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Annual Reports on Medical Device Adverse Event Monitoring

TIAN Yan,XIAO Guirong,XU Ting

(Department of Pharmacy ,West China Hospital.,Sichuan University , Chengdu ,Sichuan , China  610041)
Abstract: Objective To provide a reference for the improvement of the national medical device adverse event (MDAE) monitoring
system. Methods The relevant data in the Annual Report on Medical Device Adverse Event Monitoring issued from 2013 to 2021
were extracted, and the change trend and the reasons of which were analyzed. Results From 2003 to 2020, the average annual
growth rate of the MDAE reports in China was 53.54%,with a total of 3 387 392 reports. The average number per million people
was 400 reports. The cumulative reports of death and serious injury accounted for 12.79% of the total reports. The number of
reports reported by medical institutions was the largest. Among the reported cases, the reports of class Il and class II medical
devices were the main ones,and the reports of passive medical devices were more than those of other categories. Conclusion The
coverage of monitoring networks of MDAE in China keeps expanding,but there are still some problems that need to be paid more
attention to and improved. It is recommended to strengthen the supervision and management work and improve the responsibility
awareness and monitoring capabilities of registrants,operation enterprises and utility institutions.
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Fig.3 Situation of death and serious injury MDAE reports
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