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Data mining and analysis of adverse event risk signals of Belimumab
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[Abstract] Objective To explore the risk signals of adverse events related to Belimumab and its safety in clinical applica-
tion. Methods The reported odds ratio (ROR) method was used to mine the risk signals related to Belimumab in US Food and
Drug Administration (FDA) adverse event reporting system from March 9, 2011 to August 4, 2021. The adverse event of top
50 reports and signal strength were calculated and analyzed. Results There were totally 13 785 reports of adverse events relat-
ed to belimumab (13 785/11 524 326, 0.12%), Except gender unknown (7.83%), more female patients than male (86. 42%
vs. 5.75%), and Except age unkown (5026%), more adult patients (18—64 years old) than elderly (=65 years old) (44.99%
vs. 3.82%). The top 50 reported adverse events mainly included general disorders and administration site conditions(15), in-
fections and infestations (7), musculoskeletal and connective tissue disorders (5), etc. The top 50 signal strength adverse
events mainly involved infections and infestations (16), respiratory, thoracic and mediastinal disorders (5), general disorders
and administration site conditions (5), et al. A total of 43 adverse events were not covered by the instructions, which mainly
related to infections and infestations (11), such as herpes zoster cutaneous disseminated (ROR=41.47,95% Cl: 19.41-
88.61), herpes zoster meningitis (ROR=29.13,95% Cl: 9.21-92.13), skin bacterial infection (ROR=6.88,95% CI:2.21-
21.44), etc. Conclusion In addition to the adverse event mentioned in the instructions. It is necessary to pay close attention

to infection test results and symptoms, skin conditions and blood coagulation test results, and identify adverse events as soon
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as possible, so as to ensure the safe medication of patients.
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