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The Division of Psychiatry Products (DPP) requested that the Division of Risk 
Management (DRISK) review the proposed patient labeling and proposed Risk 
Evaluation and Mitigation and Strategy (REMS), for New Drug Application (NDA) 22-
497 submitted by Cary Pharmaceuticals Inc. on October 26, 2009 for Forfivo XL 
(bupropion HCL 450mg ER). 

DPP does not plan to address labeling during this review cycle; therefore, we will defer 
our review of the Medication Guide (MG) and proposed Risk Evaluation and Mitigation 
and Strategy (REMS) until such time as the review division plans to address labeling.  
Please send us a new consult request at that time.  This memo serves to close-out the 
consult request for Forfivo XL (bupropion HCL 450mg ER). 

 

Please let us know if you have any questions.  
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