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Abstract

approval process. Methods: This article compares the similarities and differences of current medical device

Objective: In order to provide references for the reform of medical device pre-market review and

acceptance review and technical review on workflow, objectives and requirements in China. And it also introduces
steps and requirements of acceptance review in U. S.. Results: The use of review checklist could help identify and
clarify the responsibilities and requirements of acceptance review and technical review process. Conclusion: The
relevant requirements of medical device acceptance review and technical review basically meet the needs of the
existing review and approval system, but there is still room for improvement in process optimization and quality
improvement.
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