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• BAT 24 coitally-related gel use
� Insert 1 gel up to 12 hours Before sex, 
� insert 1 gel as soon as possible within 

12 hours After sex, 
� no more than Two doses in 24 hours

HIVNET 012 nevirapine regimen CAPRISA 004 tenofovir gel regimen

asap
asap
72 
hrs

12 
hrs

Onset of 
labour

Delivery

CAPRISA 004 assessed the safety and CAPRISA 004 assessed the safety and 
effectiveness of tenofovir geleffectiveness of tenofovir gel



DoubleDouble--blinded, randomized placeboblinded, randomized placebo--
controlled proofcontrolled proof--ofof--concept trialconcept trial
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Tenofovir: 445 Placebo: 444

Enrolled Eligible: 889

Completed study: 422 Completed study: 421 
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Retention:
94.8%



Effectiveness of tenofovir gel in Effectiveness of tenofovir gel in 
preventing HIV infection preventing HIV infection 
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Tenofovir Placebo

# HIV infections 38 60

Women-years (# women) 680.6 (445) 660.7 (444)

HIV incidence
(per 100 women-years)

5.6 9.1

Incidence rate ratio: 0.61 (CI: 0.4 to 0.94); p = 0.017

39% lower HIV incidence in tenofovir gel group



Impact of adherence on Impact of adherence on 
effectiveness of tenofovir geleffectiveness of tenofovir gel
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# HIV N

HIV incidence

Effect
TFV Placebo

High adherers
(>80% gel adherence)

36 336 4.2 9.3 54% 

Intermediate adherers 
(50-80% adherence)

20 181 6.3 10.0 38%

Low adherers
(<50% gel adherence)

41 367 6.2 8.6 28%



HSV-2  status at enrolment and study exit 

At risk for HSV-2: 434At risk for HSV-2: 434

Tenofovir: 208Tenofovir: 208 Placebo: 226Placebo: 226

Completed study: 202Completed study: 202 Completed study: 224Completed study: 224

1 missing 
454 HSV-2 positive

1 missing 
454 HSV-2 positive

1 missing
1 equivocal 
exit result

1 missing
1 equivocal 
exit result

3 missing
3 equivocal 
exit results 

3 missing
3 equivocal 
exit results 

Enrolled in HIV trial: 889
(CAPRISA 004)

Enrolled in HIV trial: 889
(CAPRISA 004)



Tenofovir gel
n=202*

Placebo gel
n=224*

# HSV-2 infections  29 58

Women-years of follow-up 292.3 287.3

HSV-2 incidence per 100wy
(95% CI)

9.9
(6.6, 14.2)

20.2
(15.3, 26.1)

Impact of tenofovir gel on HSVImpact of tenofovir gel on HSV--2 incidence2 incidence

IRR = 0.49  (CI:0.30, 0.78); p = 0.003

51% protection against HSV-2 by tenofovir gel (CI: 22%-70%)

*Note: Excludes equivocal HSV-2 results at study exit



Summary of the findingsSummary of the findings
• Proof of concept that tenofovir gel can prevent HIV 

infection in women
� 50% less HIV after 1 year of tenofovir gel use (p=0.007) 
� 39% protection after 30 months of gel use (p=0.017)
� 54% effective in women using gel consistently (p=0.025)

• Proof of concept that tenofovir gel can prevent HSV-2 
infection in women
� 51% reduction in HSV-2 (p=0.003)

• Safety
� No substantive safety concerns
� No tenofovir resistance identified
� No evidence of behavioral disinhibition
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Comparison of HIV effectiveness: Comparison of HIV effectiveness: 
HIVNET 012 and CAPRISA 004HIVNET 012 and CAPRISA 004

Efficacy

Study

PMTCT - HIVNET 01241

Tenofovir gel – high adherence54

Tenofovir gel – low adherence28

Tenofovir gel - CAP 00439
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CAPRISA 004 tenofovir gel

HIVNET 012 - nevirapine

asap
72 hrs

12 hrs

asap

Tenofovir gel – medium adherence38



Conclusions
1. Women, and young women in particular, bear the brunt 

of the HIV epidemic in Africa 

2. Tenofovir gel potentially adds a new approach to HIV 
prevention as the first that can be used and controlled 
by women. It could help empower women to take 
control of their own risk of HIV infection.

3. The CAPRISA 004 study is the first step - additional 
studies are urgently needed to confirm and extend the 
findings of the CAPRISA 004 trial

4. Once confirmed and implemented, tenofovir gel has the 
potential to alter the HIV epidemic. It is estimated that 
this gel could prevent 1.3 million new HIV infections 
and over 800,000 deaths in South Africa alone.
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