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Abstract: Objective
induced by tislelizumab in the CNKI, WanFang, VIP, PubMed, Embase, Web of Science were searched from the inception of

To promote the safe clinical use of tislelizumab. Methods Case reports of adverse drug reactions (ADRs)
databases to December 2023, and the patients’ gender, age, clinical diagnosis, medication use, occurrence time of ADRs, involved
systems / organs, treatment and outcomes were analyzed. ADRs were searched and classified based on the codes of ADR involving
systems / organs in the Terminology of Adverse Drug Reactions released by World Health Organization (WHO). The correlation of
ADRs was evaluated based on the five principles of adverse reaction / adverse event analysis in the Handbook for Adverse Drug
Reaction Reporting and Monitoring released by the Center for Drug Evaluation of the National Medical Products Administration.
Results A total of 57 ADRs reports induced by tislelizumab were included, involving 60 patients. Among them, the male — to -
female ratio was 3.62: 1;the age ranged from 26 to 88 years old,with an average of (64.87 + 11.41) years old; ADRs often
occurred within two medication cycles (53.33%) ; multiple systems / organs were involved, with skin and its appendages being the
most common (35.00%) , followed by the respiratory system damage (13.33%) ;deep vein thrombosis accompanied by pulmonary
embolism, ureteritis, cystitis, systemic lupus erythematosus and other ADRs were not mentioned in the package insert of tislelizumab
and belonged to new ADRs;a total of 58 cases improved after discontinuation of medication and symptomatic treatment, one case
died,and one case did not mention the outcome. In the association evaluation of ADRs,fifty — eight cases were considered possible,
one case was considered likely, and one case was considered positive. Conclusion ADRs induced by tislelizumab involve different
age groups and different systems / organs. It is important to pay attention to medication safety monitoring, strengthen the prevention
of ADRs,and ensure timely management.
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Tab.1 Basic information of the patients
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Note:The usage of tislelizumab for patients is intravenous infusion,once every three weeks,and its dosage is 200 mg each time.
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Tab.2 Basic information of the patients with adverse drug reactions induced by tislelizumab
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Note: " refers to ADRs not mentioned in the drug package inserts.
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