EMERGING LEADERS PROGRAM

ROTATIONAL ASSIGNMENT FORM

CAREER PATH: 
___ ADMINISTRATIVE

____ PUBLIC HEALTH

___ SOCIAL SCIENCES

____ INFORMATION TECHNOLOGY

__X_SCIENTIFIC

DURATION:

____ 60 DAYS



__X_ 90 DAYS

Start Date   10/12/04

End Date    01/14/05

OPDIV/STAFFDIV______U.S. Food and Drug Administration

           SUPERVISOR:         Jane Axelrad, Director-CDER/Office of Regulatory Policy                       

     E-MAIL Address:    axelradj@cder.fda.gov                         Telephone No.   301-594-5400
Duty Location: 5515 Security Lane, Rockville, MD 2085
ASSIGNMENT DESCRIPTION AND OBJECTIVES (Give overall description of assignment and specifically state the objectives/accomplishments expected within the assignment timeframe):

FDA/Center for Drug Evaluation and Research (CDER)/Office of Regulatory Policy

The Center for Drug Evaluation and Research helps to ensure the safety and effectiveness of drugs sold in the U.S. by evaluating applications for marketing.  CDER evaluates the benefits and risks of drugs before issuing approval for marketing, and protects the safety of patients participating in new drug studies. CDER also monitors the risks and quality of drugs after approval, and enforces the drug provisions of the Food, Drug, and Cosmetic Act.  CDER’s Office of Regulatory Policy prepares the regulations, policies, and procedures that govern the process of drug evaluation.    

Overall Objectives:  
(1)  To learn the process by which regulations are formulated, evaluated, and implemented.  

(2)  To assist in assimilating information from multiple sources to ensure that policy decisions are made based on a broad range of knowledge.  

(3)  To develop the clear, concise, and effective writing skills necessary for work in a policy office. 

(4)  To gain a general understanding of the functions of a policy office within a larger organizational structure.

(Please email this form to your Emerging Leaders’ OPDIV Coordinator and Jason.Barke@hhs.gov at least 3 weeks before the beginning date of assignment.)
