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Questions and Answers about the
Microbicide Development Act of 2007
Why do we need microbicides?

Women and girls are the new face of HIV/AIDS worldwide. According to UN reports, as of 2005, 17.3 million women aged 15 years and older were living with HIV—48% of the global total. In the hardest hit region of the world, sub-Saharan Africa, women comprise 59% of all adults living with HIV/AIDS. Twenty-five percent of all North Americans living with HIV/AIDS are women; in the US, the proportion of AIDS cases among adult and adolescent women, particularly women of color, has more than tripled since 1985.
Microbicides are a class of products currently under development that women (and men) could apply topically to prevent HIV and other sexually-transmitted infections. Microbicides could come in a variety of forms, including gels, creams or rings that would release potent drugs slowly over days or weeks. They were hailed as one of the world’s most promising new HIV-prevention technologies at the 2006 Toronto AIDS Conference, and were named in a survey of 28 eminent scientists and experts as one of the "10 most promising biotechnologies for improving global health."

Why should the 110th Congress pass the Microbicide Development Act?
The global community supports microbicide research. Around the world, there is heightened attention to urgent need to provide women in the developing world, as well as in the US, with new HIV prevention tools. For the past few years, the UN and a wide range of national governments have listed microbicides as one of the key global health priorities requiring support. Governments and donors currently providing funding for microbicide development include: Belgium, Canada, Denmark, France, Germany, Ireland, Netherlands, Norway, Sweden, United Kingdom, United States, European Commission, the World Bank, the Rockefeller Foundation, and the Bill & Melinda Gates Foundation. As a world leader in cutting-edge biomedical research, the United States federal government could take a key leadership role in the development and testing of microbicides by passing the Microbicide Development Act (MDA).
What is the goal of the Microbicide Development Act?

The MDA would strengthen the federal government’s microbicide research and development efforts by formally establishing and authorizing microbicide programs, and by establishing clear lines of responsibility at and across the three major federal agencies currently working in this area. 
The National Institutes of Health (NIH) currently is poised to undertake many of the activities and assume many of the responsibilities outlined in the Microbicide Development Act (MDA). For example, the NIH has indicated that a dedicated microbicide research and development branch will be established within the National Institute of Allergy and Infectious Diseases (NIAID). The MDA would facilitate these efforts by:
· Providing a clear timeline for establishing the new microbicide branch at NIAID as a clear statement of Congressional support and interest in microbicide research and development;
· Authorizing the NIH to allocate sufficient and sustained funding and staffing to support the activities of new microbicide branch at NIAID;

· Requiring enhanced reporting on the NIH’s microbicide activities to Congress, to ensure better understanding, coordination and oversight microbicide research and development efforts;
· Requiring coordination of microbicide-related activities at the NIH, Centers for Disease Control and Prevention (CDC), and United States Agency for International Development (USAID). Each of these agencies plays an important role in supporting microbicide development and research:
· The NIH is largest single US government contributor to microbicide research and development. For example, in 2006, the NIH established the Microbicide Trials Network (MTN), a network of investigators and community partners devoted to the development and evaluation of candidate microbicides.
· The CDC has a long history of conducting clinical trials, and building and strengthening clinical research sites.
· USAID sustains strong partnerships between public and private organizations working in the microbicide field. It is particularly well positioned to facilitate introduction of microbicides once they are developed, tested and approved.

How does the Microbicide Development Act Achieve these Goals?

Title I: Microbicide Research and Development at the National Institutes of Health.

Background: The NIH is the single largest source of federal funding for microbicide development, accounting for approximately 63% of all research funds dedicated to microbicide-related activities in FY2006. Although the NIH has repeatedly acknowledged the potential of microbicides as an HIV prevention tool, a mere 3% of NIH’s total AIDS research budget has been allocated to microbicide-related activities.
The President’s FY2008 budget proposal includes a 12.8% increase in funding for microbicide-related research at the NIH. The NIH Office of AIDS Research (OAR) declared, in its FY2008 Congressional Justification, that it intended to “improve NIH management and support for this critical area of science” by creating a separate division within OAR dedicated to microbicides. Real progress could be made if there were leadership in the allocation and the use of these resources. The MDA would accomplish this by mandating strategic and organizational modifications within the NIH.
Title I of the bill addresses microbicide research at the National Institutes of Health:
· Provides statutory direction to ensure that NIH makes the appropriate organizational changes to prioritize microbicide research and development;

· Requires the Director of the Office of AIDS Research to “expand, intensify, and coordinate” the range of activities at NIH relating to microbicides;

· Requires the Director of the Office of AIDS Research to coordinate NIH work on microbicides with his/her counterparts at USAID and the CDC, as well as coordinate with the research and advocacy communities.  

· Requires the Director of NIAID to fund adequately the Microbicide Trials Network and other programs that conduct clinical trials of candidate microbicides;

· Requires enhanced reporting on the NIH’s microbicide activities to Congress, to ensure better understanding, coordination and oversight microbicide research and development efforts; and

· Authorizes the allocation of “such sums as may be necessary” for microbicide-related activities at the NIH.
Title II: Microbicide Research and Development at the Centers for Disease Control and Prevention (CDC).

Background: The CDC’s work in microbicide development has been steady, but modest, for the past five years. The CDC has been engaged in creating new models for preclinical research, in developing innovative trial designs for HIV prevention technologies, and in sustaining critical clinical trial sites. It is particularly important to expand these programs and to integrate them with activities at the NIH and USAID.
Title II of the bill addresses microbicide research at the Centers for Disease Control and Prevention:
•
Requires the Director of the CDC to fully implement its microbicide agenda, including laboratory and behavioral research, and to dedicate appropriate staff to the effort;

•
Requires the CDC to engage in enhanced annual reporting of its activities in coordination with reporting on the NIH’s activities to Congress; and

•
Authorizes the allocation of “such sums as may be necessary” for microbicide-related activities at the CDC. 

Title III: Microbicide-Related Activities at the US Agency for International Development.

Background:  USAID is the second largest source of federal funding for microbicide research and development, but  USAID support for microbicide-related activities has been driven almost exclusively by Congressional directive (i.e. during Congress’ annual budget appropriations process). The level of USAID funding supporting microbicide-related activities has increased from less than $2 million in FY 2000 to nearly $40 million in FY2007, a twenty-fold increase over the last seven years. Despite the Agency’s growing role in supporting microbicide research and development, USAID lacks explicit authorization to fund these activities.
Title III of the bill addresses microbicide research at the US Agency for International Development. 
•
Requires the head of the Office of HIV/AIDS at USAID to develop and implement a “Microbicide Agenda” to help support the development of microbicides for the prevention of HIV/AIDS and to help facilitate widespread availability of effective microbicidal products after their development;

•
Requires the head of the Office of HIV/AIDS at USAID to ensure that the Agency has sufficient staff to implement the Microbicide Agenda;

•
Requires enhanced annual reporting of USAID’s microbicide-related activities in coordination with reporting on the NIH’s activities to Congress; and

•
Authorizes the allocation of “such sums as may be necessary” for microbicide-related activities at the USAID.
For more information on the Microbicide Development Act of 2007, please contact Bindiya Patel at
the Global Campaign for Microbicides, bpatel@global-campaign.org, 609 258 6967.
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The Global Campaign for Microbicides is a broad based, international coalition of organizations working to accelerate access to new HIV prevention options. Visit our website: � HYPERLINK "http://www.global-campaign.org" ��www.global-campaign.org� or contact us:





c/o � HYPERLINK "http://www.path.org/" \t "_blank" �PATH�, 1800 K Street NW, Suite 800, Washington, DC 20006 USA
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