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Good afternoon Dr. L’Italien, 
Please refer to your BLA Application received  on October 1, 2018. 
  
Your sixth proposed suffix meets the criteria set forth in Guidance for Industry – 
Nonproprietary Naming of Biological Products. Thus, we find the proper name, 
onasemnogene abeparvovec – xioi, conditionally acceptable for your proposed 
product. Should your 351(a) BLA be approved during this review cycle, 
onasemnogene abeparvovec – xioi, will be the proper name designated in the license 
and you should revise your proposed labels and labeling accordingly. However, 
please be advised that if your application receives a complete response, the 
acceptability of your proposed suffix will be re-evaluated when you respond to the 
deficiencies. If we find your proposed proper name unacceptable upon our 
reevaluation at that time, we will inform you of our finding. 
Please let me know if you have any questions. 
  
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 

 
   

              

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. 
    




