not for citation purposes)

JMIR RESEARCH PROTOCOLS
12.

13.

14.

15.

16.
17.

18.

19.

20.

21.

22.

23.

24.

25.
26.
27.

28.

29.

30.

31.

32.

Lima VD, Harrigan R, Murray M, Moore DM, Wood E, Hogg RS, et al. Differential impact of adherence on long-term
treatment response among naive HIV-infected individuals. AIDS 2008 Nov 12;22(17):2371-2380. [doi:
10.1097/QAD.0b013e328315cdd3] [Medline: 18981777]
Schackman BR, Ribaudo HJ, Krambrink A, Hughes V, Kuritzkes DR, Gulick RM. Racial differences in virologic failure
associated with adherence and quality of life on efavirenz-containing regimens for initial HIV therapy: Results of ACTG
A5095. J Acquir Immune Defic Syndr 2007 Dec 15;46(5):547-554. [Medline: 18193496]
Bogart L, Wagner G, Galvan F, Trombacco K, Banks D. Conspiracy beliefs about HIV are related to antiretroviral treatment
nonadherence among African American men with HIV. J Acquir Immune Defic Syndr 2010 Apr 01;53(5):648-655. [doi:
10.1097/QAI.0b013e3181c57dbc]
Bogart LM, Galvan FH, Wagner GJ, Klein DJ. Longitudinal association of HIV conspiracy beliefs with sexual risk among
black males living with HIV. AIDS Behav 2011 Aug;15(6):1180-1186 [FREE Full text] [doi: 10.1007/s10461-010-9796-7]
[Medline: 20734227]
McGuire TG, Miranda J. New evidence regarding racial and ethnic disparities in mental health: Policy implications. Health
Aff (Millwood) 2008;27(2):393-403 [FREE Full text] [doi: 10.1377/hlthaff.27.2.393] [Medline: 18332495]
DeNavas-Walt C, Proctor B, Smith J. U.S. Census Bureau. 2009. Income, Poverty, and Health Insurance Coverage in the
United States URL: https://www.census.gov/hhes/www/hlthins/data/incpovhlth/ [accessed 2016-03-04] [WebCite Cache
ID 6flPhf6Zi]
Rumptz MH, Tobias C, Rajabiun S, Bradford J, Cabral H, Young R, et al. Factors associated with engaging socially
marginalized HIV-positive persons in primary care. AIDS Patient Care STDS 2007;21 Suppl 1:S30-S39. [doi:
10.1089/apc.2007.9989] [Medline: 17563288]
Cunningham WE, Andersen RM, Katz MH, Stein MD, Turner BJ, Crystal S, et al. The impact of competing subsistence
needs and barriers on access to medical care for persons with human immunodeficiency virus receiving care in the United
States. Med Care 1999 Dec;37(12):1270-1281. [Medline: 10599608]
Mathes T, Pieper D, Antoine S, Eikermann M. Adherence-enhancing interventions for highly active antiretroviral therapy
in HIV-infected patients - a systematic review. HIV Med 2013 Nov;14(10):583-595 [FREE Full text] [doi: 10.1111/hiv.12051]
[Medline: 23773654]
Simoni JM, Amico KR, Smith L, Nelson K. Antiretroviral adherence interventions: Translating research findings to the
real world clinic. Curr HIV/AIDS Rep 2010 Feb;7(1):44-51 [FREE Full text] [doi: 10.1007/s11904-009-0037-5] [Medline:
20425057]
Amico KR, Harman JJ, Johnson BT. Efficacy of antiretroviral therapy adherence interventions: A research synthesis of
trials, 1996 to 2004. J Acquir Immune Defic Syndr 2006 Mar;41(3):285-297. [doi: 10.1097/01.qai.0000197870.99196.ea]
[Medline: 16540929]
Bogart L, Wagner G, Mutchler M, McDavitt B, McKay T, Risley B. Promotion of treatment adherence engagement in care
through treatment advocacy for people with HIV. 2009 Apr 05 Presented at: 4th International IAPAC/NIMH Conference
on HIV Treatment Adherence; April 5-7, 2009; Miami FL.
Mutchler MG, Wagner G, Cowgill BO, McKay T, Risley B, Bogart LM. Improving HIV/AIDS care through treatment
advocacy: Going beyond client education to empowerment by facilitating client-provider relationships. AIDS Care 2011
Jan;23(1):79-90 [FREE Full text] [doi: 10.1080/09540121.2010.496847] [Medline: 21218280]
Angelou M. And Still I Rise. New York: Random House; 1978.
Fisher JD, Fisher WA, Amico KR, Harman JJ. An information-motivation-behavioral skills model of adherence to
antiretroviral therapy. Health Psychol 2006 Jul;25(4):462-473. [doi: 10.1037/0278-6133.25.4.462] [Medline: 16846321]
Amico KR, Toro-Alfonso J, Fisher JD. An empirical test of the information, motivation and behavioral skills model of
antiretroviral therapy adherence. AIDS Care 2005 Aug;17(6):661-673. [doi: 10.1080/09540120500038058] [Medline:
16036253]
Starace F, Massa A, Amico KR, Fisher JD. Adherence to antiretroviral therapy: An empirical test of the
information-motivation-behavioral skills model. Health Psychol 2006 Mar;25(2):153-162. [doi: 10.1037/0278-6133.25.2.153]
[Medline: 16569106]
Kidder DP, Wolitski RJ, Campsmith ML, Nakamura GV. Health status, health care use, medication use, and medication
adherence among homeless and housed people living with HIV/AIDS. Am J Public Health 2007 Dec;97(12):2238-2245.
[doi: 10.2105/AJPH.2006.090209] [Medline: 17971562]
Leaver CA, Bargh G, Dunn JR, Hwang SW. The effects of housing status on health-related outcomes in people living with
HIV: A systematic review of the literature. AIDS Behav 2007 Nov;11(6 Suppl):85-100. [doi: 10.1007/s10461-007-9246-3]
[Medline: 17682940]
Bogart LM, Wagner GJ, Galvan FH, Klein DJ. Longitudinal relationships between antiretroviral treatment adherence and
discrimination due to HIV-serostatus, race, and sexual orientation among African-American men with HIV. Ann Behav
Med 2010 Oct;40(2):184-190 [FREE Full text] [doi: 10.1007/s12160-010-9200-x] [Medline: 20552416]
Boarts JM, Sledjeski EM, Bogart LM, Delahanty DL. The differential impact of PTSD and depression on HIV disease
markers and adherence to HAART in people living with HIV. AIDS Behav 2006 May;10(3):253-261. [doi:
10.1007/s10461-006-9069-7] [Medline: 16482405]

