Centering Community Leadership with PURPOSE: Inclusion of TUPEC210
Adolescents, Cisgender Women, and Pregnant and Lactating
Individuals in a Phase 3 Clinical Trial Evaluating Lenacapavir

and Emtricitabine/Tenofovir Alafenamide for PrEP

Danielle M Campbell’, Yvette Raphael?, Sarah Mkhabela?, Saidy Brown?, Nandisile Sikwana*, Nombeko Cynthia Mpongo°>, Stephen Mugamba®, Alexander Kintu’,
Moupali Das’, Lillian Mworeko?, Dazon Dixon Diallo®, Ntando Yola®’, and PURPOSE 1 G-CAG Copies of this poster

obtained through QR (Quick

Division of Infectious Diseases and Global Public Health, Department of Medicine, School of Medicine, University of California, San Diego; School of Public Health, San Diego State University, San Diego, CA, USA; Division of Preventive and Social Medicine, Ress:::: L?: %‘:rpt:::olfg

School of Medicine, Charles R. Drew University of Medicine and Science, CA, Los Angeles, USA. 2Advocacy for Prevention of HIV and AIDS (APHA), South Africa. 3*Global Network of Young People Living with HIV (Y+), South Africa. ‘AIDS Vaccine Advocacy use only and may not be
Coalition (AVAC), Johannesburg, South Africa. °Desmond Tutu HIV Centre, University of Cape Town, South Africa. °“Makerere University Walter Reed Project (MUWRP), Uganda. Gilead Sciences, Inc., Foster City, CA, USA. éInternational Community of Women reproduced without written
Living with HIV Eastern Africa (ICWEA), Uganda. ®*SisterLove, Inc. Atlanta, GA, USA. permission of the authors.

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
* Inthe 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

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

* In 2022, approximately 1.3 million people globally became newly diagnosed with HIV-1, with women and girls accounting for  The G-CAG comprises people who may benefit from PrEP, cisgender adolescent girls, young women, pregnant and lactating

46% of all new diagn?§es1’2 | f o of _ individuals, and the advocates who represent them
— In sub-Saharan Africa, adolescent girls and young women accounted for more than 77% of new diagnoses among young - The G-CAG, guided by clear terms of reference and workplans, ensured community representation from the trial

people aged 15-24 years? 9 . o . . .
« Cisgender adolescent girls, young women, and pregnant and lactating individuals are disproportionately vulnerable to HIV-1 cgnqeptuahzahon, |ncll_Jd|ng reviewing and advising on study design and protocol development, through supporting
trial implementation (Figures 5 & 6)

acquisition due to complex biological, social, and structural circumstances??
— Both groups have been historically excluded from participation in clinical trials, limiting their human right to benefit from
scientific advances in research®®°
« Global advocacy, largely led by adolescent girls, young women, and pregnant and lactating individuals (including the
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Recommendations from the PURPOSE 1 G-CAG

The PURPOSE Pillars of Health Equity + 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)

« 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
Person-centric Figure 7. Initiatives in the PURPOSE 1 trial as informed by the G-CAG
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