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For details of this submission, please see the pharmacology/toxicology review by Dr. 
Wensky, the primary clinical review by Drs. Yao and Schneider, the statistical review by 
Dr. Lin, and the pharmacovigilance review by Dr. Alimchandani.  I agree with the 
conclusions and recommendations of the pharmacology/toxicology review and the 
clinical review.  I also agree with the post-marketing pharmacovigilance plan as 
recommended in Dr. Alimchandani’s review. I recommend approval of BLA 125603. 
 


