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Postdoctoral Research Project # FDA 2002-01

A postdoctoral research project is available at the U.S. Food and Drug Administration (FDA), Center for Drug Evaluation and Research (CDER), Office of Testing and Research, Division of Applied Pharmacology Research.  The selectee will receive an appointment to the FDA Research Fellowship Program.  CDER is located in the Washington, D.C., area. 

Purpose of Research to be Performed:

The goal of research project is to develop, evaluate and/or establish the best preclinical models and endpoints that predict the clinical activity and toxicity of pharmaceuticals. This effort is expected to result in the discovery and elaboration of biomarkers for predicting drug toxicity that will be useful for bridging nonclinical and clinical drug studies and could be applied for use in monitoring human therapeutics.

Summary of Research to be Performed:

Performance of in vivo and in vitro nonclinical studies that target the discovery, mechanistic link, development and performance evaluation of biomarkers of drug-induced tissue injury that predict toxicity, particularly in the hepatic and cardiovascular systems.

Qualifications Required of the Applicant:

· Experience handling and dosing laboratory animals as well as performing in vivo and in vitro toxicology studies. 

· Experience developing protein-based analytical procedures for measuring analytes derived from biological samples. 

· The ability to perform biochemical procedures such as ELISA, immunohistochemistry and Western blotting.

· The ability to critically analyze animal toxicology study data, make sound conclusions, develop efficient research strategies and construct reports.

· Doctoral degree in appropriate scientific discipline

Expected Outcomes/Deliverables:

Research efforts are expected to result in a series of successfully completed in vivo and in vitro studies that shed new light on specific biomarkers for toxicity in various organ systems, and result in presentation of oral and production of written internal reports as well as a series of publishable contributions in peer reviewed journals.

Applications and Additional Information:

The FDA Research Fellowship Program for CDER is administered by Oak Ridge Associated Universities. Please reference Project # FDA 2002-01 when calling or writing for information.  For additional information and application material contact: FDA Fellowship Program, Attn: Sherry Warren-Edwards, Science and Engineering Education - MS 36, Oak Ridge Associated Universities, P.O. Box 117, Oak Ridge, Tennessee  37831

Phone:  (865) 576-7385   Fax:  (865) 241-5219   e-mail: warrens@orau.gov

