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Essential Considerations on Preclinical Animal Study for Medical Devices

Li Tianren, Shao Anliang, Wei Lina, Chen Liang*, Xu Liming* (National Institutes for Food and Drug
Control, Beijing 102629, China)

Abstract Objective: Animal study is one of the important strategies for evaluating the safety and efficacy of
medical devices. Preclinical animal study for many class Il medical devices, especially those innovative ones, is
critical item before clinical studies. This review is to provide references and support for preclinical animal study
for medical devices. Methods: Based on domestic and international laws, regulations and standards for preclinical
study of medical devices, the essential considerations on preclinical animal studies were summarized. Results:
The essential considerations on the animal study for medical devices were summarized from the following aspects,
such as personnel, facility, instrument and equipment, experimental materials, test system, standard operating
procedures, implementation of the studies, summary report, quality assurance, as well as documents and archives
according to Good Laboratory Practice. Conclusion: This paper provides a more comprehensive understanding
for the pre-clinical animal study of medical devices and provide references for conducting animal studies.
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