http://www.researchprotocols.org/2016/1/e45/

XSL• FO
RenderX

Wagner et al

JMIR Res Protoc 2016 | vol. 5 | iss. 1 | e45 | p.9
(page number not for citation purposes)

JMIR RESEARCH PROTOCOLS
33.
34.

35.

36.
37.
38.
39.
40.

41.

Wagner et al

Miller W, Rollnick S. Motivational Interviewing: Preparing People for Change. 2nd ed. New York: Guilford Press; 2002.
Rachal N, McDavitt B, Mutchler M, Wagner G, Ghani M, Nogg K, et al. Making the personal connection: Fostering trust
to support health behaviors among African Americans living with HIV/AIDS. 2014 Jan 16 Presented at: National African
American MSM Leadership Conference on HIV/AIDS and Other Health Disparities; AIDS Education Services for Minorities;
January 16-19, 2014; Orlando FL.
Bangsberg DR, Hecht FM, Charlebois ED, Zolopa AR, Holodniy M, Sheiner L, et al. Adherence to protease inhibitors,
HIV-1 viral load, and development of drug resistance in an indigent population. AIDS 2000 Mar 10;14(4):357-366. [Medline:
10770537]
Bing EG, Bingham T, Millett GA. Research needed to more effectively combat HIV among African-American men who
have sex with men. J Natl Med Assoc 2008 Jan;100(1):52-56 [FREE Full text] [Medline: 18277808]
Mize SJ, Robinson BE, Bockting WO, Scheltema KE. Meta-analysis of the effectiveness of HIV prevention interventions
for women. AIDS Care 2002 Apr;14(2):163-180. [doi: 10.1080/09540120220104686] [Medline: 11940276]
Logan TK, Cole J, Leukefeld C. Women, sex, and HIV: Social and contextual factors, meta-analysis of published
interventions, and implications for practice and research. Psychol Bull 2002 Nov;128(6):851-885. [Medline: 12405135]
Simoni J, Pearson C, Pantalone D, Marks G, Crepatz N. Efficacy of interventions in improving highly active antiretroviral
therapy adherence and HIV-1 RNA viral load. J Acquir Immune Defic Syndr 2006;43(Suppl 1):S23-S35.
Williams JK, Wyatt GE, Wingood G. The four Cs of HIV prevention with African Americans: Crisis, condoms, culture,
and community. Curr HIV/AIDS Rep 2010 Nov;7(4):185-193 [FREE Full text] [doi: 10.1007/s11904-010-0058-0] [Medline:
20730512]
Wyatt GE. Enhancing cultural and contextual intervention strategies to reduce HIV/AIDS among African Americans. Am
J Public Health 2009 Nov;99(11):1941-1945. [doi: 10.2105/AJPH.2008.152181] [Medline: 19762666]

Abbreviations
ACASI: audio computer-assisted self-interviews
AIDS: acquired immune deficiency syndrome
APLA: AIDS Project Los Angeles
ART: antiretroviral therapy
ASOs: AIDS service organizations
CAB: community advisory board
HIPAA: Health Insurance Portability and Accountability Act
HIV: human immunodeficiency virus
ISP: Individual Service Plan
MEMS: Medication Event Monitoring Systems
MI: motivational interviewing
RCT: randomized controlled trial

Edited by G Eysenbach; submitted 14.10.15; peer-reviewed by D Hu; accepted 02.11.15; published 29.03.16
Please cite as:
Wagner GJ, Bogart LM, Mutchler MG, McDavitt B, Mutepfa KD, Risley B
Increasing Antiretroviral Adherence for HIV-Positive African Americans (Project Rise): A Treatment Education Intervention Protocol
JMIR Res Protoc 2016;5(1):e45
URL: http://www.researchprotocols.org/2016/1/e45/
doi:10.2196/resprot.5245
PMID:27025399

©Glenn J Wagner, Laura M Bogart, Matt G Mutchler, Bryce McDavitt, Kieta D Mutepfa, Brian Risley. Originally published in
JMIR Research Protocols (http://www.researchprotocols.org), 29.03.2016. This is an open-access article distributed under the
terms of the Creative Commons Attribution License (http://creativecommons.org/licenses/by/2.0/), which permits unrestricted
use, distribution, and reproduction in any medium, provided the original work, first published in JMIR Research Protocols, is
properly cited. The complete bibliographic information, a link to the original publication on http://www.researchprotocols.org,
as well as this copyright and license information must be included.

http://www.researchprotocols.org/2016/1/e45/

XSL• FO
RenderX

JMIR Res Protoc 2016 | vol. 5 | iss. 1 | e45 | p.10
(page number not for citation purposes)

