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Safety and performance of medical devices should
be evaluated using a scientifically based risk analysis
method. Nevertheless in Japan, the regulation
authority apparently hesitates to approve devices
using a dataset based on the clinical risk analysis but
almost always requests further data generated through
clinical investigations of the device in question.
However, clinical investigations constitute only a

partial element of the risk analysis procedure. Such

investigation may have significance only if the the
risk analysis procedure demonstrated the necessity of
a clinical investigation but does not have any meaning
otherwise. The data from clinical investigations should
not be considered necessary documentation during
the approval process, but risk analysis of the devices
should be utilized properly in order to establish the

safety and performance of medical devices.



