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ABSTRACT 

Ubiquitous healthcare aims to provide overall healthcare anywhere, anytime based on ubiquitous technology. 

We considered the needs to ensure safety and effectiveness for U-health care which is used different 

environment from conventional medical devices. To draw up evaluation method for safety and effectiveness, we 

have prepared 「The guidance for review and approval of U-health care medical device」 which includes the 

requirements of them since 2007. In this poster, we present the Guidance for review and approval of the U-

health care medical device.  


