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Abstract Objective: To introduce the scientific research project of medical device regulation by Food and Drug
Administration (FDA) in order to provide references for the scientific researches of medical device regulation in
China. Methods: Various documents and research project abstracts issued by FDA were translated and sorted out
and the regulatory science research projects undergoing were reviewed. Results and Conclusion: FDA cooperates
with scientific institutions, clinical institutions, other government agencies and industries to carry out scientific
researches of medical device regulation. Based on current clinical needs and cutting-edge researches, FDA conducts
special researches in such fields as orthopedics, cardiology, radiology and microbiology. The research results are
used to ensure the safety and effectiveness of medical devices and promote high development and innovation of

medical device companies. In the field of passive medical devices, the current research projects include researches
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on product properties and detection methods, such as physical and mechanical properties, fluid properties, rapid
detection technology of pathogens, etc. They also include researches on emerging technologies, such as additive

material manufacturing and new materials and their manufacturing. There are also basic researches on the safety

and effectiveness of medical devices, such as nanotoxicology, polymer dynamics, microbiology, etc.
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