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International standardization of safety and performance evaluation of medical devices by Japanese leadership is
very important as one of the national strategy for ensuring and enlarging international market share of the devices
with innovative technology developed in Japan. In this study, the model studies for testing method, material
development, and dental device have been performed for collecting the necessary information to plan the strategy
for achieving international standardization. Moreover, to establish the framework for accelerating international
standardization of medical device standard, a trial of constructing cooperation system with Asian countries has been
started to support standardization activities each other In addition, a trial of awareness activities has been continued
to enlighten the importance and necessity of international standardization toward mainly medical device companies

in Japan. Summary of the results yielded in FY2016 is as follows.

1) Verification study on the new work item proposal of medical material standard

Positive reference standard material for irritation testing developed in the model study for testing method
obviously exhibited a positive response with high relativity in both of in vivo intracutaneous reaction test and in
vitro reconstructed human epidermis test. The reproducibility and robustness were also validated in international
Round Robin test with 22 organizations, and hence, the work for international standardization of the material was
started. In the model study for material development, exploratory research on the novel material using RNA
aptamer, that may be developed and approved as a functional biomaterial in the near future, was performed in order
to establish the method for evaluating in vitro safety and effectiveness of the material. Safety and effectiveness of
novel two kinds of RNA aptamers will be further evaluated by in vivo testing to make clear the items for

constructing the evaluation method that needs to develop the functional biomaterial as a medical device.

2) Study on the framework construction for supporting international standardization

Information of the current situation of international standardization for the evaluation of medical devices
including tissue engineering / regenerative medicinal products and software were collected and integrated, and then
distributed through internet via our home page in order to construct trial support system of their international
standardization. The 1st workshop to establish the framework of cooperation with Asian countries for the
standardization has been planed and will be held in parallel to ISO/TC 150 annual meeting at Nagoya in 2017.
Since regulatory agency has started to participate initiatively in the work of international standardization, the
importance and necessity of the standardization will be continuously enlightened toward mainly medical device

trade associations in this study, because of their passivity and lack of understanding to the standardization.

3) A study to make international standardization for the processing method for accuracy of dental CAD/CAM
machines
From the viewpoints of price rise of metals for dental devices and allergy to the metals, zirconia ceramics with
high intensity has been remarked as a novel dental material instead of metals. CAD/CAM system is essential to
prepare crown made of zirconia ceramics, because the crown dwindles during the baking step. Verification study on

the processing method for accuracy of dental CAD/CAM machines was performed in this study, and it was



attempted to standardize the method in ISO by Japanese leadership. After addition of evaluation method with
coordinate measuring machine (CMM), ISO DTR18845.2 “Dentistry — Test methods for machining accuracy of
computer-aided milling machines” proposed by Japan was officially approved as TR in ISO/TC 106/SC 9/WG 5
annual meeting held at Toromso, Norway, in where Japan worked as a convener. New work item including the
results of Round Robin test for CMM method will be proposed to update the published TR to international

standard.
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