DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
Orphan Products Grant Program
Background
OPD was created to identify and promote the development of orphan products - drugs, biologics, medical devices, and foods for medical purposes that are indicated for a rare disease or condition (a prevalence, not incidence, of fewer than 200,000 people in the United States. Diagnostic tests and vaccines will qualify only if the U.S. population of intended use is fewer than 200,000 people a year). 

The goal of FDA's OPD grant program is to support the clinical development of products for use in rare diseases or conditions where no current therapy exists or where the product will improve the existing therapy. FDA provides grants for clinical studies on safety and/or effectiveness that will either result in, or substantially contribute to, market approval of these products.

Award Amount

Grants will be awarded up to $200,000 or up to $400,000 in total (direct plus indirect) costs per year for up to 4 years. A fourth year of funding is available only for phase 2 or 3 clinical studies. Applications for the smaller grants ($200,000) may be for phase 1, 2, or 3 studies. Study proposals for the larger grants ($400,000) must be for studies continuing in phase 2 or 3 of investigation.
Eligible Applicants

The grants are available to any foreign or domestic, public or private, for-profit or nonprofit entity. 

Application and Submission Information

FDA is accepting new applications for this program electronically via www.grants.gov. Applicants should apply electronically by visiting the Web site www.grants.gov and following instructions under ``Apply for Grants.''
Submission Dates and Times 

For FY 2010 the application receipt date is February 4, 2009. The protocol in the grant application should be approved by the Helsinki committee Prior to grant submission, and should be submitted to the IND/IDE no later than January 5, 2009.
For further information

http://www.fda.gov/orphan/grants/2009RFA.html
If you have a project that you consider to submit to the Orphan Products Grant Program, please contact us as soon as possible, in order to complete the required procedure prior to the grant application deadline.

