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Abstract: Objective

factors affecting the accessibility of medical devices and the current development status of relevant systems in China were analyzed,

To provide suggestions for improving the accessibility system of medical devices in China. Methods The
and suggestions for the development of systems were put forward. Results The main factors affecting the accessibility of medical
devices in emergencies included the rapid approval of new products and direct use of products not launched. At present, the
relevant systems of medical devices for realizing accessibility through approval included the emergency approval, priority approval,
special review of innovative medical devices,conditional approval and so onjwhile the relevant systems for realizing accessibility not
through approval included the expansion application and authorization systems for emergency use. The present systems for realizing
accessibility had some shortcomings such as incomplete matching of system positioning with emergencies, imperfect system paths to
respond to emergencies and inadequate means to meet the needs of emergencies. Conclusion The present system in China cannot
completely solve the accessibility problem of medical devices when dealing with emergencies. It is suggested that the relevant
systems of medical device accessibility should be legal,and the relevant detailed rules should be improved.
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Tab.1 Comparison of systems related to the accessibility of medical devices
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