ROZEBALAMIN® FOR INJECTION 25 MG (MECOBALAMIN) APPROVED IN JAPAN
FOR AMYOTROPHIC LATERAL SCLEROSIS

Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) announced today that it has obtained
manufacturing and marketing authorization approval for amyotrophic lateral sclerosis (ALS) treatment
“Rozebalamin® for Injection 25 mg” (mecobalamin) in Japan as a treatment for slowing progression of
functional impairment in amyotrophic lateral sclerosis. In May 2022, it received orphan drug designation,
and a new drug application was submitted in January 2024, leading to this approval.

This approval is based on the results of JETALS (The Japan Early-Stage Trial of Ultrahigh-Dose
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50 mg group and -4.6 [95% CI: -5.8, -3.4] in the placebo group, with a difference in change of 2.0 (95% CI: 0.4,


https://www.nanbyou.or.jp/entry/52

