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Development of Medical Devices through Collaboration between Medicine and

Industry
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Development and commercialization of a new hip prosthesis stem by utilizing

new materials optimizing mechanical strength and elastic modulus for each part
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Based on the information obtained at the time of manufacture of the stem for clinical trials,
each company in charge of manufacturing examined mass production, conducted mass production
prototyping, and confirmed the manufacturing process for all the variations. Regarding the
heat treatment process, a part of the verification of the heating state in the case of partial
heating due to the influence of metal heater damage was carried out.

We conducted clinical trials at Tohoku University Hospital and Osaki Citizen Hospital. As
for the Sendai Red Cross Hospital, the schedule of the IRB was delayed from the two preceding
hospitals, and as soon as approval and contract with the IRB was completed, submitted a protocol
change notice to the PMDA and added it as an implementation facility and conducted a clinical
trial in August After starting the clinical trial, we conducted monitoring so that the clinical
trial progresses smoothly, such as monitoring, collecting and communicating safety
information, confirming the case report, and managing delivery of investigational equipment.

Based on the report of the report of the clinical trial, editing to the form of the approval
application and additionally preparing the missing data were carried out, and the creation
of a complete set of approval application documents to be created at Mizuho was advanced but
it was not completed. Material property tests were conducted to organize the basic material
properties described in the application form for approval and to prepare data on the details
of the physical and chemical properties required by PMDA. In FEM analysis, we analyzed the
effects of stem on bone by incorporating patient—specific bone density data into an analytical
model and simulating analysis assuming that the stem was implanted in the femur of the patient.
No new projects that could become intellectual properties occurred this fiscal year.
Regarding existing patents, we continued to investigate whether domestic applications for
similar patents will be filed. It was adopted as a patent information analysis utilization
project for small and medium enterprises, and conducted a similar patent investigation
including overseas, and confirmed that there is nothing conflicting with Mizuho’s owned
patents.

Based on the progress of the clinical trial and the preparation of the application form for
approval, we started to prepare sales plans and completed the main points of the mid—term

plan.
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