HPTN 067/ADAPT Cape Town: A comparison of daily and nondaily

S R PrEP dosing in African women.

Linda-Gail Bekker!; James Hughes?; Rivet Amico#; Surita Roux?3; Craig Hendrix®; Peter L. Anderson®; Bonnie Dye’; Vanessa Elharrar®; Michael J. Stirratt?; Robert Grant!©

!Dept of Medicine and Institute of Infectious Disease and Molecular Medicine, Cape Town, South Africa; 2HIV Prevention Trials Network, Seattle, WA, US; 3The Desmond Tutu HIV Centre, Cape Town, South Africa; “University of Michigan, Ann Arbor, MI, US; ®Johns Hopkins University, Baltimore, MD, US; SUniversity of Colorado, Aurora, CO, US; “FHI 360, Durham, NC, US; 8PSP/DAIDS/NIAID/NIH, Bethesda, MD, US;
9Center for Mental Health Research on AIDS, Bethesda, MD, US; University of California, San Francisco, CA, US

METHODS RESULTS

BACKGROUND

HIV pre-exposure chemoprophylaxis (PrEP) is becoming a After 6 weeks of directly observed dosing (DOT) to estimate Randomization at 6 weeks Daily (D) Time- Event- p-value*
standard of prevention care in many countries; however steady state drug levels, participants were randomly Driven (T) | Driven (E)
concerns about costs and side effects can limit uptake. The assigned to one of three unblinded PrEP dosing regimens _
HPTN 067/ADAPT trial, a Phase I, randomized, open-label for 24 weeks of self-administered dosing as follows: N 60 29 60 Not applicable
clinical trial of oral emtricitabine/tenofovir disoproxil Dail . —
. = y (D) Median age 25 26 25 Not significant
fumarate (FTC/'_I'DF) PrEP, included a cohort of. South . Twice weekly with a post-intercourse boost (T), or
African women in Cape Town. The study investigated . Event-driven, before and after intercourse (E). HIV seroconversions 1 2 2 Not significant
whether a nondaily versus daily regimen of FTC/TDF, _
resulted in equivalent prophylactic coverage of sex events, Pills were dispensed from an electronic dispensing Wisepill Total pills used ram 2890 2002 <0.001
EeSE SN EERS B EI S Ty device that recorded each opening (Fig 2). Total pills required for sexual event coverage 9758 3829 2205 <0.001
conducted at the Emavundleni Centre, Cape Town (Fig 1). Participants were contacted weekly by phone or in person
to review Wisepill data and sex events. Total % adherence 76 65 53 <0.001
Flesimel ane [PEWG vizie collseiee e Enelzee o % Detectable “as expecited” (all daily, all ime driven, and those reporfing sexin | 93.4.67.9 | 842,564 | 78.4.53.1 | 0.061
tenofovir (TFV) and FTC and their active metabolites at 10
and 30 weeks the last 7 days for event arm): 10; 30 weeks
Coverage was defined as >1 pill taken in the 4 days before % Detectable when reporting sex in last 7 days: 10; 30 weeks 92.5;79.3 87.0;625 [784;531 [0.018
and >1 pill taken in the 24 hours after sexual intercourse.
pills taken for each regimen. those reporting sex in the last 7 days for event arm): 10; 30 weeks

% = 9.1 fmol/10° cells in PBMC when reporting sex in last 7 days: 10; 30 weeks | 80.5; 65.5 52.2;45.8 94.1; 32.3 0.003

AL Emeimelen Cenie, G Fig 2 Wisepill Device Total sex events reported over full study 1954 1078 1533 0.002
RESULTS % Total events fully covered 75 56 52 <0.001
% Total events partly covered (pre only; post only) 22 (21;1) 39 (30; 9) 41 (33; 8) <0.001
Of 191 women enrolled in the DOT phase, 179 were Fig 3
randomized to the self-administered phase (Fig 3). pou % Total events not covered 3 6 4 Not applicable
. - 0 screened 103 not e_nrolled* .
MIECIEN ElER WES 219 WEES (g2 ke, B0 tEe v+t oo Any headache, dizziness, lightheadedness (%/visi) 108 55 8.0 0.085
unmarried and 83% unemployed. Lab abnormalit 312.9%
« PrEP coverage differed by arm as shown in Table 1 Otrer medcaiment zzgzzf Any GIT related symptoms (%/visit) 9.6 75 45 0.106
- Fewer pills were required in T and E compared with D. Witdiow consent 11%
 Side effects were uncommon in D, and less frequent in T enroled O o . [7 P value comparing 3 arms Table 1
and E. Ezn;] Tr;?)?ddomizw 2/16.7%
« Adherence to the assigned regimen was greater in D Pregnant U5 3% CONCLUSION
compared with T and E (P<0.001); adherence to post- oner /3.9%
intercourse dosing in the nondaily arms was low. randomized o o _ _
« When sex was reported in the prior week, both plasma  The majority of women in this study took oral PrEP when made available in an open-label study.
TPV (consistent with 21 pill in prior week) and PBMC | « Daily dosing resulted in better coverage of sex acts and adherence, and higher drug levels.
TFV diphosphate (consistent with >2 pills in prior week) _ _ _ _ _ _ _
were detected in more women in D at weeks 10 and 30, o . v en  Daily dosing may foster better habit formation and provide the most forgiveness for missed doses at
compared with T and E (p < 0.05). o o observed adherence levels.

« HIV seroconversions were not significantly different by
arm.

« These findings support current recommendations for daily use of oral FTC/TDF PrEP in women.
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