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AddH oz ghdsh
7 98.12.28 MDCI Bladder System A 2] el
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Abstract

Improvement of Regulations based on analysis of Humanitarian Use

Device Management systems in Korea and Leading countries

Because humanitarian use devices generally have high R&D costs, they are more
expensive than general medical devices and have low production, resulting in an imbalance
of supply and demand. The development and supply of humanitarian use devices of
domestic medical device manufacturers and importers is very slow due to the market
monopoly of large global companies for some items and their remarkably low profitability
compared to R&D costs. Although the government is leading the management,
improvement is still required.

This study compared humanitarian use device management system of Korea with the
United States, Japan, and Europe to identify areas that need to be improved in the
domestic system. Based on this, it suggested expanding the criteria for designating
humanitarian use devices, making it mandatory to permit items and imports, and
introducing a regulatory registry of humanitarian use devices. In addition, as a support
plan for humanitarian use device manufacturers, it proposed measures such as the
consulting of domestic regulatory agencies, shortening the approval review period by
priority granting, and introducing a certification system for humanitarian use device
manufacturers. However, the benefits such as providing corporate tax refund and
differential payment of the additional points when applying government ordering projects
are the only for certified companies as humanitarian use device manufacturer. Additional
research is required to make up for the details of each suggestions. It is expected to

contribute the development of rare medical device industry.

Kev words : Rare disease, Rare medical device, Humanitarian use device
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