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Abstract: Objective Based on the FDA adverse event reporting system (FAERS) database, the ADE signal of ustekinumab was
mined and analyzed to provide reference for clinical safe drug use. Methods Reports ratio method (ROR) and comprehensive standard
method (MHRA) were used to mine ADE reports of ustekinumab as the primary suspected drug in FAERS database from the first
quarter of 2017 to the fourth quarter of 2021. The obtained signals were sinicized and systematically classified and analyzed using
MedDRA standards. Results Among ADE reports from 2017 to 2021, a total of 39 650 suspected drugs were ustekinumab, of which
women accounted for the majority (52.67%). Most of them were aged from 18 to 64 (46.84%). The total number of medical
professionals reported higher (55.95%). The top five reporting countries are the United States, Canada, the United Kingdom, Australia,
and Brazil. In the past five years, the number of reported countries is the largest in 2020, and the trend will decline in 2021. After
screening the adverse reaction signals of ustekinumab as the primary suspected drug, 38 733 ADE signals were obtained, a total of 496
signals. According to MedDRA’s systematic organ classification (SOC) classification, the PT with signal was sorted by SOC
classification, and 22 SOC with signal were found. Some new ADE not mentioned in the instructions were found, such as benign,
malignant and unknown tumors, various surgical and medical procedures, hepatobiliary diseases, etc. Conclusion Common ADE
signals of ustekinumab were consistent with the instructions, but the cumulative SOC classification was different from the instructions,
which could provide reference for clinical drug safety.
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Table 1 Fourfold table measures of disproportionality
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Table 3 Primary information of ustekinumab related ADE
reported in FAERS
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Table 4 TOP50 ADE signals of Ustekinumab in descending order of reports and signal intensity
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Table 5 ADE signals of SOC from ustekinumab
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