
anticancer agent lenvatinib 

mesylate  ( generic name, “lenvatinib”) for use in the treatment of advanced or metastatic renal cell 

carcinoma, and granted the sNDA Priority Review status.  
 

The FDA’s Priority Review designation is assigned to applications for drugs that would, if approved, 

provide significant improvements in the safety or effectiveness of the treatment, diagnosis, or prevention 

of serious conditions. Through this process, the FDA has assigned a Prescription Drug User Fee Act 

(PDUFA) action date (proposed review deadline) of May 16, 2016, 6 months after the sNDA was 

submitted. Furthermore, lenvatinib has received a Breakthrough Therapy designation from the FDA. In 

addition, an application seeking approval for use in the treatment of renal cell carcinoma was submitted in 

Europe in January 2016, and Eisai intends 

 the safety and efficacy 



[Notes to editors] 

1. About lenvatinib mesylate (generic name, “lenvatinib”)

 

http://globocan.iarc.fr/

