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我が国発の3種の新規抗体医薬品の
FDAとEMAでの承認タイミング及び

効能・効果の比較

国立医薬品食品衛生研究所（NIHS）生物薬品部

Comparison of approval timing and changing process of labels 
of three new innovative antibody medicines originated 

in Japan with those of FDA and EMA

Kazushige Morimoto　　Tetsu Kobayashi　　Hiroko Shibata　　Akiko Ishii-Watabe
Division of Biological Chemistry and Biologicals, National Institute of Health Sciences

Abstract
Objective: To investigate an approval timing and a changing process of labels of three new innovative 
antibody medicines originated in Japan, tocilizumab, mogamulizumab, and nivolumab, were compared with 
those of FDA and EMA.
Methods: Approval date and label of each medicine were obtained from each database of the PMDA, FDA 
and EMA.
Results and Discussion: Tocilizumab was approved as improvement of various symptoms associated with 
Castleman’s disease on April 11, 2005 and rheumatoid arthritis on April 16, 2008 in MHLW/PMDA. It was 
approved as the rheumatoid on January 16, 2009 in EMA and on January 8, 2010 in FDA. Mogamulizumab 
was approved as relapsed or refractory CCR4-positive adult T-cell leukemia lymphoma (ATLL) on March 
30, 2012 in Japan, but not FDA and EMA. Nivolumab was approved as treatment of unresectable malignant 
melanoma on July 4, 2014 in Japan, on December 22, 2014 in FDA, and on June 19, 2015 in EMA.
　　The history of development and early clinical trial of each medicine were also studied and discussed.
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1．はじめに

2．方法：情報収集と解析

3．結果

3.1　トシリズマブ
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3.2　モガムリズマブ

3.3　ニボルマブ
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4．考察

4.1　承認情報

4.2　ヒト初回投与臨床試験（FIH試験）
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4.3　産学連携

4.4　今後の課題
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