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Development of Medical Devices through Collaboration between Medicine and

Industry

SR FIRET A 2O Z B S Lo RO B BITRET N1 A DBR%E
== le
Development and Commercialization of the New Material Bone Fracture Treatment

Device Overcoming the Problem of Conventional Device
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In this year, the preliminary development of the first composite Gamma nail prototype

model was carried out by structural testing and its analytical evaluation. As a second

task of this program, the X ray traceability examination by using cadaver test was conducted

The purpose of this test is that the PEEK carbon composite material is X ray penetrant,

several steel wire is built—in the Gamma nail body. But the detectability of the wire is
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so critical, because the wire should be so thin and not affect to the MRI observation.
For the medical approval process, preliminary meeting about the protocol for the Clinical
trials was carried out with PMDA followed after the strategic discussion held in last
February. As a result of the meeting, PMDA suggested a few number of clinical studies.
For the intellectual property policy, a patent survey about the femoral composite Gamma
Nail was conducted in order to submit a new patent at the beginning of fiscal year 2017.

As a result of the survey, no identical patent was found out so far.
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