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Leading advocates call microbicide trial “trail-blazing” despite disappointing results
Microbicide advocates from three major non-governmental organizations hailed the completion of the first large-scale effectiveness microbicide trial as historic, despite the fact that the study showed the product does not protect women against HIV. Today, the Population Council, an international non-profit research institution, posted results on their Phase 3 trial of Carraguard, a microbicide candidate developed as an odorless, clear gel made from carrageenan, a derivative of seaweed.

Microbicides are being developed as a female-initiated method for reducing male-to-female transmission of HIV, and possibly other sexually transmitted infections (STI) when used during sex. A microbicide would mostly likely be formulated as a vaginal gel, cream, foam, or ring.  

The Population Council tested Carraguard’s effectiveness in a study conducted between 2004-2007 that enrolled 6,202 women participants in South Africa. Trial results showed that the product was safe and acceptable to women, but did not reduce their risk of acquiring HIV.

Lori Heise of the Global Campaign for Microbicides said, “Finishing this trial is a milestone in the realization of a dream that began 15 years ago – a dream that is still unfinished.” In the early 1990s, Heise co-convened a group of women’s health advocates that worked to influence the Population Council’s nascent microbicide program. “The demand for microbicides was first articulated by women,” she observed, “and that hasn’t changed. The need for female-initiated prevention methods has only become more urgent as the epidemic continues to impact women disproportionately.”

Ntokozo Madlala of the South African-based Gender AIDS Forum acknowledged her disappointment at the Carraguard results. “Here in South Africa, we were especially hopeful that the gel would be effective. Thousands of women in our country volunteered to test the product because of this hope.” According to the researchers, the trial provided women access to state-of-the-art prevention services, including risk reduction counseling, testing and treatment for sexually transmitted infections, and free condoms. “We know that STI rates went down and condom use went up among women in the trial, so at least they reduced their risk of HIV infection that way,” Madlala observed.
Manju Chatani of the African Microbicides Advocacy Group echoed profound disappointment at the news.  “At AMAG, we have waited anxiously and patiently for the Carraguard results, hoping for the best. The news is depressing but we are heartened by the transparency with which the researchers are communicating with trial participants and with African stakeholders. We are also grateful to the thousands of microbicide trial volunteers in Africa and elsewhere whose contribution and commitment are making this research possible.  Most microbicide trial volunteers will tell you that they joined the study to help find something that might safeguard or help their daughters, sisters and all the women in their lives.  As a pan-African coalition of civil society microbicide advocates, we are now all the more challenged to move on with the fight and do all we can to make an effective microbicide happen,” Chatani concluded.  

Lori Heise of the Global Campaign for Microbicides pointed out that twelve other candidate microbicides are currently in human trials. “A next generation of products now entering the research pipeline may have an even greater chance of success,” she observed. “Much has been learned in the last 14 years about the mechanics of sexual transmission – how the virus attaches and infects cells.  This new knowledge is already being incorporated in new HIV-specific approaches to stopping the virus; approaches that did not exist at the time the Carraguard trials commenced.”

“New drug development is always a long term struggle and typically hundreds of product leads fail for every one that succeeds,” she continued.  “But discouragement is a luxury we can’t afford. In South Africa alone, one thousand people are dying of AIDS every day – many of them young women.”  
“Our responsibility now,” Heise concluded, “is to learn as much as possible from this trial to inform and guide future research.  What can we take from this experience to improve future trials, to better predict efficacy and to understand how best to partner with communities and improve the standard of care offered to participants?”
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The African Microbicides Advocacy Group (AMAG) is a coalition of microbicide advocates from organisations and institutions based and/or working in various African countries. 

www.global-campaign.org/amag.htm Contact: Manju Chatani, + 233 (21) 256270;  

cell: +233-24-4503026; manju_chatani@yahoo.co.uk.

Gender AIDS Forum (GAF) is a Durban-based NGO where activists are working to challenge women’s vulnerability to HIV and AIDS. We work in solidarity with women and other marginalized groups to advocate for gender justice.  www.gaf.org.za   Contact: Fiona Scorgie, Gender AIDS Forum, + 27 31 307 1253, cell: +27 82 533 9645; fiona@gaf.org.za  
Global Campaign for Microbicides is an international movement of activists, citizens and not for profit organizations dedicated to accelerating access to new HIV prevention tools, especially for women. www.global-campaign.org  Contact: Anna Forbes, Global Campaign for Microbicides, + 1 202 454 5014, Cell: +1 610-662-1261, asforbes@path.

