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Development of tools for design plan from medical device standards
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Abstract

IEC 60601-1 lists many hazards as a standard for electro-mechanical safety of medical equipment and presents test criteria to
reduce the risk. And IEC 62304 is a software life cycle process that deals with medical device software. Currently, researchers
at domestic companies are not familiar with the hazards in the specifications. Thus, we have developed a software tool that can
easily understand these specifications and identify the hazards for medical devices.
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