
From: Allard, Crystal 
Sent: Friday, June 03, 2011 1:28 PM 
To: ----(b)(4)----- 
Cc: -------(b)(4)----------- 
Subject: Lot Release Protocol Updates 

Hi (b)(4),  

I have comments from Joe regarding the lot release protocol:  

 For the (b)(4) test you should be reporting data from the beginning, middle, and end 
and the unit on the value for the specification should be ----(b)(4)----.  

 You still do not indicate the number of rejected lots, even though you should have 
done the final visual inspection before sending the lot release to us. 

 After these last changes, please send the originally signed protocols along with the 
requested number of samples to the Sample Custodian. 

 Finally , please submit a blank protocol template, i.e. without actual data, to the file 
for the record. 

Please fax a final version of the protocol incorporating these changes to Joe Quander via 
the fax number used previously. Please also send the paper final signed protocols to the 
Sample Custodian.  

Please fax the protocol today and send me and Joe Quander an email when you send.  

Thanks,  

Crystal Allard, RAC 
Regulatory Project Manager  
U.S. Food & Drug Administration  
CBER/ OBRR/ DBA/RPMB  
WOC1; RM480N; HFM-380  
1401 Rockville Pike  
Rockville, MD 20852  
Ph# 301.827.3927 
Fax# 301.827.2857  
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