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Patchwork of Prevention for Women: Oral PrEP and the Dapivirine Ring Dapivirine Ring Results—A Snapshot

Who gets what?

In the next 12 months, 
participants in the ring 
efficacy studies will get 
extended access to the ring 
via open-label studies. In 
three out of four of the 
countries where this is 
planned, PrEP is also rolling 
out for women—albeit in 
different districts or 
provinces. This means a lost 
opportunity to find out 
women’s preferences and to 
introduce multiple 
prevention concepts at the 
same time. Specifically, 
South Africa, Uganda and 
Zimbabwe are all offering 
PrEP and continuing 
open-label trials of the ring. 
All three are offering PrEP 
via the PEPFAR DREAMS 
initiative. South Africa has 
a range of other PrEP 
projects for women 
underway. Only Malawi, 
which is host to ring OLEs, 
is unlikely to have any  
PrEP programming in that 
same timeframe. It’s 
important to note that the 
PEPFAR DREAMS program is 
different from the planned 
DREAM open-label extension 
trial of the Ring.
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For now, the only PrEP access is via DREAMS-
supported PrEP demonstration projects in 18-24 
year-old female sex workers and other high-risk young 
women. Women in the ASPIRE trial will receive the 
dapivirine ring.

Malawi is the one country where follow-on work for the 
dapivirine ring is planned in the same districts where 
DREAMS is operating. There is the opportunity to 
investigate women’s preferences, but Malawi has no 
plans to implement PrEP for now.

DREAMS is providing support to expand PrEP access to 
sex workers, building on the ongoing SAPPH-Ire Study.

Rollout is starting with PrEP programs for sex workers, 
with a range of projects planned or underway both via 
DREAMS and other implementers.

   PrEP accessible sites

  HOPE sites where PrEP accessible

   HOPE sites without PrEP

   Potential DREAM OLE sites without PrEP  
(none where PrEP accessible)

  Efficacy trials

   Open-label extension 
studies

  Additional ring research

  Regulatory

  Related

Study The Ring Study (IPM 027)
International Partnership for Microbicides

ASPIRE (MTN-020)
Microbicide Trials Network

Study design and enrollment

Objectives Long-term safety and effectiveness Safety and effectiveness

Study design Double-blind randomized placebo controlled with 2:1 
randomization (active: placebo)

Double-blind randomized placebo controlled with 1:1 
randomization (active: placebo)

Enrollment Total: 1959 women, ages 18-45; Active arm: ~1300 Total: 2629 women, ages 18-45; Active arm: ~1325

Regulatory requirement 3000 women on dapivirine ring for at least 1 year follow-up; 1500 women on dapivirine ring for 2 year follow-up

Participant follow-up 2 years + 6 weeks following ring discontinuation Minimum 1 year + 4 weeks following ring discontinuation

Research sites 7 IPM research center partners in  
South Africa and Uganda

15 MTN research centers in
Malawi, South Africa, Uganda, Zimbabwe

Results

Overall results 31% effective, confidence interval 1-51 27% effective, confidence interval 1-46

Secondary analysis that excluded data from 2 sites with lower retention and adherence 37% effective, confidence interval 12-56

Results by age stratification (post hoc analysis)

Women over 21 years of age 37% effective, confidence interval 3.5-59 56% effective, confidence interval 31-71

Women 18-21 years of age No statistically significant effect No stastistically significant effect

HIV incidence

Overall 4.1% among women in active arm
6.1% among women in placebo arm

3.3% among women in active arm
4.5% among women in placebo arm

Safety and PK Studies (data to be used in regulatory submission)

DREAM (IPM OLE) No funding as of Q2 2016

HOPE (MTN-025)  (Approved March 2016, expected to start Q3 2016)

ASPIRE (MTN-020)

Additional data from efficacy trials and new research on women’s perspectives

Daily oral PrEP introduction including to young women in countries where ring is investigated

2015 2016 2017 2018 2019

2017 anticipated submission of 
a product dossier to European, US
and South African regulatory agencies

Approvals,  
WHO guidance?

Earliest 
Introduction

African 
country-level
submissions 
and approval 
processes

Results announced at CROI 2016


