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Dear Janice, 

 
Please see attached the following information request. Please respond by April 6, 2018 @ noon. 

Please acknowledge receipt of this request and the ability to meet the deadline. 

 
If you have any questions please feel free to contact me. 

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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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 by e-mail or 

phone. 



DBSQC Information Request for STN 125586/0 

We have reviewed your response to the CR letter submitted as STN 125586/0.76, and 

received on 4 August 2017 in, and have the following Information Requests for your 

Direct and Indirect Potency assays.   

In 3.2.S.5, you provided the following equations: 

(a) One Direct Potency unit =  

,  

(b) One Indirect Potency unit =  

 

, and  

(c) . 

We could not understand how you arrived at these equations based on the definitions of 

potency units for the Direct and Indirect Potency assays: for the Direct Potency assay 

“  

 

” and for the Indirect Potency assay “  

 

”. 

Please provide detailed step by step explanations how you derived equations (a), (b) and 

(c), and provide one example each of the calculation of  for the Direct 

and Indirect Potency assays based on your results.  

Please submit your response by 6 April 2018.  If you are unable to do so, please provide 

us the time-line for submission of the requested information. 
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