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Signal Mining of Hemorrhage Events Related to Ticagrelor and Clopidogrel Based on FAERS Database

RUAN Yi' ,ZHANG Ni*,ZHENG Xiaoyuan'

(1. Department of Pharmacy,Chongqing Emergency Medical Center,Chongqing,China 400014; 2. Department of Pharmacy,Army Medical Center of the
PLA , Chongqing , China 400042 )

XEHS 1006 — 4931(2023)04 - 0102 — 05

Abstract: Objective To provide guidance and basis for the rational clinical application of ticagrelor and clopidogrel. Methods The
adverse drug event (ADE) report data of ticagrelor and clopidogrel from the time of marketing to September 30, 2021 were
obtained through the Food and Drug Administration (FDA) Adverse Event Reporting System (FAERS),and the hemorrhage event
reports were retrieved by the standard MedDRA query (SMQ),and the reported odds ratio (ROR) method was used for signal
mining. Results A total of 3 326 and 25 538 hemorrhage event reports related to the two drugs were obtained respectively. The
incidence rates of serious adverse events (SAE) of the two drugs were high (66.36%,67.22%),and most of them were caused by
hospitalization / extended length of stay (40.56%,45.83%). The hemorrhage signal value of ticagrelor [ROR = 4.02,95% CI(3. 86,
4.18) ] was lower than that of clopidogrel [ROR =6.32,95% CI(6.22,6.42) ]. Ticagrelor — related hemorrhage events involved 17
system organ classification (SOC) and 85 suspicious signals. Clopidogrel involved 18 SOC and 198 suspicious signals. Hemorrhage
events were mainly distributed in the gastrointestinal system (33.98%,43.08%) and the vascular and lymphatic system (20.42%,
14.03%). Conclusion Both ticagrelor and clopidogrel may induce hemorrhage events in multiple systems,of which gastrointestinal
system is more common. The monitoring of hemorrhage events of these two drugs should be strengthened in the clinic.
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Tab.1 Baseline information of ADE reports [case (%) ]
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Tab.2 Haemorrhage events and main SOC involved
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