
International Medical Advisory Panel (IMAP) comments on Microbicide Gel (CAPRISA) trial results- July 2010
IMAP has noted the recently released results of the CAPRISA 004 trial conducted by the University of KwaZulu-Natal Durban, South Africa. The results of the safety and effectiveness study revealed that the use of a microbicide containing tenofovir reduced the risk of HIV infections among women by 39 percent over the two and a half years of follow up. Additionally, tenofovir gel provided a 51 percent protective effect against the acquisition of the herpes simplex virus (HSV-2) among trial participants. This is the first evidence ever to show that tenofovir - an anti-retroviral drug containing microbicide - could provide some protection from the virus for women. The next step is to see if the other on-going studies confirm these results. 
The trial was a Phase IIb, double-blind, randomised, placebo-controlled study. A total of 889 sexually active HIV-negative women aged 18 to 40 were enrolled into the study. Approximately half of the participants were given vaginal applicators with tenofovir gel, while the other half received a similar applicator with a placebo gel. Before beginning the trial all participants in the trial were instructed to insert one dose up to 12 hours before having vaginal sex and a second dose no later than 12 hours after sex. All participants were provided with HIV risk-reduction counselling, condoms and treatment for sexually transmitted infection, and all were clinically examined for potential side effects.
At the end of the 30-month trial period, 60 of the 444 women who had received the placebo/inactive gel were infected with HIV compared to 38 of the 445 women who used the tenofovir gel, reflecting a decline of 39 percent of the HIV infection rate.
Since HSV-2 infections enhance the spread of HIV infections, the prevention of HSV-2 infection could potentially have an indirect effect on the prevention of HIV infections. After adjusting for HSV-2 infections, the effect of tenofovir gel on HIV infection did not change significantly. This demonstrates that the effects of tenofovir gel on HIV infections and HSV-2 infections were separate, and independent of each other
IMAP congratulates the research team on this achievement, but recommends that the results should be interpreted with caution, since no single measure is as yet sufficient to protect against HIV transmission.  Moreover, we should keep in mind that correct and consistent use of the male latex condom has been proved the most effective method to prevent HIV acquisition, with the female condom providing some level of protection. In addition, condoms (male and female) prevent unwanted pregnancy (dual protection). Further research is still needed to confirm the potential use of tenofovir or other ARV-based microbicides for HIV prevention and more time will be needed for the development an distribution of a dedicated, effective microbicide. 

Click here to read more about other IMAP recommendations on other sexual and reproductive health issues.
