
 
 
 
 
 

EISAI RESUBMITS AMPA RECEPTOR ANTAGONIST  

PERAMPANEL (E2007) NDA TO U.S. FDA         
Eisai Co., Ltd. (Headquarters: Tokyo, President & CEO: Haruo Naito, “Eisai”) announced today that it 

resubmitted the New Drug Application (NDA) for the investigational AMPA receptor antagonist 

perampanel for partial-onset seizures associated with epilepsy to the U.S. Food and Drug Administration 

(FDA) on December 22, 2011 (U.S. eastern standard time). This resubmission comes after the FDA 

issued a Refusal to File letter in July 2011 in which FDA requested reformatting and reanalyses of some 

datasets in the dossier. The application was originally submitted in May 2011. 

 

FDA will determine acceptance of filing within 60 days of submission.  

 

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

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

antagonists. Eisai defines epilepsy as a therapeutic area of focus, and seeks to make further contributions 

to address the diversified needs of, and increase the benefits provided to, epilepsy patients and their 

families by providing them with multiple treatment options.  

 

 

 

 

 

 

[Please refer to the following notes for further information on epilepsy,  

AMPA receptor antagonists, perampanel, and t



 [Notes to editors] 

 

1. About Epilepsy 

Epilepsy is a medical condition that produces seizures affecting a variety of mental and physical functions. A patient 

is considered to have epilepsy after two or more unprovoked seizures. A seizure occurs when a brief, strong surge of 

electrical activity affects part or all of the brain. An individual can have various symptoms, from convulsions and loss of 

consciousness, to some that are not always recognized as seizures, such as blank staring, lip smacking, or jerking 

movements of arms and legs. 


