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WFZERC R OB (F£30) : The concept of “Regulation Frontier” that is Authority’s threshold to
able to generate rules was introduced to construct analytical framework for explanation of
“Regulation Gap” which i1s non-rules status for occurred medical innovation. Using this
analytical framework, comparative case study on DNA chip diagnosis device between US
and Japan was conducted and clarified the difference of both Authorities. The main
differences are in the structure of Authorities and R&D activities to make rules.
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