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Signal mining of adverse drug events of avacopan based on FAERS
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Abstract: Objective To analyze the adverse drug events of avacopan in the real world using the FAERS database, and provide a
reference for the safe clinical use of the drug. Methods The adverse event report data of the drug from the fourth quarter of 2021 to
the first quarter of 2025 in FAERS were retrieved, and the ROR and PRR methods were used to mine adverse drug events signals. The
PT and SOC in the International Medical Terminology Dictionary (MedDRA terminology) 27.1 were used to standardize the expression
of related adverse drug events names. Results A total of 3 510 adverse drug events reports related to avcaopan were retrieved, and
the reporting age was mainly concentrated in those over 50 years old, with the largest number of reports from the United States
(74.16%). A total of 106 adverse drug events signals were mined, involving 16 SOC. Mainly including gastrointestinal system diseases
(14), infections and infective diseases (19), hepatobiliary system diseases (13), etc. The top three PT in terms of adverse drug events
reports were diarrhea (187 cases), nausea (182 cases), and infectious pneumonia (96 cases). The top three PT (by ROR value) adverse
event signal intensities were biliary disappearance syndrome, suspected drug-induced liver injury, and jaundice. Conclusion During
the administration of avacopan, in addition to monitoring the adverse event mentioned in the drug package insert, close attention should
also be paid to potential new adverse reactions such as biliary disappearance syndrome, steroid diabetes, and jaundice to ensure patient
safety.
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Table 1 Four-fold table of ratio imbalance method
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Table 2 Basic information of adverse event reports of avacopan
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Table 3 SOC classification analysis of adverse event signals of avacopan
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Table 4 Top 20 signals of avacopan-related adverse events reports in terms of number
PT soc W% MEE/%  ROR (95% CD PRR (42)
185 B M RS 187 14.56 2.28 (1.97, 2.64) 2.25 (131.08)
SEs B M RS 182 14.17 2.09 (1.80, 2.42) 2.06 (100.47)
TR fil 9% RIS F AR YT 96 7.48 2.44 (1.99, 2.98) 2.42 (80.26)
WA E B M RS 76 5.92 3.47 (2.76, 4.35) 3.44 (131.84)
YL RIS F AR YT 69 5.37 3.46 (2.73, 439 3.44 (119.66)
JFHE 595 HFHH R G0 68 530 12.62 (9.93, 16.03) 12.52 (716.76)
e I 17 55 9k L 2 64 4.98 2.50 (1.95, 3.20) 2.49 (56.97)
e & HFHH R G0 63 491  13.18 (10.28, 16.90) 13.08 (698.80)
JF B T v HRE 53 4.13 5.87 (4.48, 7.69) 5.84 (212.00)
It Rk B B T 4R 52 4.05 2.49 (1.89, 3.27) 2.48 (45.84)
VAN A BY I I 2 2R AN 5 S 51 3.97 2.22 (1.69, 2.93) 2.22 (34.12)
g B i R G 49 3.82 2.07 (157, 2.75) 2.07 (27.03)
HYE SRR PRGN 45 3.50 8.73 (6.51, 11.71) 8.69 (304.93)
B Th et B e A PR R G5 43 3.35 3.81 (2.82, 5.15) 3.80 (88.52)
T A B P I 2 2R AN 5 S 35 2.73 5.34 (3.83, 7.44) 5.32 (122.42)
HEE N £ G505 33 257 1696 (12.03, 23.90) 16.89 (489.23)
B Wk B W R85 32 2.49 2.35 (1.66, 3.33) 2.35 (24.74)
JHeBERE TR [ A5 G SR T 30 2.34 2.47 (1.73, 3.54) 2.47 (26.15)
JEREThRER A= &R A 28 2.18 8.08 (557, 11.72) 8.06 (172.41)
B A B e A PR 2R G5 28 2.18 5.15 (3.55, 7.46) 5.13 (92.95)
F=5 FKAIEEXA REMHESREHIRAT 20 MHNES
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