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Good Afternoon Dr. L’Italien, 
  
We have the following request for information regarding dataset ADVT as provided 
in BLA 125694/0.  PLEASE RESPOND TO THIS EMAIL BY COB NOVEMBER 8, 
2018. 
  

1. In the SAS program ad-advt, you imported an excel spreadsheet ‘acute_pt’. 
Acute_pt was used in the derivation of advt dataset.  However, it seems that 
you did not provide this data in your submission. Please provide this data.    

2. The CRF recorded three types of ventilator support: cough assist, non-invasive 
(BiPAP and other) and invasive ventilator supports. It seems only BiPAP 
noninvasive ventilator support counts toward the primary endpoint of 
permanent ventilation free survival, but not the other types of ventilator 
support. Please explain why cough assist, other type of non-invasive ventilator 
support and invasive ventilator support do not count toward permanent 
ventilation free survival. 

Please confirm receipt of this email. 

  
Regards, 
  
Candace N. Jarvis 
Regulatory Project Manager 
Center for Biologics Evaluation and Research 
Office of Tissues and Advanced Therapies 
U.S. Food and Drug Administration 
Tel: 240-402-8315 
candace.jarvis@fda.hhs.gov 

 
   

              

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. 
  
  
   


