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Introduction to Premarket Approval System of Medical Devices in the United
States and Its Enlightenment to China

Ta Na, Li Yaohua™ (Center for Medical Device Evaluation, NMPA, Beijing 100081, China)

Abstract Objective: To introduce the premarket approval system for high-risk medical device products in the
United States in order to provide references for the improvement of China's medical device review and approval
system. Methods: The premarket approval system of high-risk medical device products in the United States was
introduced in terms of application methods, review processes and communication types. Optimization suggestions
on the premarket communication mechanism, modular PMA declaration path and pre-payment process were
put forward. Results and Conclusion: The premarket approval system in the United States is the most stringent
one among all systems for medical device premarket applications. The modular PMA application method,
various communication types and the pre-payment review processes all have great implications for the review
and approval system of China's medical devices. It is suggested that China's regulatory agencies learn from the
beneficial practices of the US medical device premarket approval system and continuously optimize and improve
its own regulatory system.
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