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Evaluation of Biological Hazards Caused by Physical Characteristics of Medical
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Abstract Objective: To describe the biological hazards caused by physical characteristics of medical devices
and the evaluation methods for these hazards, and to establish a systematic evaluation framework. Methods:
Regulatory documents, guidelines and guidance documents issued by domestic and foreign regulatory agencies,
as well as standards and literature in related fields were analyzed and sorted out. Results and Conclusion:
At present, there are more studies on the evaluation of biological hazards caused by chemical and biological
properties of medical devices, and fewer studies on the evaluation of biological hazards caused by physical
properties of medical devices. Moreover, the series of biological evaluation standards for medical devices have not
been discussed extensively or systematically. This paper summarizes the biological hazards caused by the physical
characteristics of medical devices and its evaluation methods, which would provide references for relevant
institutions and researchers, and also promote the improvement of relevant standards and the scientific evaluation
system to a certain extent.
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