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Development of Medical Devices through Collaboration between Medicine and

Industry
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Development and commercialization of the lightweight resin surgical instruments
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As a development strategy, we studied “mass production of tweezers”, ”“development of forceps
/ needle-holder”, “development of scissors” and “evaluation using animals”, etc. We completed

registration of medical device manufacturer on August 18.

“Consideration of mass production of tweezers”

It was planned to execute “regulatory application” on tweezers in March. However, internal
safety standards were reviewed significantly, and the implementation of sterilization
validation was greatly delayed due to problems at sterilization contractor. “Regulatory
applicaton” was delayed until September.

Reused products with embedded RFID chip planned as improved products, improved prototyping
that secures X-ray visibility even if it breaks by any chance, we are ready to introduce launch
products. As a tweezers made of resin that can be used for surgery, product development
equivalent to that of high—performance conventional steel products could be achieved
"Development of Forceps / Needle Holder”

Based on the evaluation results of the prototype in 2015, product improvement was made.
Particularly in the threaded portion, we designed a special shape which makes it difficult for
sutures to become entangled. Furthermore, strengthening of the gripping force of the distal

end portion was examined.

” Development study of scissors”

We clarified issues on production of insert molding.

“Evaluation using animals”

We found a sensory evaluation method based on prototype. It became possible to design a
shape which allows the surgeon to operate without any discomfort. Due to the request from the
Quality Assurance group of Toray Medical, we revised the safety standard as a resin product
considerably and highly delayed implementation of sterilization validation from troubles at

sterilization contractor, there was a further substantial delay.

Continuously conducted a patent environmental survey as an intellectual property strategy.
We confirmed that there were no problem patents. As a sales strategy, we investigated raising

unit price by adding added value to conventional steel products. We began to examine separately
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for the reduction of heavy weight transportation and management man—hours in the hospital which

cannot be seen in medical economics by simple calculation.
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