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HIV Prevention For Sexual Transmission
With Efficacy Demonstrated in RCT
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Grosskurth 2000, Auvert 2005, Gray 2007, Bailey 2007, Rerks-Ngarm 2009, Abdool Karim 2010. 



HIV Prevention Methods 
With Demonstrated Efficacy in MSM

None



MSM Have 19.3 Higher Odds of HIV Infection

Baral S, Plos Med 2007



Why 
Tenofovir
and/or

Emtricitabine?



Monkey Studies at CDC
Repeated Rectal SHIV Exposure

Subbarao ‘06; Garcia‐Lerma ’08; 
See also, Tsai ‘95; Van Rompay ‘99 ‘00 ‘01 ‘04;



• Daily oral TDF vs Placebo
• 936 Women, 428 person years
• No Excess Adverse Events

• Including in 23 with HBsAg+
• A trend toward efficacy

• 8 seroconversions (2 TDF: 6 Placebo; P=0.34)
• 2 seroconversions after 1 and 2 months of TDF

2007



CDC US MSM Study

• 400 MSM in United States TDF Placebo

• Cr Increase > 0.5mg/dL  1.1% 3.2%

• Grade 3 or 5 hypophos 0% 2.6%

• Any Grade 3 or 4 AE 10% 9.0%

• 5% loss of BMD 8%  3%*

• HIV infections 0 3
– +3 in deferred arm

*P=0.21Grohskopf et al, Vienna 2010

















• MSM
• Randomized 1:1 Daily Oral PREP
• FTC/TDF vs Placebo
• Followed 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

The iPrEx Study



























































Next Steps

• Open Label Extension of iPrEx

• Demonstration Projects to Evaluate
– feasibility in VCT and STI centers

– feasibility of every 12 week visits

– Impact on testing behavior

– Impact on treatment linkages

– Impact on stigma



Efficacy (90%-20%)
HIV Incidence (0.3-2.0)

Cost Factor (.1 - 1.0)
HIV Testing (1 to 5 yr)

Cohort Age (30-34)
PrEP Toxicity

ART Efficacy (100-85%)
Resistance (0-100%)



Factors Favoring Cost Effective 
Implementation

• Activity in young MSM

• No Serious Toxicity

• Lab Monitoring Minimal
– Creatinine every 12 weeks

– HIV testing (frequency to be determined)

• High‐level protection among those who 
took tablets enough to achieve drug levels

• Synergies with behavioral approaches



Factors not Favoring Cost 
Effectiveness

• High Prices in Some Settings
• Efficacy 47% on ITT Basis

– Approximately half continued to receive 
pills but did not take enough to obtain a 
drug level

– Unclear whether this will occur in the 
absence of a placebo and visit incentives

• Daily dosing
– Non‐daily may be non‐inferior






