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ZHANG Qing'? ,LIU Xiaodian'?,JIANG Rui',YANG Qi'*
(1. Huangshi Central Hospital-Affiliated Hospital of Hubei Polytechnic University ,Huangshi,Hubei 435000,China; 2. Wuhan University of Science and
Technology , Wuhan , Hubei 430000, China )

XEHS 1006 — 4931(2026)02 - 0028 — 07

Abstract:Objective To further reduce the underreporting of adverse drug reactions (ADR) of tislelizumab in clinic. Methods Relevant
literatures on tislelizumab were retrieved and ADRs of the drug based on the drug instructions were collated. China Hospital
Pharmacovigilance System (CHPS) was utilized to construct an active monitoring model for tislelizumab. Then, the ADR monitoring
results using the active monitoring model in Huangshi Central Hospital from 2021 to 2024 were compared with the spontaneous
reporting recognition rate of tislelizumab — related ADRs during the same period in the hospital, and the advantages of active
monitoring model in improving the ADR reporting rate were evaluated. Results The identification rate of the active monitoring
model for ADR was 7.71%,which was significantly higher than 1.77% of the traditional spontaneous reporting method (P < 0.05).
The positive alarm rate of the active monitoring model for ADR was 37.87%. Classified by involved systems / organs, the main
types of ADRs were gastrointestinal damage (135 cases,34.01%) and systemic damage (123 cases, 30.98%). Conclusion This
model is simple and effective, which not only significantly improves the recognition and reporting rates of tislelizumab ADRs, but
also provides a scalable paradigm for pharmacovigilance of immunotherapy in tertiary hospitals. It is helpful to optimize the
pharmacovigilance system and enhance the precision and timeliness of drug safety monitoring.
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Fig.1 Interface of the search tool
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Fig.2 Example of results of active monitoring program for tislelizumab
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