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Good morning, 
 
Please see the information request below and provide a response by COB today August 4, 
2017. As usual please provide the information as a response to this e-mail and submit the 
information as an official amendment to the BLA. 

1. For Subject : Please provide the deleted CRF for cytokine release syndrome. 
We were unable to locate it in the soft deleted eCRFs. 

2. Please send us the Medra terms that you used to determine acute kidney injury. We are 
in receipt of your previous information but still are having an issue with collating the 
information. 

 
Please confirm receipt of this request. 
Thank you, 
Erica Giordano 
Regulatory Project Manager 
Center for Biologics Evaluation and Research 
Office of Tissues and Advanced Therapies 
U.S. Food and Drug Administration 
Tel: 240-402-8298 
Erica.Giordano@fda.hhs.gov 
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