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Root Cause Analysis and its Applications in the Adverse Events
Involving Medical Devices

LB, HER, TR, EEEK
TN TR B/ T TR B 4
B BR2E TARR), A M 363000

HU Li-yong, TIAN Jun-peng,
LI Jing, HUANG Xiang—-dong

[3 ZE] AN FRAER 04172 (Root Cause Analysis, RCA ) AYFEAf I, I FHRCAXF—fi =
TS R T 00T, 08 S R AR ARSI A, e BRGHER EAN B X 5K, B T AT
B HER,

[EER] MAEH L BEIFRMOR RE; B, YRl

Abstract: Based on the introduction of the Root Cause Analysis, this paper analyzes the adverse events
involving misapplication of medical devices through the implementation of the Root Cause Analysis to
determine the fundamental causes of the adverse events. The paper also proposed the counter measures
for improvement and strategies to prevent more adverse events from happening again so as to improve
the working quality and the safety management awareness.
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