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Good evening Dr L’Italien, 
  
We have the following information request regarding BLA 125694.  Please respond no 
later than COB on May 6, 2019. 
  

Further information is requested regarding the CL-303 Efficacy and Safety 
Update. Two treatment-related TEAEs of diastolic hypertension were 
reported. Please provide information regarding the subject study ID numbers, 
dates of onset of the events (i.e., study day), description of any related signs or 
symptoms, assessment of the clinical significance, description of any relevant 
cardiac laboratory/ECG/echocardiogram findings for the subjects, any 
treatment provided for the diastolic hypertension, status of diastolic 
hypertension (i.e., resolved or ongoing), and rationale for the events being 
considered treatment-related. Please respond by Monday, May 6, 2019. 

  
Please confirm receipt. 
  
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 
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