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The Current Situation, Problems and Suggestions of Pre-evaluation of Technical
Requirements for Medical Device Testing Institutes in China

Du Xiaodan, Chen Hongbo, Yang Zhaopeng (National Institutes for Food and Drug Control, Beijing 102629,
China)

Abstract  Objective: To understand the current situation, existing problems and to put forward suggestions
for pre-evaluation of product technical requirements after the implementation of relevant documents through
the investigation of the major medical device testing institutes and evaluation facilities in China. Methods: The
relevant basic information was collected using the method of questionnaire. Results and Conclusion: The survey
results showed that medical device testing institutes generally paid attention to the pre-evaluation of medical
device technical requirements and implemented the requirements of the documents. However, some specific
problems were encountered in the implementation of the provisions of the documents, such as nonuniform
understandings and implementation of the relevant documents of companies, medical device evaluation centers,
and medical device test institutes, as well as no requirement for biological evaluations after the implementation
of the documents. It was recommended that the relevant departments should draft detailed documents, strengthen
training of staff in official institutes and companies, and establish smooth communication mechanism among
institutes to enhance the standardized management of biological evaluations of the medical device.
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