


 

                                                          

 

  
  

The data presented in this amendment do not alter the recommendation of the original clinical 

pharmacology review of BLA 125553, which was submitted to DARRTS on January 27, 2015. 

Signatures: 
Reviewer: Sarah J. Schrieber, PharmD Division Director:  Nam Atiqur Rahman, PhD 
Division of Clinical Pharmacology 5 Division of Clinical Pharmacology 5 

Reviewer: Anshu Marathe, PhD Division Director: Vikram Sinha, PhD 
Division of Pharmacometrics Division of Pharmacometrics 

Cc: DHP: CSO - J Boehmer; MTL - A Diesseroth; MO - D Przepiorka 
DCP- Reviewers - SJ Schrieber (CP), A Marathe, (PM) 
5: CP TL – A Rahman; PM TL – V Sinha 

DDD - B Booth DD - A Rahman 

Reference ID: 3699587 



Attachment 1. The sponsor’s November 5, 2014 response to FDA’s October 31, 2014 

information request. 
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/s/ 

SARAH J SCHRIEBER 
02/09/2015 

ANSHU MARATHE 
02/12/2015 

VIKRAM P SINHA 
02/12/2015 

NAM ATIQUR RAHMAN 
02/12/2015 
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