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[Abstract] Objective To conduct mining the adverse event signals of propranolol in infants based on the FDA adverse
event reporting system (FAERS) database, and provide references for the safe use of propranolol in clinic. Methods The medi-
cines and healthcare products regulatory agency (MHRA) and the bayesian confidence propagation neural network (BCPNN)
methods were used to conduct signal mining and analysis on the adverse event reports of propranolol used by infants from the
first quarter of 2004 to the second quarter of 2022 in the FAERS database. Results A total of 75 290 adverse event reports were
included in the study, most of which were serious adverse events (62.33%). These reports were mainly from the United States
(50.18%). 91 adverse event signals were mined by the MHRA method and the BCPNN method, nvolving 1147 cases in total,
including 67 adverse event signals were not recorded in the drug instructions. The system organ classes involved by these ad-
verse events were mainly metabolism and nutrition disorders, mental disorders and nervous system disorders. Among all the ad-
verse event preferred terms, hypoglycemia and its complications, peripheral coldness, sleep disorders and poor sleep quality
had high signal intensity, and were strongly associated with propranolol. Conclusion When infants were treated with propran-
olol, medical staffs should focus on the risks such as hypoglycemia and its complications, peripheral coldness, sleep disorders

and poor sleep quality to reduce the occurrence of adverse events.
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