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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 Product Quality 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 evaluate the feasibility and regulatory utility of using Near-IR spectroscopy and chemometric analysis methods to predict and eventually replace end product dissolution testing of solid oral pharmaceuticals. 

Summary of Research to be Performed: 

CDER’s Division of Product Quality Research is developing methods for predicting of drug product dissolution by Near-IR spectroscopy and chemometric analysis. The factors that effect dissolution (i.e. excipient composition, hardness, manufacturing processes) are varied in the design of experimental drug products.  Manufacturing occurs at contract facilities.  Statistical packages are used to model the relationships between various factors and dissolution.  In addition, multivariate analysis is used to correlate Near-IR spectra with formulation and dissolution. 

Expected Outcomes/Deliverables: 

· Contribute to experimental designs, collect, report and present high quality experimental data.

· Develop an expertise in the applications of sensor technology and chemometric analysis.

· Maintain knowledge of the pertinent literature, contribute to group discussions and data interpretation.

· Prepare presentations for internal and external meetings and manuscripts for publication in peer-reviewed journals.

Qualifications Required of the Applicant:

A doctoral degree in pharmaceutical sciences, physical chemistry, analytical chemistry, materials science or related fields is required.  The candidate must have demonstrated skills in problem solving, statistical analysis, scientific writing and verbal communication.  Previous experience in the areas of chemometrics and spectroscopic techniques would be valuable. 

Applications and Additional Information:

The FDA Research Fellowship Program for CDER is administered by Oak Ridge Associated Universities. Please reference Project # FDA 2002-03 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    

