
 
 
 
 
 

U.S. FDA ACCEPTS RESUBMISSION OF  AMPA RECEPTOR ANTAGONIST  

PERAMPANEL (E2007) NEW DRUG APPLICATION         
Eisai Co., Ltd. (Headquarters: Tokyo, President & CEO: Haruo Naito, “Eisai”) announced today that the 

U.S. Food and Drug Administration (FDA) has accepted for review Eisai’s resubmission of the New Drug 

Application (NDA) for perampanel (E2007), an investigational AMPA receptor antagonist, for the treatment 

of partial-onset seizures associated with epilepsy. The FDA has assigned a Prescription Drug User Fee 

Act (PDUFA) target date of October 22, 2012. 

 

Acceptance of the NDA indicates that the FDA has found the company’s resubmission to be sufficiently 

complete to review. Eisai originally submitted the perampanel NDA to the FDA in May 2011, however, 

resubmitted it in December 2011 after reformatting and reanalyzing some datasets in the dossier as 

requested by the FDA in a Refuse to File letter issued in July 2011.   

 

Perampanel is a novel chemical entity discovered and being developed by Eisai. If approved, the agent 

will be the first in a new class of highly selective, non-competitive AMPA-t



[Notes to editors] 

 

1. About Epilepsy 

Epilepsy is a medical condition that produces seizures that affect a variety of mental and physical functions. A patient 
is considered to have epilepsy after two or more unprovoked seizures, which occur when a brief, strong surge of 


