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FDA MAUDE Database

Wang Xinru', Zhang Qingsong’, Wang Li', Xia Bing', Ma Xuejiao', Liu Wei*" (1. Center for Food Reevaluation
of Henan, Zhengzhou 450005, China; 2. School of Pharmaceutical Sciences, Zhengzhou University, Zhengzhou
450005, China)

Abstract Objective: To analyze the related data of adverse events of intravenous indwelling needles, explore
the related factors affecting the safety of intravenous indwelling needles, and put forward suggestions for rational
and safe use of intravenous indwelling needles in clinic. Methods: The FDA MAUDE database was searched,
and the reports of 815 adverse events of intravenous indwelling needles from January 1, 2015 to December
2020 were statistically analyzed. Results: The main adverse events of intravenous indwelling needles were
mainly instrument failure, accounting for 94.48% in 770 cases, which were mainly manifested as liquid leakage,
foreign body pollution, needle failure, pipe plug, etc. The main causes are product quality problems, improper
use and other reasons. Conclusion: By analyzing the causes of adverse events of intravenous indwelling needles

in FDA MAUDE database, it is suggested that Chinese intravenous indwelling needles manufacturers should
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strengthen the inspection of leakage at isolation plug and actively report adverse events; that the user should

strictly implement the aseptic operation standard, master the puncture technology, and be especially alert to the

risk of intravenous infusion needle and intravenous indwelling needles; and that the regulatory authorities further

strengthen the disclosure of adverse event reports and risk control measures.
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