
Interim doravirine safety results from a pilot switch study for 
women of childbearing potential (WCBP) in South Africa
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Median weight gain from baseline to week 24 (n = 95) was 2 kg
(IQR 0-5.4) in 82% of patients (95% CI: 74, 88). Of these, there
was 3.2 kg weight gain (SD 4.4) in the efavirenz group and 1.4 kg
(SD 3.7) in the dolutegravir group. Viral suppression at week 24
(n = 95): 92% HIV-1 RNA <50 copies/mL; 7% RNA 50-1000
copies/mL, 1% RNA >1000 copies/mL (at week 48 [n = 40]:
95%,3%,2% respectively). One patient developed doravirine
resistance due to poor adherence. One pregnancy occurred, with
good foetal outcomes.
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Women comprise almost half of those living with HIV globally,
yet fewer antiretroviral treatment (ART) options are available to
them particularly in low- and middle-income countries.
Doravirine is a non-nucleoside reverse transcriptase inhibitor and
a potential alternative for women who do not tolerate either
efavirenz- or dolutegravir-based ART ¹¯².

Background

A pilot open label, single-arm, single center, phase 3, switch
study, recruited 100 HIV-positive ART-experienced women in
South Africa, to evaluate viral suppression, tolerability, overall
safety, and efficacy of DOR/3TC/TDF.
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Figure 1: . Proportion of participants and HIV-1 RNA efficacy outcomes by visit

Figure 2: Mean changes in weight and body mass over study visits

Doravirine based regimes are an effective, tolerable alternative
first line treatment in WCBP, with improved lipid profile,
although potential long-term weight gain needs to be further
investigated.
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In a 24-week interim analysis, participants had: a mean age of 34
(IQR 22 - 49), 100 African black females and 32% unemployed.
Pre study, 54% were on efavirenz and 47% on dolutegravir-based
ART, with baseline virological suppression (VL<50) at screening.
No serious adverse events (AE’s) were reported, with 16% of AE’s
possibly related to doravirine (97% of AE’s were Grade 1), there
were no clinically significant neuropsychiatric outcomes.
Statistically significant decreases in lipid panel from baseline to
week 24 (n = 94) include: Cholesterol -0.50 (IQR -0.60 to -0.39)
p<0.001; Triglycerides -0.15 (-0.23 to -0.07) p<0.001; LDL -0.18 (-
0.27 to -0.09) p<0.001; HDL -0.25 (-0.31 to -0.19) p<0.001.
Glucose changes not significant.
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