
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 
 
 

APPLICATION NUMBER: 
22-321 

 
 
 
 

SUMMARY REVIEW 











(b) (4)

(b) (4)

(b) (4)





Best Available Copy



Best Available Copy





(b) (4)



(b) (4)



(b) (4)









This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

/s/

BOB A RAPPAPORT
08/13/2009




