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VESTED
Purpose: To compare the virologic efficacy and safety of 

three antiretroviral regimens for HIV-1-infected 
pregnant women and to compare the safety of 
these regimens for their infants

Design: Phase III, three-arm, randomized, open-label 
study

Population: HIV-1-infected pregnant women initiating 
antiretroviral therapy at   14-28 weeks gestation 
and their infants

Sample Size: 549 mother-infant pairs                 
(approximately 183 per arm)
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VESTED Study Design
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Primary Objectives

To determine the following among HIV-1-infected pregnant women 
and their infants: 

• Whether treatment initiated during pregnancy with a DTG-
containing regimen is superior to EFV/FTC/TDF with regard to 
virologic efficacy (HIV-1 RNA <200 copies/mL) at delivery

• Whether rates of the following safety outcomes differ for any 
pairwise regimen comparison

– Adverse pregnancy outcomes (spontaneous abortion, fetal death, 
preterm delivery, or small for gestational age) 

–Maternal grade 3 or higher adverse events through 50 weeks 
postpartum

– Infant grade 3 or higher adverse events through 50 weeks 
postpartum

#



Adherence Support
• Adherence counseling throughout the study period

– Consistent with local standards of care and site SOPs

– Client-centered, tailored as needed to the information, skills 
building, supportive of needs of each mother

– Two-tiered: routine counseling, with additional client-centered 
counseling in instances of adherence challenges, virologic failure 
(to help identify and overcome barriers, and identify and support 
facilitators of adherence)

– Results of HIV-1 viral load may be used to guide feedback to 
mothers and associated adherence counseling
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Adherence-Related Scientific 
Objective

The exploratory objective:

Assess adherence to maternal ART regimens in the 
antenatal and postnatal periods and describe barriers 

and facilitators of adherence during these periods
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Adherence-Related Assessments
• Virologic suppression

- HIV-1 RNA at entry, 4, 8, 12 and every 12 weeks thereafter until delivery
- HIV-1 RNA at delivery and at 14, 26, 38, 50 weeks postpartum

• Self report, with routine adherence questionnaire at every study visit 
- 3-item measure (Wilson et al, AIDS and Behavior 2014 and 2016) plus visual 
analogue scale
- Administered by individual who does not prescribe study ARVs; results not 
used in adherence support

• Assessment of barriers and facilitators (weeks 8 on study and 38 postpartum)
- Also administered by individual who does not prescribe study ARVs

• Questionnaire regarding participant experience of adherence support provided 
(or not) at their study clinic (final/week 50 visit, questions not yet finalized)

• Hair ARV levels
- One time, at delivery (mother)/ birth (infant)
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Routine Adherence Assessment
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Routine Adherence Assessment
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