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Figure 1. Policies, Publications, and Manifestos Supporting the Inclusion of Cisgender Women and 
Pregnant and Lactating Individuals in Clinical Research

• Evidence-based recommendations for inclusion of women and pregnant and lactating individuals in trials 
• Healthcare providers and community advocates support the inclusion of women and pregnant and lactating individuals in trials 

“Rather than justifying inclusion of 
pregnant people, exclusion of pregnant 

persons from research should 
be justified”

“Protect pregnant people through research 
instead of from research”

The PHASES 
Working Group

Lancet HIV. 2022 Mar;9(3):e214-e222. doi: 10.1016/S2352-3018(21)00280-0.
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Clockwise from left-hand side: references 7–11.
IMPAACT, International Maternal Pediatric Adolescent AIDS Clinical Trials Network; PHASES, Pregnancy & HIV/AIDS: Seeking Equitable Study.

Figure 2. Publications and Guidance Supporting the Inclusion of Adolescents in Clinical Trials 
with Adults

• Regulators issue guidance for inclusion of adolescents in adult trials
• Healthcare providers and community advocates support the inclusion of adolescents in adult clinical trials
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The PURPOSE Pillars of Health Equity
• The PURPOSE Program has four pillars of Health Equity that aim to increase PrEP awareness and address stigma and 

socio-structural barriers, including those associated with sustained trial participation (Figure 3) 

Figure 3. Four Foundational Pillars of the PURPOSE Program

• Engagement with 
advisors including PIs

• Public-private partnerships
with government, civil 
society, and academic
institutions

Partnerships

• Site PI and staff 
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participants

• Specific enrollment goals 
for race, ethnicity, 
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Diversity, equity,
inclusion

• Establish global 
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for each study with robust 
representation of
historically 
under-represented and
disproportionately 
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Voice of PWBP and
community (G-CAGs)

• Provide support to reduce 
barriers to enrollment and
retention including food, 
transportation, 
educational/vocational 
and empowerment 
initiatives
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expertise with 
vulnerable populations
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gender-diversity 
training

Person-centric
design

G-CAG, Global Community Advisory Group; GAHT, gender affi rming hormone therapy; HC, hormone control; LEN, lenacapavir; PLI, pregnant and lactating individuals; 
PI, principal investigator; PrEP, pre-exposure prophylaxis; PWBP, people who would benefi t from PrEP.

PURPOSE 1
• PURPOSE 1 (NCT04994509) is a Phase 3 study evaluating twice-yearly subcutaneous lenacapavir (LEN) 

and daily oral emtricitabine/tenofovir alafenamide for PrEP in cisgender adolescent girls and young women aged 16–25 years 
in South Africa and Uganda (Figure 4)

• Early, committed, and consistent community and advisor engagement in the PURPOSE program included the creation 
of the PURPOSE 1 G-CAG, see Figure 3

• The G-CAG comprises people who may benefit from PrEP, cisgender adolescent girls, young women, pregnant and lactating 
individuals, and the advocates who represent them

• The G-CAG, guided by clear terms of reference and workplans, ensured community representation from the trial 
conceptualization, including reviewing and advising on study design and protocol development, through supporting 
trial implementation (Figures 5 & 6)

Figure 5. Timeline of Advisor Engagement During the PURPOSE Program
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Meetings held via video conference every other month

• Empaneled the PURPOSE 1 and PURPOSE 2 G-CAGs (early 2021)
• Established meeting frequency every other month via video conference and annually F2F
• Established subcommittee to review study documents
• Includes individuals from South Africa, Brazil, Peru, Uganda, Thailand, and the USA 
• G-CAG members have led presentations on PURPOSE studies including DEI, inclusion of
 pregnant and lactating individuals, adolescents, etc.

DEI, diversity, equity, and inclusion; F2F, face-to-face; G-CAG, Global Community Advisory Group; MSM, men who have sex with men.

Figure 6. Reflections from Global Community Advisors on Involvement in PURPOSE Study Planning
“G-CAG is an opportunity to bring our collective voice to 

inform HIV research agenda. Underserved populations 
must be actively engaged, supported, and funded to 

inform research processes and outcomes.”

“G-CAG doesn't just allow the community voices to inform 
research procedures. It brings upon insight on what needs to 

be considered to ensure that investigational products are 
designed to reach out and be accepted by a bigger audience. 
Who would have better prompted including lactating women 

in the process where researchers were uncomfortable!”

“Community engagement is a big gap in almost 
all countries and this for me is a platform that 
defines what meaningful CE should be or look 

like. Not just sit and wait to be served but 
design the menu for ourselves!!”“I am honored to be part of a 

collective of like-minded 
individuals at the forefront of 

advocating for interventions that 
benefit me and my community. 
Nothing makes me prouder than 
knowing my voice has power and 
influence in conversations around 

HIV advocacy and prevention.”

“Being given an opportunity as a young person to 
influence decisions that will bring change for young 

people worldwide in the HIV prevention space.”

“Nothing for us, without us! We are not end users, 
but partners. Telling pharma (partners) what we 

need/how we need it/when we need it. I/we get a 
chance to influence change and direct investments 

and efforts where they are needed,
as they are needed.”

“One of the opportunities the community has 
to engage, follow, and directly influence the 
science of product development not just as 

end users but key partners.”

“For the first time we are not 
beneficiaries, we set the agenda and bring 
to the fore what is important to us. We 

demand to be engaged in how we want to 
be part of the science.”

“I love the sense of influencing something that 
could be a game changer in HIV prevention. Being 

part of it speaks to communities playing a role and 
contributing to our solutions. It’s sweeter that it’s 

with pharma.”

