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Abstract Objective: To introduce the research projects of medical device regulatory science conducted by
US FDA in order to provide references for the research of medical device regulatory science in China. Methods:
Through the translation and collation of some documents and research project abstracts issued by FDA, the
ongoing scientific research projects on regulation were introduced. Results and Conclusion: FDA cooperates with
scientific institutions, clinical institutions, other government agencies and industry to carry out research on medical
device regulatory science. The research results are used to ensure the safety and effectiveness of medical devices
and promote the development of high-quality and innovative medical devices. In the field of active medical
devices, the research projects include research on product performance, such as electromagnetic compatibility,
magnetic resonance imaging security, wireless coexistence, etc., and research on computer simulation and artificial

intelligence, such as human-computer interaction, digital pathological evaluation, virtual image clinical trial, etc.
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Researches on advanced technologies, such as patient monitoring technology, personalized heart therapy, etc., are

also involved.
Keywords:
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