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optimal nonclinical research evaluation system
(Executive Summary)
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Clinical Trials Act (Act No. 16 of April 14, 2017) was executed from 2018 and it is decided so
that securing of the quality required for medical device is more properly made according to this law
and enforcement regulations. In practice, however, the specific contents of safety testing of medical
device will be judged according to the risk of individual device, with the same concept as the
conventional pre-market approval process of medical device. In other words, regulation will not be
excessive, and it can be considered that it is necessary to properly perform necessary and
sufficient safety assessment as before. There are various risks of medical devices, but in regard
to new medical devices requiring clinical trials in particular, what kind of safety tests have been
conducted by conventional devices approved in the past and comprehensive no precise research
has been done yet.

In this research, we examined the review report for 19 items out of 74 new medical devices
approved in the period from 2011 to 2016, and extracted and summarized what kind of items on
the effectiveness and safety validation were used, in what way they were confirmed, and what kind
of values and reasons were adopted to judge the validity. In addition, as an evidence for validity
judgment. When an existing standard is used, it is extracted. The surveyed devices were classified
into four categories: stents, temperature regulators, therapeutic devices, and implanted devices
(other than stents).

Among the 769 validity items listed in the review reports, 246 items, about 32% of the items,
were used as the basis for validity from the existing standards, mainly ISO, IEC, JIS, ASTM, and
FDA 510 (k) Guideline. It is clearified that existing standards lead to efficient development of
medical devices.

This research paper is intended to be a material for research and discussion. It may be cited and discussed for research

purposes, but any damage or loss caused by citing and/or discussing and/or referencing it is not compensated by the author,

Japan Association for the Advancement of Medical Equipment, and/or the Medical Device Strategy Institute.

The opinions and/or ideas described in this research paper are the author’s and do not represent the official views of the Japan
Association for the Advancement of Medical Equipment and/or Medical Device Strategy Institute.

This is an Executive Summary. The full text is distributed to supporting members of the Medical Device Strategy Institute.
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