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Development of Medical Devices through Collaboration between Medicine and Industry
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Development and commercialization of a highly functional plastic retractor for enhancing
visibility in the operative field
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Based on results of the market survey, the scissors—type retractor and the otological retractor are
confirmed as development target due to their high needs in the medical setting. Toward practical use, the
injection mold was modified and a model was recreated by confirming feedback from doctors, re—performing a
market research and incorporating the results of elements study on strength, illuminance, and installation of
light handle implemented in FY2015. The production test was conducted. The prototypes were verified and
evaluated in the University of the Ryukyus Hospital and no issues were observed in practicality. As for
regulatory requirements, Second—class Marketing Authorization license was obtained and a system was
established for distribution. As a generic medical device under the application category of products,

scissors—type retractor as ”Single—use retractor (Class II)” and a light handle as “General-purpose light

1



source (Class I)” are to be proceeded as “Certification” of combinatory medical device by aligning with the
third party accreditation organization. In the case of otological retractors, after confirming with third party
accreditation organization and PMDA, “speculum” (Class [) and “General-purpose light source (Class I)” for
a light handle are to be proceeded as “Notification” of combinatory medical device. As for distribution,
Yufu Itonaga Co., Ltd. is determined as the exclusive distributor, and the exclusive distribution agreement
was concluded. As for intellectual property, a design application was filed for the final shape determined
within FY2016.

L FRBEDIB~DFE
(1) %ok - MEEkEIcB ) b &
BA=A®

(2) & - LU RY Y LEITHBT S NE - KR X —FH
PP

(3) TEEE DR - Bfictaithe ) oxbd 5500 #HA
AL

(4) FFFHiFaE
HrlE 2016-034881 5. EE 2017-004867 5. E=E 2017-004868 =5



