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Development of Medical Devices through Collaboration between Medicine and

Industry
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Development of the infusion pump with the high—performance and low-cost

micropump.
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As work items for development strategy in fiscal year 2016, we primarily worked on the
manufacturing of tertiary prototypes and mass—production prototypes of a small infusion pump.
For the tertiary prototype, we manufactured 1) an infusion line, 2) a drive unit, and 3) a
controller. We had these prototypes used in actual clinical practice and performed usability
risk management evaluation such as operability and safety. In addition, we investigated
specifications of leading products in overseas markets and carried forward the development of
products that can respond to them. For the mass—production prototype, we performed continuous
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improvement while evaluating the performance stability of the micro pump itself, and evaluated
and confirmed the manufacturing devices, manufacturing processes, and inspection methods.

For pharmaceutical strategy, we held pre—-development preparatory consultation with PMDA.

We confirmed data and conditions required for approval application such as contents and methods

of testing and necessity of clinical trials, and consulted how application should be made.
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