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[Abstract] China's medical device industry is transitioning from a stage of rapid growth to one of high-quality development,
showing promising prospects and significant potential. In this context, the construction of an effective medical device review
and approval system is crucial to foster industry development and ensure public safety. However, the current review and
approval practices face numerous practical challenges and pressing issues that need to be solved. This paper analyses the
key difficulties and challenges faced by the review and approval of medical device in China and puts forward reform strategies
tailored to the country’s specific conditions. These recommendations aim to further stimulate innovation within the industry and
drive its progression towards higher-quality development.
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