
From:   Levi, Mark
Sent:   Monday, 23 July, 2018 19.44
To:     'barbara.rangetiner@octapharma.com'; Gorsche, Rita
Cc:     'Ammons, Stanley'
Subject:        FDA IR for BL 125587

Sensitivity:    Confidential

Dear Dr. Rangetiner,

Your full waiver request ( 0- less than 18 years of age) for the indication of ITP has been declined by 
pediatric review committee. However, a partial waiver has been granted for ages 0-1 years. 

Please provide us with following time-line for your pediatric study in subjects >1 year and <18 years. This 
study will be required as post marketing study under PREA (Pediatric Research Equity Act).  

Draft protocol submission
Final protocol submission 
Study completion
Final report submission 

Please confirm receipt and reply by the end of Wednesday 25 July 2018.

Regards, Mark Levi
Mark Levi, PhD 
Regulatory Project Management Staff 
Center for Biologics Evaluation and Research 
Office of Tissues and Advanced Therapies 
U.S. Food and Drug Administration 
Tel: +1 (240) 402-9662  Mobile +1 (301) 908-5787 
mark.levi@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 by e-mail or phone." 


