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Abstract
　　In Japan, drastic regulatory reformation of Pharmaceutical Affairs Law and development of new laws 
and regulations for regenerative medicine have been recently achieved. The Prime Minister and his 
Cabinet have established an office to push forward outstanding medical research innovation and launched a 
“control tower” to ensure integrated research management.
　　Here we discussed about landmark issues on policy reformation and actual situations of progress in 
innovative clinical research as well as research management frameworks for promoting state-of-the-art 
health technologies. The policies and research governance frameworks discussed here will provide traction 
to overcome people’s distrust, restore confidence in Japanese clinical research, and finally, enable Japan to 
contribute to global health.
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