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Outcome Summary

Seven R&D working groups (WGs) were organized, four draft R&D guidelines documents were

developed, and one published guidelines document was translated into English.

(1) R&D WG on Regenerative medicine (Human cell manufacturing system) developed the draft of
“Guidelines for installation and preventive maintenance of the biological safety cabinet in cell
processing facilities for cells/tissues processed products”. The WG translated “Guidelines for
design of the human cell culture system (revision) 2015” into English for possible future proposal
to ISO /TC 198/WG 9.

(2) R&D WG on Implantable materials (Layered manufacturing for medical devices) developed the
draft of “R&D guidelines for artificial joint prosthesis made of Cobalt Chrome alloy manufactured
using 3D layered manufacturing technique”. The WG secretariat applied the layered
manufacturing technique to manufacture round rod samples and test pieces to carry out the
durability test and the anti-corrosion test. Statistical methods applicable for the durability
analysis of bone plates were investigated as a case example.

(3) R&D WG on Implantable materials (Bioabsorbable materials) developed the draft of “R&D
guidelines for Magnesium alloy for implant”

(4) R&D WG on Image diagnosis (Examination system using near-infrared imaging technology)
investigated to develop "R&D guidelines for examination system development using near-infrared
imaging technology".

(5) R&D WG on Medical devices in the home healthcare environment (Home healthcare environment
ventilators) investigated existing standards relevant to distributed alarm system and intelligent

alarm system, and domestic and overseas guidance.



(6) R&D WG on Plasma application technology (Plasma treatment equipment) revised “R&D
guidelines on minimally invasive plasma haemostasis equipment for surgical operation, and
endoscopic surgeries”.

(7) R&D WG on smart cyber operating theater (SCOT) conducted a feasibility study for formulating
"R&D guidelines for SCOT"

Dissemination

- Two public seminars on surgical robots and one public seminar on orthopedic implants were held
as a dissemination of related R&D guidelines. A total of 369 people participated. With co-hosting
of the Ministry of Health, Labour and Welfare and National Institute of Health Sciences and
with support of the related academic societies, the seminars covered the topics on introduction
of guidelines, the related next generation medical devices / regenerative medical products
evaluation index, and the latest trends of related field of medicine, technology and regulation.

- The web page of the R&D guidelines provides information on the guidelines as the outcome of
this project, as well as call for public requests on the themes of new R&D guidelines.

- One English translation of published R&D guidelines was made.
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