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Adverse Drug Event Signal Mining and Analysis of Botulinum Toxin Type A Based on
FAERS Database
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Abstract: Objective To excavate the adverse drug event(ADE)signals of botulinum toxin type A and provide reference for
its clinical rational use. Methods The ADE reports of all botulinum toxin type A in the food and drug administration adverse
event reporting system(FAERS)were collected from its inception to September, 2023. Data mining was conducted by the
Disproportionality measures and Bayesian statistics method. Results A total of 162 809 ADE reports were obtained. A total of
496 ADE signals related to medication were mined. The screening conformed to 4 algorithms at the same time, and excluded
irrelevant signals, and finally obtained 209 ADE signals. Among them, there are 7 signals that are not mentioned in the existing
Chinese drug instructions, including strabismus, salivation, masticatory diseases, trismus, oral sensory loss, lip lesions, urinary
retention. Conclusion As the use of botulinum toxin type A, the monitoring of common ADEs should be strengthened, and it is
necessary to pay attention to the adverse reactions that are not included in the label.
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