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If you have any questions, call Grecia C. Edwards, Regulatory Business Process Manager, at 
(240) 402 - 1773. 

  
Sincerely, 

{See appended electronic signature page} 

David Lewis, PhD. 
Branch Chief, BII 

Division of Post-Marketing Activities I  
Office of Lifecycle Drug Products 

Office of Pharmaceutical Quality 
Center for Drug Evaluation and Research 
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