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Dear Janice, 

 
Please see attached the final label.  There are 3 comments for you.  Please revise and send back via 

email and as an amendment as soon as possible. 

Please confirm receipt of this email. 

 
Sincerely, Jean 

Jean F. Gildner MSHS, MT (ASCP) 

Regulatory Project Manager 

Center for Biologics Evaluation and Research 

Office of Tissues and Advanced Therapies 

U.S. Food and Drug Administration 

Tel: 240-402-8296 

jean.gildner@fda.hhs.gov 
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