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I . Research and development purpose and contents

In hospital management, sterilization, and reprocessing of Single use medical devices (following, SUD:
Single-Use Device) cannot guarantee performance, and safety and could lead to cases of hospital
acquired infections and other risks associated with re-use. In Europe and in the United States they have
adopted SUD remanufacturing, a process that allows third party remanufacturing companies to collect,
wash, and reassemble SUDs. Following a strict manufacturing process, the devices obtain regulatory
approval based on the performance equivalency of the remanufactured device to the original. The purpose
of this study is to create domestic regulation for SUD remanufacturing.
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