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Information for Advocates on the

    Carraguard trial results and their significance

The Global Campaign for Microbicides (GCM), African Microbicides Advocacy Group (AMAG) and Gender AIDS Forum (GAF) present this summary of what the Carraguard trial results mean to advocates for women-initiated HIV prevention. It is available at:  http://www.global-campaign.org/carraguard.htm
The Carraguard trial provided no evidence of a protective effect and no evidence of harm.
1. Data from this Phase 3 trial showed that Carraguard is not effective as a microbicide.  There was no significant difference in the rate of HIV sero-conversion among the women who used the experimental product and those who used the comparator gel.  The results also indicated that the product was safe to use and not harmful to women in any way.  

2. The Carraguard trial did, however, make history!  

a) Carraguard was the first new microbicide candidate to enter clinical trials (in 1996) and the first to complete a Phase 3 trial. Other Phase 3 trials were stopped early for various reasons.  These large-scale trials rely on participants to use the product consistently over a long period of time. Over 6,000 women participated in the Carraguard trial for up to two years, proving that such trials can be done with scientific rigor and ethical integrity.   

b) This trial set an early standard for inclusion of community voices in research design and implementation.  The first microbicides advocacy coalition, WHAM (the Women's Health Advocates on Microbicides) was formed in 1993, to help in the planning of this first trial. Comprised of advocates from 10 countries on five continents, WHAM gave civil society input into Carraguard’s trial design and implementation. WHAM disbanded in 1997 to become GCM, a global coalition for the expanding field. AMAG, GAF and many others have since joined in the civil society effort that shapes microbicide research. 
3. Microbicide trials would be impossible without the incredible dedication of the researchers, trial staff, funders and, above all, the participants.  We deeply honour their commitment.  

4. Microbicide trials help to save women’s lives in two ways: (1) by advancing the search for new HIV prevention tools and (2) by bringing health services to trial communities, including the trial volunteers, their partners and those who are screened but do not enrol in the trials. 
5. Three more candidate products are now in Phase 2B/3 trials that will produce results soon.  These are PRO 2000 and BufferGel (two “early generation” candidates) and an anti-retroviral (ARV)-based “next generation” candidate, a 1% tenofovir gel. 
As advocates, we have important work ahead:

· Clinical trials are the safest and most reliable way to develop new prevention tools. Without thorough lab and clinical testing, products cannot be determined to be both safe and effective. We must demand enough funding to move the clinical trials pipeline forward efficiently, and adequately support the essential social science research and community involvement work that must proceed in parallel with clinical research.
· The pipeline now contains many HIV-specific candidates. Non-specific products like Carraguard target a broad range of viral and bacterial pathogens, but ARV-based candidates only target HIV.  Thus, they have higher potential efficacy than the non-specific candidates but they also raise some new safety concerns.  Drug resistance is a big challenge in ARV-based HIV treatment. Researchers are exploring whether it will also be a risk in microbicides (if used by positive women who do not know their HIV status). There are exciting possibilities ahead for the development of ARV-based and combination candidates.  Non-specific candidates also continue to be a high priority for women living with HIV and their partners.
· We face crucial questions about making the most strategic use of scarce financial resources and wavering political support. As advocates, we must insist that civil society groups are represented in the decision-making bodies that determine which trials proceed, where and how they are conducted. These decisions require not only clinical and scientific expertise but also insight into political realities, human behaviour, and community-level capacity and expectations. Including civil society representatives in this process not only improves the decisions that are made, but also the credibility of the decision-making process, itself, and that of the field.

· Developing new tools to prevent HIV– particularly among women – is an urgent priority.  According to UNAIDS, approximately 3,500 women are becoming infected with HIV each day.  Microbicide advocates have been actively, visibly and vocally involved in the process of microbicide research and development from the very beginning.  Our involvement will continue until the goal in achieved – and safe, effective, accessible and affordable microbicides are in the hands of all who need them. 

Background facts on services to trial participants:
· All Carraguard trial participants received intensive HIV and STI-reduction counselling and free condoms. Women were only enrolled in the study after demonstrating clearly that they understood the risks and benefits of study participation. 
· The reported rates of condom use doubled among participants during the trial (i.e. increased to twice the rates reported at enrollment).  The rate of new sexually transmitted infections declined considerably during the trial from the rate diagnosed among women at screening visits. Thus, it is logical to conclude that condom use increased among participants overall.  This may have been one benefit of trial participation for many women.
· Women who tested HIV-positive at screening and those who became HIV infected while participating in the trial were referred to medical, psychological, and supportive services in their communities. Some sites offered additional services including CD4 counts, nutritional counseling, physician check-ups, and support groups. Women who sero-converted during the trial were also invited to come back to the study clinic after the trial was over for an additional follow-up visit.  At these visits, they were offered CD-4 counts, Pap smears, testing and treatment for sexually transmitted infections, counseling, and, for women who were medically eligible, direct referrals to government anti-retroviral treatment programs.
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