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• 2499 MSM and Trans Women
• 11 sites, 6 countries, 4 continents
• Randomized 1:1 
• Daily Oral FTC/TDF vs Placebo
• Followed Monthly on Drug for:

- HIV seroconversion
- Adverse Events (especially renal & liver)
- Metabolic Effects (Bone, Fat, Lipids)
- HBV Flares among HBsAg+
- Risk Behavior & STIs
- Adherence
- If infected

‣Drug Resistance
‣Viral load
‣ Immune responses & CD4 Count

- 2124 person years observed on FTC/TDF

The iPrEx Study
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Genotypic Resistance

HIV Status at Enrollment

Infected Uninfected

Placebo
N=8

FTC/TDF
N=2

Placebo
N=83

FTC/TDF
N=48

65R 0 (0%) 0 (0%) 0 (0%) 0 (0%)

70E 0 (0%) 0 (0%) 0 (0%) 0 (0%)

184I 0 (0%) 1 (50%) 0 (0%) 0 (0%)

184V 1 (13%) 1 (50%) 0 (0%) 0 (0%)

TDF Resistance 0 (0%) 0 (0%) 0 (0%) 0 (0%)

FTC Resistance 1 (13%) 2 (100%) 0 (0%) 0 (0%)

Drug Resistance –
Clinical Genotyping Assays (TruGene)

Grant et al, CROI 2011



HIV Resistance –
Minor Variant Assays

• Emergent HIV infections (91 samples tested)
 No drug resistance in participants on FTC/TDF
 2 with minor variant drug resistance on placebo  

(1 to tenofovir, 1 to emtricitabine)
• HIV infections already present at enrollment

 2 cases of emtricitabine resistance
 Resistance dropped to undetectable levels within 6 months 

after stopping PrEP

Liegler et al, CROI 2011



Unprotected Receptive Anal Intercourse

p=0.30

Grant et al, IAS, Rome, 2011



Those who believed they were taking FTC/TDF

p=0.44

Unprotected Receptive Anal Intercourse

N Engl J Med Letters 2011; 364:1372-1375 



Condom Use

New England Journal of Medicine, online Nov 23, 2010



Acute HIV Infections

p=0.004 for Placebo
p=0.002 for FTC/TDF

Tests with 
RNA Ab-,RNA+ Prevalence Fold Change

(95% CI)

Enrollment 2,499 10 0.4% Ref

Follow-up: 
Placebo 11,322 12 0.1% -3.8 

(-1.5 to -9.5)

Follow-up: 
FTC/TDF 11,407 7 0.06% -6.5 

(-2.2 to -20.2)

Grant et al, IAS, Rome, 2011
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