Voices from the
Global Community Advisory
and Accountability Group

CE, community engagement; G-CAG, Global Community Advisory Group.

Recommendations from the PURPOSE 1 G-CAG
• Intentionality is necessary to reconceptualize research paradigms that center cisgender adolescent girls, young women, and 

pregnant and lactating individuals, and advance evidentiary gaps
• The robust G-CAG consultation informed four key initiatives for PURPOSE 1 (Figure 7)  
• G-CAG members championed the importance of understanding LEN drug exposure during pregnancy, postpartum, in infants, 

and breastmilk, or among those on contraception (Figure 8)
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Conclusions
• Early and consistent community and advisor engagement is fundamental to the design and conduct of HIV-prevention studies  
• Centering the voices of cisgender adolescent girls, young women, and pregnant and lactating individuals in a Global Community Accountability Group (G-CAG) ensures that persons who are 

disproportionately affected by, and vulnerable to, HIV-1 are meaningfully included in Phase 3 pre-exposure prophylaxis (PrEP) trials

Summary
• Cisgender adolescent girls and young women are more affected by HIV-1 because of different reasons related to society and biology 

— Also, they were not allowed to join in previous studies in HIV-1 prevention, so these groups had to wait longer to have access to new options
• Advocates are speaking up to make sure these groups are included in HIV-1 prevention studies  
• The PURPOSE 1 Global Community Accountability Group was created to give regular advice to the sponsor on how to run the study
• The Global Community Accountability Group gave the following advice to the PURPOSE 1 study team:

— Support adolescent girls and young women in their willingness to join PURPOSE 1, with proper permission for their age
— Give participants free birth control, but do not force anyone to use it  
— Support pregnant or breastfeeding people in their decision to continue taking the study medicines if they want to, after talking with them about possible risks and benefits
— Regular screening for intimate partner violence and helping to provide resources as needed 

• In the PURPOSE 1 study, it was very important to have community representatives involved from the beginning, to support adolescent girls and young women to take part in the study

Background
• In 2022, approximately 1.3 million people globally became newly diagnosed with HIV-1, with women and girls accounting for 

46% of all new diagnoses1,2

— In sub-Saharan Africa, adolescent girls and young women accounted for more than 77% of new diagnoses among young 
people aged 15–24 years2

• Cisgender adolescent girls, young women, and pregnant and lactating individuals are disproportionately vulnerable to HIV-1 
acquisition due to complex biological, social, and structural circumstances2–5

— Both groups have been historically excluded from participation in clinical trials, limiting their human right to benefit from 
scientific advances in research3–6

• Global advocacy, largely led by adolescent girls, young women, and pregnant and lactating individuals (including the 
PHASES Working Group, African Women Prevention Community Accountability Board’s HIV Prevention Choice Manifesto, 
and the Advocacy for Prevention of HIV and AIDS [APHA] Policy Statement on Support for Women’s Inclusion in HIV-Related 
Clinical Research), has resulted in the development of evidence-based recommendations for protecting these individuals 
through meaningful inclusion in HIV-1 research, rather than exclusion (Figures 1 & 2)

Figure 8. Reflections from Global Community Advisors on Inclusion of Pregnant and Lactating 
People and Adolescents

First to intentionally include pregnant and lactating people and adolescents
in a Phase 3 clinical trial
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“PURPOSE 1 targets 'girls and young
women', what better way to highlight 

inclusivity than include adolescents and
pregnant people!"

“Adolescents are the
future. Including
young people in

PURPOSE 1 shapes
HIV free generation.

It is possible."

“Pregnant women are at high risk of HIV, yet most 
studies/trials on HIV excluded them. AGYW are also 

at high risk of HIV with diverse SRH needs, in
reproductive age, possibility of becoming pregnant 
too. It's important to get for them HIV prevention 

options given the unequal power relations to 
negotiate for safer sex."

“It's important to include 
adolescents because they are
the biggest target market and
not only that we choose to be
pregnant at young ages, having
PURPOSE 1 include us means we 

are just as important.”

“Without the complete and explicit inclusion
of adolescents and pregnant people in every 

aspect of HIV prevention research like
PURPOSE 1, especially that which expands 

options and respects body autonomy, there is 
no end to the HIV epidemic. Period."

“PURPOSE 1 is a study focused on
inclusivity. To genuinely address 

inclusion, we must involve adolescents 
and pregnant people. HIV prevention is 
crucial for all, and we are committed to 

ensuring access for everyone." 

“Adolescents were always excluded because
they were either too young or too

‘complicated’. The decision-makers didn’t 
really know they could (didn’t want to 

really) trust adolescents to know, propose, 
and implement solutions to their problems -

but that only led to them being on the
receiving end.

The only way we can get adolescents to 
‘accept/use/own’ these methods, is if 

they’re part of the conversations/decisions
from the get-go!”
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Figure 4. Lenacapavir for PrEP: The PURPOSE studies
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Figure 7. Initiatives in the PURPOSE 1 trial as informed by the G-CAG

1. Inclusion

Inclusion of 
adolescents with 
tailored informed assent 
and consent process

2. Reproductive
choice

Reproductive choice of 
participants with 
no requirement for 
contraception (and
provided free of cost
for those who do not 
desire pregnancy)

3. Participation

Continued participation
of those who become 
pregnant and lactating
while on study after a 
reconsent process  

4. Support

Assessment, support,
and referral for 
intimate partner
violence and/or social 
harm from study 
participation

G-CAG, Global Community Advisory Group.


