
 

 

 
 
 
 

PRIMARY ENDPOINT MET IN PHASE III CLINICAL STUDY OF FYCOMPA®  
AS MONOTHERAPY FOR PARTIAL-ONSET SEIZURES AIMING FOR SUBMISSION IN JAPAN     
Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) announced today that based on topline 
results, the primary efficacy endpoint was met in a Phase III clinical study (Study 342) conducted for 
submission in Japan, which evaluated its in-house discovered antiepileptic drug (AED) Fycompa® 
(perampanel) as monotherapy for partial-onset seizures. Based on the results of this study, Eisai plans to 
file an application seeking approval of Fycompa as monotherapy for partial onset seizures in Japan during 
fiscal 2018. 
 
Study 342 is a multicenter, open-label, single-arm Phase III clinical study for verification of efficacy and 
safety for Fycompa monotherapy in untreated patients from 12 to 74 years of age with partial onset 
seizures, and compared this efficacy and safety with the results from other AED monotherapy studies. 
The primary efficacy endpoint of the study is the percentage of patients who achieved seizure-free during 
the maintenance period (26 weeks of treatment administration) of 4 mg/day of Fycompa. From the results 
of this study, the percentage of patients who achieved seizure-free exceeded the criteria for efficacy, and 
the primary endpoint was met.  
The most common adverse events (




