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Research on Regulatory Science for New Orthopedic Implant Devices: Taking
Additive Manufacturing PEEK Device as an Example
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Abstract Objective: Taking the additive manufacturing PEEK orthopedic implant device as an example, to
introduce the research progress on the regulatory science for new orthopedic implant medical devices, so as
to ensure the safety and accessibility of medical device. Methods: The production quality system of additive
manufacturing PEEK device and the key requirements for the performance verification and validation of
orthopedic implant devices were described in detail. Results and Conclusion: In the production quality system,
the physical and chemical properties of PEEK raw materials, the temperature control and printing path in the
additive manufacturing process need to be focused on. At the same time, comprehensive non-clinical and clinical
research on final products are required to ensure the safety and effectiveness of bone implant devices.
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