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Dear Mr. Ammons,
 
We are reviewing your submission for BLA 125612 and we request the following
information to continue our review:
 
We continue to review your initial Pediatric Study Plan (iPSP) for Fibryna
(submitted as amendment 3 to BLA 125612 in response to a July 7, 2016 FDA
request). Specifically, the FDA request referenced the draft Guidance “Pediatric
Study Plans: Content of and Process for Submitting Initial Pediatric Study Plans and
Amended Initial Pediatric Study Plans Guidance for Industry” (March, 2016). Upon
review of your Pediatric Study Plan we note it does not follow the very specific
requirements of that document. An inadequate submission may result in an iPSP
that is judged materially incomplete. Please submit an appropriate iPSP.
 
To avoid unnecessary delay in the review of your iPSP please respond by November
16, 2016.
 
Thank you
Lorraine
Lorraine D. Wood, MS, MLS(ASCP)CM

Regulatory Project Manager

Center for Biologics Evaluation and Research
Office of Blood Research and Review
U.S. Food and Drug Administration
Tel: 240-402-8439
lorraine.wood@fda.hhs.gov
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