
From: Lacayo, Juan 
Sent: Monday, October 21, 2013 2:56 PM 
To: Greenfeder, Scott 
Cc: Chattopadhyay, Rana 
Subject: RE: Question re: BLA 125473 
10/25/2013 
Dear Scott, 
Regarding your response dated May 3, 2013 to our request for information dated April 23, 2013. 
You did not provide sufficient validation data for the  assay (IR comment 7) as 
requested. Please provide method validation to support the use of this assay. Your response 
should address the following: 
1. Does your package have adequate  characteristics to test using the  
method? 
2. Is the  standardized? Is  added to the mixture? If so, to what 
concentration. 
3. What amount of  is an operator able to visually see? 
4. Are you using a positive control ( ) and have you challenged the 
procedure to determine what  operators can detect? 
5. Do you challenge the method regularly to confirm its ability to detect defects? 
 
Thank you in advance for your timely response, 
 
Juan 
 
Juan C. Lacayo, Ph.D. 
LCDR, United States Public Health Service 
Regulatory Reviewer/Project Manager 
CMC Review Branch 1 
Division of Vaccines and Related Product & Applications 
Office of Vaccines Research & Review 
Center for Biologics Evaluation & Research 
U.S. Food and Drug Administration 
WOC2 2329 HFM-481 
1401 Rockville Pike 
Rockville, MD 20852 
Tel: 301-796-2640 
 
THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS 
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not 
the addressee, or a person authorized to deliver the document to the addressee, you are hereby 
notified that any review, disclosure, dissemination, copying, or other action based on the content 
of this communication is not authorized. If you have received this document in error, please 
immediately notify the sender immediately by e-mail or phone. 
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