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Interpretation of The Key Points of On-site Inspection of Medical Devices Clinical
Trials

Hu Yihui, Yuan Weian" (Shuguang Hospital Affiliated to Shanghai University of Traditional Chinese Medicine
office of National Drug Clinical Trial, Shanghai 201203, China)

Abstract Objective: To interpret the key points of on-site inspection of medical devices clinical trials in order
to standardize the process of medical devices clinical trials. Methods: The key points of on-site inspection of
medical devices clinical trials were analyzed from four aspects, including clinical trial condition and compliance,
clinical trial, clinical trial data management and test product management. Results: At present, there is certain
disparity between the medical devices clinical trials in China and the strict requirements in the bulletin released
by the CFDA, so the sponsors, contract research organizations, investigators, and clinical trial institutions should
further study the related regulations so as to improve the quality of clinical trials and ensure the safety of products
on the market. Conclusion: Strict implement of The Key Points of On-site Inspection of Medical Devices Clinical
Trials is an important approach to guaranteeing the authenticity, integrity and standardization of the clinical trial
data.

Keywords: medical device clinical trial; key points of inspection; interpretation
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