
From: Bridgewater, Jennifer  
Sent: Thursday, January 19, 2017 1:51 PM 
To: nadine_margaretten@merck.com 
Cc: Khurana, Taruna 
Subject: 125592 Question 
 
Hello Nadine –  
 
I have a question regarding the HDM tablets that I am hoping you can answer easily and soon.   We 
understand that there will not be any commercial lots available for this product on the action due 
date.  Could you please explain why there are no launch lots available?  In addition, can you please 
indicate approximately when commercial lots will be available?  Finally, if no lots will be available for an 
extended period of time (2 months or more); please explain why.  We understand there was some 
previous discussion of these issues but we need up to date information.  
 
Thank you very much, 
Jennifer 

Jennifer L. Bridgewater, MPH 
Associate Director for Regulatory Policy             

Center for Biologics Evaluation and Research 
Office of Vaccines Research and Review 
U.S. Food and Drug Administration 
Tel: 240-402-9409 
jennifer.bridgewater@fda.hhs.gov  
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