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What is iPrEx? 

•  iPrEx investigated whether antiretroviral drugs 
could help prevent new HIV infections occurring 
amongst high-risk HIV-negative individuals 

•  HIV-negative men or transgender women were 
invited to participate. 2499 people were recruited 

•  The study was a randomised controlled trial. Study 
participants were randomly allocated to receive: 
–  Emtricitabine + tenofovir (FTC+TDF) in one tablet once 

daily OR 

–  Placebo once daily 

Grant et al; NEJM; 2010; 363(27); 2587-99 



What adherence support was provided? 

•  At each 4-weekly study visit, participants received 
counselling encouraging daily pill use.  

•  Sites offered adherence aids such as pill cases, 
alarm clocks, cell phone alarms and calendars 

•  One way in which study investigators investigated 
adherence was by asking participants to report how 
many doses of the medication they had taken (‘self 
reported adherence’) 



What type of people were included? 

FTC+TDF Placebo 
N 1251 1248 
Age group (years) 18-24 47% 53% 

25-29 22% 19% 
30-39 20% 18% 
>=40 11% 10% 

Race/ethnicity Hispanic 72% 73% 
Non-Hispanic 28% 27% 

City of residence Peru 56% 56% 
Ecuador 12% 12% 
Brazil 15% 15% 
USA 9% 10% 
Thailand 5% 5% 
South Africa 4% 3% 



What type of people were included? 

FTC+TDF Placebo 
N 1251 1248 
Number partners in past 12 weeks Mean (SD) 18 (35) 18 (43) 
Unprotected receptive anal intercourse 
in past 12 weeks 

Yes 59% 60% 

Unprotected anal intercourse with 
partner of positive or unknown HIV 
status in past 6 months 

Yes 79% 81% 

Transactional sex in past 6 months Yes 41% 41% 
Known partner with HIV in past 6 
months 

Yes 2% 3% 

Syphilis at screening Yes 13% 13% 
Herpes simplex virus 2 Yes 37% 35% 



What were the main results? 

•  There were more new infections in the placebo 
group (n=64) than in the FTC+TDF group (n=36) 
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Adherence in those who became HIV+ 

•  Those who became HIV positive during the study: 
–  25% reported taking <88% of their medication 
–  21% did not know how many pills were missed 
–  5% were not taking any treatment 
–  However, >50% reported taking all drug doses 

•  The whole study population: 
–  On average, individuals reported taking 95% of their 

medication 

•  “Participants who took the study drug on 50% or more of 
days (as measured by pill count, dispensation and self-
report) experienced 50% fewer HIV infections” 



Drug levels in those who became HIV+ 

•  The investigators carried out a further analysis of 
those who were randomised to the TDF+FTC group 

•  33 of the 36 individuals who became HIV positive 
had their blood sample analysed to investigate how 
much drug in their blood could be detected 

•  They were compared to 35 individuals who also 
received TDF+FTC but who remained HIV-negative 



Drug levels in those who became HIV+ 

•  Those who became HIV-positive during the study were 
less likely to have detectable drug levels in their blood.  

•  Similar results were obtained from hair samples 



Summary 

•  iPrEX was designed to investigate the role of 
antiretrovirals in preventing new HIV infections 
occurring in high risk populations 

•  Use of TDF+FTC led to significantly lower rates of 
new HIV infections compared to placebo 

•  Self-reported adherence and drug levels in the 
blood were lower in those who became HIV positive 
compared to those who remained HIV negative 

•  Therefore adherence may be an important 
contributory factor to ongoing transmission 


