
 

 

  
 

   
EISAI SUBMITS NEW DRUG APPLICATION FOR  

MECOBALAMIN ULTRAHIGH-DOSE FORMULATION IN JAPAN FOR  
THE INDICATION OF AMYOTROPHIC LATERAL SCLEROSIS  

 
  
Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) announced today that 

https://jamanetwork.com/journals/jamaneurology/article-abstract/2792228


[Notes to editors] 
1. About Mecobalamin 

Mecobalamin (generic name, development code: E0302) is approved and marketed as Methycobal®, a 500 µg 
injection of mecobalamin indicated for the treatment of peripheral neuropathies and megaloblastic anemia 
caused by vitamin B12 deficiency. Methycobal is also approved as a tablet formulation (250µg and 500 µg) as 
well as a fine granule formulation (0.1%) indicated for the treatment of peripheral neuropathies. While the 
mechanism of action of mecobalamin in amyotrophic lateral sclerosis (ALS) is not known, it has been suggested 
in non-clinical research that mecobalamin may have efficacy through a neuroprotective effect and regeneration 
of nerve axons. Since the 1990s, clinical research has been carried out on ultrahigh-dose mecobalamin in ALS 
by a study group on neurodegenerative disease, funded through the Ministry of Health, Labour and Welfare's 
Specified Disease Treatment Research Program. Short- and long-term trials of intramuscular injection of 
mecobalamin at 25 mg and 50 mg per day, which is respectively 50 and 100 times the approved dosage of 
Methycobal, suggested that ultrahigh-dose mecobalamin could have a clinical effect in ALS. Therefore, Eisai 
had conducted the Phase II/III clinical trial (Study 761) since 2006 and submitted a new drug application for 
ultrahigh-dose mecobalamin as treatment for ALS in May 2015 but withdrew the application in March 2016 after 
the Pharmaceuticals and Medical Devices Agency (PMDA) indicated that additional clinical trials were 
necessary. 
Following favorable clinical trial results in JETALS, Eisai prepared to file a new drug application for ALS in Japan.  
 

 
 


