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Important and Encouraging Results from HPTN 035 Clinical Trial Mark Significant Progress in Microbicide Development

The Alliance for Microbicide Development is proud and pleased to applaud today’s announcement of final results from the Phase 2/2B clinical trial of BufferGel and PRO2000 (0.5%), two vaginal gels tested for their safety and effectiveness in preventing HIV transmission to women during sex. The announcement comes from the Microbicide Trials Network (MTN), a global collaboration supported by the US National Institutes of Health.

Findings from this four-year study (“HPTN 035”) in Malawi, South Africa, the United States, Zambia, and Zimbabwe, show that both products are safe as tested. Most importantly, the trial indicated that PRO 2000 reduced the risk of HIV infection by 30 percent. While this finding was not statistically significant (approximately 33 percent effectiveness would have been considered statistically significant), it is very encouraging and is further corroborated by analysis of various subgroups of women within the study. Unfortunately, while BufferGel was also safe, it showed no detectable protective effect against HIV. Neither product showed protection against any other sexually-transmitted infection.

HPTN 035 was a well-designed, well-executed study that answered the scientific questions it was designed to answer. It successfully enrolled 3,099 women, 94% of whom remained in the study for an average of 20 months. These trial participants reported regular use of the study gels (81 percent of sex acts) and 99 percent said they would use them if approved for HIV prevention. Another result that supports the potential for the eventual safe introduction of microbicides is that the women in the trial did not change their HIV risk behavior when using gel products.
In addition to safety, HPTN 035 was designed to determine whether the study products showed sufficient promise for further testing. Additional clinical data are now needed to conclusively determine that promise. Fortunately, another clinical study of PRO 2000, also 0.5 percent concentration, is being conducted by the United Kingdom’s Medical Research Council and could provide further insight into the effectiveness of PRO 2000. This trial, under the direction of the Microbicides Development Programme, a partnership of African and European researchers, is under way in South Africa, Tanzania, Uganda, and Zambia, and is set to conclude in late 2009.

 

After disappointing results from several previous microbicide trials, these results should be especially heartening both to microbicide scientists and product developers and to the millions of women everywhere who find themselves powerless in the face of HIV. The trial results confirm the basic premise of vaginal microbicide science: that a product designed specifically for women to apply vaginally could help protect them from HIV infection.

The most critical message from the HPTN 035 results is their confirmation of the value of pursuing with even greater vigor the preclinical and human clinical research on the “next generations” of promising candidate microbicides. The need for microbicides persists: globally, 15.4 million women are living with HIV, in sub-Saharan Africa, women represent nearly 60 percent of adults living with HIV, and most women everywhere acquire HIV infection through sexual intercourse with an HIV-infected male partner. Women continue to need an HIV prevention method they can initiate and the “toolbox” for HIV prevention must contain many options to deal with a wily and persistent disease.

The Alliance raises its voice in enthusiastic applause for the HPTN 035 sponsors, trial designers, researchers, staff, advocates, host country leaders, and the study participants for their hard work, competence, dedication, and generosity of time and spirit. They have taught us much and we owe them a great deal.

For more information on the BufferGel and PRO2000 trial, visit: http://www.mtnstopshiv.org/. 
