
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

206610Orig1s000 
 
 

CLINICAL PHARMACOLOGY  
REVIEW(S) 





There is no Clinical Pharmacology Data in the NDA.  The sponsor has submitted 
biowaiver request and the ONDQA Biopharm team agreed to biowaiver for IV product 
(Note biowaiver memo by Dr. Kelly Kitchens dated 8/27/2014).

Labeling: The proposed product label is identical to Ofirmev product label.  It is 
noteworthy that Ofirmev product label was recently updated. 
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