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Abstract: Objective To mine and analysis of adverse events of Rozanolixizumab based on the FAERS database, to provide a
reference for safe clinical medication. Methods Adverse event data for Rozanolixizumab as the primary suspected drug were
collected from the FAERS database from the second quarter of 2023 to the second quarter of 2025. The reporting odds ratio method
and Bayesian confidence interval neural network propagation method were used to mine adverse event signals. Results A total of
294 adverse event reports with Rozanolixizumab as the main suspected drug were retrieved, among which serious adverse events
accounted for 48.0%. In addition to the common adverse events in the drug instructions such as headache, nausea and diarrhea, 13
adverse event signals were obtained, including three new signals, myalgia, neck pain, and herpes zoster. 77.8% of the adverse events
of rozeliximab occurred in the first month after medication. Conclusion During the administration of Rozanolixizumab, in addition
to monitoring common adverse events, it is also necessary to strengthen the monitoring of potential new adverse events, especially in
the first month of medication.
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Table 1 Signal calculation formulas and assessment criteria
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Table 2 Baseline information on adverse event reporting

for Rozanolixizumab
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Table 3 Adverse event signals associated with Rozanolixizumab
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