
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

206968Orig1s000 
 
 

CLINICAL PHARMACOLOGY  
REVIEW(S) 





The sponsor has submitted biowaiver request in the NDA as a follow up to the Pre-IND 
meeting.  Dr. Kareen Riviere has reviewed the request and agreed to grant the biowaiver 
for this IV product (See review dated 1-5-2015).   
 
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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