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THE SHORT OF IT

The RISE Clinical Research Study is a Type 2 hybrid-
effectiveness-implementation investigation focused on
assessing the effectiveness of an adapted version of
HealthMpowerment (HMP), a digital health platform tailored for
youths. Its aim is to enhance the adoption and utilization of
PrEP and ART among Sexual and Gender Minority (SGM) youth
specifically targeting young sexual minority men (YSMM) and
young transgender women (YTW) in sub-Saharan Africa.

1 y 5 o o The study will enroll 1,500 participants

1 5 - 2 4 The study is for sexual minority men
and transgender women ages 15-24

Participants must reside in
sub-Saharan Africa



BACKGROUND & OVERVIEW

Sexual and gender minority (SGM) youth ages
15-24, particularly young sexual minority men
(YSMM) and young transgender women (YTW),
face a disproportionate HIV burden. The
heightened likelihood of HIV acquisition and
uncontrolled HIV among SGM youth poses
significant obstacles to achieving both global
and local HIV epidemic control objectives. In
sub-Saharan Africa (SSA), where mobile access
penetration stands at 95% and smartphones
constitute 64-75% of all phones, with 48-72% of
youth owning smartphones, there exists a
considerable opportunity to incorporate digital
health into the HIV prevention and care
continuum (PHCC) for SGM youths.

Recent indications of openness from health
ministries to address the role of SGM in the HIV
epidemic underscore the current moment as
ideal for integrating digital health interventions
and establishing adaptable PHCC strategies.
Since 2004, the University of Maryland Baltimore
(UMB) has collaborated with a broad network of
implementing partners to support PHCC for SGM
across Nigeria, Zambia, Kenya, and Malawi.

Research has shown that 60-80% of SGM in SSA
utilize the internet to access health
information, with online sexual activity
associated with heightened levels of stigma, HIV
positivity, and larger social and sexual networks.
Despite these trends, the existing system of
care for SGM youth is ill-equipped to integrate
digital health interventions into routine PHCC.




Legal frameworks in most SSA countries
criminalize same-sex practices, reinforcing
stigma and marginalization and hindering
engagement with PHCC services. Urgent
strategies are needed to reach SGM individuals
less likely to engage in PrEP and treatment.

In systematic reviews across SSA, among SGM
living with HIV, only 24% were on antiretroviral
therapy (ART), with merely 25% of those
achieving viral suppression. Similarly, poor
PHCC outcomes have been documented in
Nigeria, Kenya, and Malawi. PrEP uptake and ART
initiation/VL suppression represent key areas in
the PHCC where SGM youth continue to
underperform. Digital health interventions (DHIs)
hold promise in addressing PHCC for SGM youth
in SSA, yet persistent engagement at the
individual level and widespread dissemination at
the population level of effective DHIs remain
limited.

We have developed a comprehensive,
integrated, and scalable digital health platform
leveraging advances in data science and
precision health to provide tailored, evidence-
based content, decision tools, and support. This
platform, known as HealthMpowerment (HMP),
has demonstrated significant reductions in
behaviors associated with greater HIV
transmission likelihood, increased engagement
in HIV care, and decreased perceived HIV stigma
among SGM youth.




STUDY DESCRIPTION

RISE is aimed at enhancing healthcare access and support for young
sexual minority men (YSMM) and young transgender women (YTW) in
Nigeria, Malawi, Kenya, and Zambia. Our initiative focuses on adapting and
implementing the evidence-based intervention, HealthMpowerment, to
assess health system-level readiness to integrating HMP in SSA.

Zambia




PARTICIPANT FOCUS

We aim to engage 1,500 participants, comprising 750 HIV+ individuals
and 750 HIV- individuals. This diverse group of YSMM and YTW aged 15-24
will be pivotal in shaping the success of our intervention.

INTERVENTION DESIGN

Participants will be randomly assigned to either the intervention arm,
where they will receive immediate access to our innovative Health
Management Platform (HMP), or the control arm, where access to HMP will
be delayed. This randomized approach ensures the rigor of our study and
allows for a comprehensive evaluation of the intervention’'s impact.

DURATION AND ENGAGEMENT

Our participants will remain engaged with the HMP for 24 months,
providing us with valuable longitudinal data on the effectiveness and
sustainability of our intervention. Surveys will be administered at three-
month intervals to track changes in healthcare behaviors, knowledge, and
outcomes over time.

GEOGRAPHIC REACH

Spanning across Nigeria, Malawi, Kenya, and Zambia, our study aims to
address the healthcare disparities faced by YSMM and YTW in diverse
socio-cultural contexts. By engaging with these communities on a global
scale, we aspire to develop insights and interventions that are both
culturally relevant and globally impactful.



PROJECT AIMS

Coordinate a collaborative coalition between clinical research performing
sites (CRPSs), community-based HIV service providers (CBSPs), youth
advisory boards (YABs), and health ministries to maximize outreach.

Adapt HMP and assess system-level readiness to integrate HMP, a digital
health intervention to address the PHCC among SGM youths.

Assess the clinical effectiveness and implementation effectiveness
of HMP.

Sustain HMP and conduct preliminary cost-effectiveness of HMP.




PROJECT OBJECTIVES

IMPLEMENTATION OBJECTIVES

1.Discuss real-world PrEP/ART usage and factors influencing regimen
selection and changes.

2.Examine barriers and facilitators impacting new PrEP modalities in
clinical settings.

3.Examine barriers and facilitators to adherence to ART amongst YSMM.

4.Assess RISE app feasibility and acceptance amongst YSMM and YTW.

EFFECTIVENESS OBJECTIVES

1.Test the effectiveness of RISE on the uptake of PrEP and viral load
suppression amongst YSMM and YTW.

2.Test the effectiveness of the RISE mobile app at improving PrEP
adherence and persistence and ART initiation and retention amongst
YSMM and YTW.




APP HIGHLIGHTS
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APP HIGHLIGHTS

Avatar Customization

Supports ongoing
engagement by
unlocking new
accessories the more
users engage with the
app. Users can
personalize their virtual
representation with an
array of options
including hairstyles,
facial features, outfits,
accessories, and more.
Whether you're aiming
for a realistic depiction
or unleashing your
creative flair, the
possibilities are
endless.

Avatar

Avatar




APP HIGHLIGHTS

Users can
participate in
forum discussions
and polls to foster
community
support and
peer-to-peer
sharing within the
app.

Resources &

Activities

Provides
educational
content across a
range of health
topics, as well as
supports app
engagement and
behavior change
through
information and
skill-building.
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WHAT'S NEXT

Aug 2023 - Jan 2024
(complete)

Protocol

development
Feb - May 2024

e Ethics
submission and
review

e RISE app testing May - June 2024

e Youth small
group
discussions

e Key stakeholder

July - Oct 2024 focus group

discussions RISE app
adaptations

- ongoing

Rise app
customization for
each country

Nov - Dec 2024

Feb 2025 - June App pilot testing
2028 with youth

e Recruitment
and enrollment

e Youth interviews

e Peer educator
and clinic staff

focus group Sept 2027 - June
discussions 2029

Data analysis




