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To:    The File 
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Section 916 of the Food and Drug Administration Amendments Act (FDAAA) requires that the 
identity of each employee or officer who participated in the decision to approve an original 
application be listed and filed as part of the Action Package for that file.  
 
The following employees and officers have consented to have their names published publicly as 
being a participant in the approval decision for this file. 
 
 
Daryll L. Miller, A.L.M. Committee Chair 
Helen S. Gemignani, B.A. Regulatory Project Manager 
Darlene Hithe, B.A.  Regulatory Project Manager 
Rajesh K. Gupta, Ph.D. Analytical Methods Review and Product Testing 
Gang Wang, PhD  Facility Inspector 
Claudia Wrzesinski, DVM Reproductive Toxicology 
Solomon Yimam  Bioresearch Monitoring  
Loan Nguyen, Pharm.D Regulatory Review Officer 


