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Abstract: Objective To investigate the design ideas of an active monitoring tool for hemorrhage risk induced by rivaroxaban based

on the China Hospital Pharmacovigilance System (CHPS),and the application prospect of active monitoring method based on CHPS
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for specific adverse drug reactions (ADRs) of a certain drug. Methods A total of 1 071 medical records of inpatients treated with
rivaroxaban in a tertiary A hospital in Shenzhen that installed CHPS (2.0 version) from July 1 to December 31,2020 were
extracted. Based on the drug instructions, hemorrhage ADRs induced by rivaroxaban in the Shenzhen ADRs monitoring database and
hemorrhage ADRs involved in relevant literature, an active monitoring tool for hemorrhage induced by rivaroxaban was
comprehensively designed by the CHPS integrated modeling tool, and the target cases were searched and verified. Results A total
of 487 target cases were searched,after removing duplicate cases and screening,47 true positive cases were finally verified,and the
positive predictive value of the monitoring tool was 10.68%. Among the 47 cases (56 case times) of hemorrhage,the ratio of male
to female was 1:1.04, with most over 60 years old (42 cases, 89.36%). The patients’ symptoms were mostly gastrointestinal
hemorrhage (23 case times,41.07%) ,followed by concealed hemorrhage (17 case times,30.36%) ,subcutaneous hemorrhage (seven
case times, 12.50%) , urinary system hemorrhage (seven case times, 12.50%) , and two cases died. Conclusion Elderly patients
have a higher risk of hemorrhage when using rivaroxaban, and gastrointestinal hemorrhage is a characteristic risk and can induce
death, which requires attention. The designed active monitoring tool can improve the detection rate of hemorrhage ADRs / adverse
drug events (ADEs) induced by rivaroxaban, and can provide a reference for designing an active monitoring scheme of ADRs
induced by a certain drug.
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