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臨床評価

Abstract
　　We supported development of metreleptin that Nakao’s group, Department of Medicine and Clinical 
Science, Kyoto University Graduate School of Medicine, Kyoto, Japan, had been studying for lipodystrophy, 
rare disease. We teamed up his group and a company to make development plan and to run clinical trials. 
Also, we negotiated the regulatory authority, MHLW (Ministry of Health, Labour and Welfare) and PMDA 
(Pharmaceuticals and Medical Devices Agency). Thereby, metreleptin was approved for lipodystrophy on 
March in 2013, and it took about four years from project starting to metreleptin being approved.
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