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Analyze the Effective Monitoring Methods and Response Measures of Drug Regulatory
Authorities in the Aspect of Adverse Drug Reaction Monitoring
Cangcang Ma
Yangxin County Market Supervision and Administration Bureau
Abstract: Objective To analyze the effective monitoring methods and response measures of drug
regulatory authorities in the monitoring of adverse drug reactions. Methods: Twelve medical institutions
within the jurisdiction from January 2023 to December 2024 were selected. Conventional monitoring
methods were adopted from January to December 2023, and a comprehensive monitoring method
combining conventional monitoring, active monitoring, data mining, and risk early warning was used
from January to December 2024. Compare the monitoring efficiency, the timeliness of risk signal
identification and the incidence of medication safety incidents in the two time periods. The timeliness
rate and completeness rate of monitoring report submission from January to December 2024 were higher
than those from January to December 2023 (P<0.05); The average time of serious adverse reaction risk
signal recognition from January to December 2024 was shorter than that from January to December 2023
(P<0.05); The incidence of drug safety events from January to December 2024 was lower than that from
January to December 2023 (P<0.05). Conclusion: The comprehensive monitoring method adopted by
drug regulatory authorities, which combines conventional monitoring with active monitoring, data
mining and risk early warning, can improve the quality and efficiency of monitoring, quickly identify risk
signals, reduce the incidence of drug safety incidents, and is of great significance for ensuring drug safety.
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