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Abstract Objective: To analyze the related data of adverse events of tracheal intubation for ventilator, explore
the related factors affecting the safety of tracheal intubation, and put forward suggestions on the rational and
safe clinical use of tracheal intubation. Methods: The US FDA MAUDE database was searched to conduct
statistical analysis of 3777 cases of tracheal intubation adverse event reports from 2019 to 2021. Results: The
instrument failures of adverse events of endotracheal intubation were mainly manifested as balloon problems,
connection problems, catheter problems and label problems. Patients with injury mainly manifested as unplanned
extubation, hypoxia/low oxygen saturation and respiratory function problems. Conclusion: By analyzing
the causes of tracheal intubation adverse events in the US FDA MAUDE database from 2019 to 2021, it is
suggested that tracheal intubation manufacturers in China should actively carry out adverse event monitoring,

strengthen the quality control of tracheal intubation, and implement the main responsibility of enterprises. It is
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suggested that the use unit should strictly implement the operation specification of tracheal intubation, master

the intubation technology, and be particularly alert to the risk of mechanical ventilation when the ventilator and

tracheal intubation are used together. It is recommended that the regulatory authorities strengthen supervision and

inspection and carry out medical device adverse event training to prevent and control product risks.

Keywords: endotracheal intubation; ballon problem; unplanned extubation; adverse events; FDA MAUDE
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