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Background Methods

Pregnant women are considered high risk MTN-042/DELIVER was a Phase 3, open-label, multi-site, randomized
for HIV acquisition. Their inclusion in clinical  trial to assess the safety, adherence and acceptability of the dapivirine
research to advance prevention and vaginal ring (DVR) and oral tablet (FTC/TDF) used for HIV prevention

treatment options is important. during pregnancy.

_ _ Enrollment was in three successive cohorts beginning with late gestation:
We describe our experience, lessons and 36 0/7 weeks — 37 6/7 weeks (Cohort 1), 30 0/7 weeks — 35 6/7 weeks
strategies used to facilitate their enroliment. (Cohort 2), and 12 0/7 weeks — 29 6/7 weeks (Cohort 3). The site target
enrollments per cohort were 40, 40 and 75 participants, respectively. Key
stakeholder meetings were held to engage community and maternal
health personnel.

Recruitment was mainly at health facilities and communities where
women attended antenatal clinic (ANC) services.

Recruitment strategies included: intensive engagement of community and
health-based contact persons, engagement of community ultrasound
scan providers to refer pregnant people, referral of mothers by other
enrolled participants, DELIVER / B-PROTECTED HIV prevention study
educational video and male partner involvement which took precedence
over others.

Pregnant women should have an opportunity to participate in HIV prevention research

Results

Of 476 women prescreened for cohort 1, 68 were screened at the site  Fjgure 1 Number of Mothers Recruited
and 44 enrolled. 357 were prescreened in Cohort 2; 51 screened and
41 enrolled. In cohort 3, 350 were prescreened, 88 screened and 68
enrolled. See Figure 1 Challenges included: Male partner refusal,
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mothers who delayed ANC care, limited familiarity with the DVR and ” ::z >>7 350
oral PrEP. See Figure 2. % 200
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anticipated challenges in subsequent cohorts by using creative and 52
extensive prescreening that enabled faster recruitment in the last Cohort 1 Cohort 2 Cohort 3

cohort.
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Figure 2 Key Recruitment Challenges
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Despite the potential challenges of recruiting pregnant mothers o Male partner refusal
Into prevention trials; engagement between the research team,
health center staff and local communities to facilitate referral :
helps to meet the pressing need to expand the biomedical HIV @ Mothers who delayed ANC care
prevention evidence needed for this population. ]
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The study was designed and implemented by the Microbicide Trials Network (MTN). From 2006 until November 30, 2021, the MTN was part of the HIV/AIDS clinical trial network and was www.mtnstopshiv.org
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Mental Health, all components of the U.S. National Institutes of Health. The content is solely the responsibility of the authors and does not necessarily represent the official views of the
NIH. The dapivirine vaginal rings used in this study were developed and supplied by the International Partnership donated by Gilead Sciences. QHIVR4P 2024




	Slide Number 1

