FDA Office of Women’s Health Funded Breast Cancer Studies – 1994-2010

Michael Pazirandeh, Emmanuel Fadiran, Beverly Gallauresi, Ameeta Parekh, Office of Women’s Health, FDA, 10903 New Hampshire Ave. Silver Spring, MD 20993

Introduction:

The National Cancer Institute estimates over 200,000 women will be diagnosed with breast cancer in 2010 and over 39,800 women will die from it. In its role to protect and advance the health of women, FDA Office of Women’s Health funded breast cancer research. The completed studies were reviewed for their public health and regulatory impact.

Method: 

The final reports of the studies were reviewed and classified into five categories: Molecular Mechanism of Treatment Associated Toxicities (MMTAT - 7), Molecular Mechanism of Tumor Development and Suppression (MMTDS - 2), Demographics (Dem - 2), Detection/Treatment (D/T - 2), and Education (Edu - 1).
Results: Of 24 breast cancer studies 13 were completed research projects while 1 workshop was conducted:
· MMTAT study findings supported the black box warning of uterine malignancies for tamoxifen, identified causality of treatment toxicity and failure due to sex differences in transporter genes, demonstrated lack of risk of soy isoflavones on mutagenicity in the mammary gland, identified assays to determine the myelotoxic potential of cytotoxic agents, and demonstrated lack of cardiotoxicity of co-administration of anti-HER2 antibody with doxorubicin.
· MMTDS studies identified carcinogenicity associated with silicone implants and mediators in tumor treatment failure. 

· Dem studies developed novel approaches for enrolling minorities into research studies in order to identify modifiable risk factors for breast cancer and demonstrated that low mammography rates were associated with household income levels. 

· D/T studies analyzed novel methods of detecting breast cancer and found advances in using 3D x-ray systems in improving patient safety and imaging performance.  Additionally, [18F]FDG PET was assessed for its capability of determining treatment success.

· The Edu workshop created brochures educating women about the importance of mammography screening.
Conclusion: 

The funded studies contributed to the understanding tumor development, detection/prevention and treatment toxicities of breast cancer in women.
