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Mining and analysis of adverse event signals of ripretinib based on FAERS
database
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Chenzhou Third People’s Hospital, Chenzhou 423000, China

Abstract: Objective FAERS database was used to mine adverse drug event signals of ripretinib after marketing in order to evaluate
its safety in the real world after marketing and provide reference for clinical use. Methods The data from the second quarter of 2020
to the second quarter of 2024 in the FAERS database were extracted, cleaned, and standardized. Adverse drug event reports with
ripretinib as the main suspected drug were screened. The ROR, PRR, and BCPNN methods were used to jointly mine adverse drug
event signals. Results A total of 11 469 adverse drug event reports with ripretinib as the primary suspected drug were collected,
involving 3 250 patients, and the proportion of male patients was higher than that of female patients (54.28% vs 43.63%). A total of
131 risk signals related to adverse drug event were excavated, and the top 5 adverse drug event s were fatigue, alopecia, death, disease
progression, and progressive tumors. The top 5 adverse drug reaction signals not included in the instructions were abnormal hair
structure, liver metastasis, bleeding gums, dysphonia, and decreased serum potassium. Conclusion Although ripretinib exhibits
potential adverse drug event signals in clinical applications, the overall safety analysis based on the FAERS database suggests that it
remains within an acceptable range. However, the frequent adverse reactions that may be caused by ripretinib and adverse reactions
not recorded in the label, such as liver metastases and liver tumors, need to be of concern. Therefore, clinical pharmacists and physicians
should pay close attention to these risks and develop and implement effective prevention and management measures to ensure the
safety and efficacy of ripretinib in clinical use.
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Table 1 Data for computing formula of reporting odds ratio
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Table 2 Basic information of ripretinib-related adverse
event reports
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Table 3 Detection results of ripretinib-related adverse event reports signals
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Table 4 Detection results of adverse event reports signals not included in ripretinib specifications
i PT SOC EE ROR (95%CI FR) PRR (%) IC (95%CI FFR)
1 BREWRE 54 AN ST SR 40 1343 (9.85) 13.39 (457.74) 2.91
2 Wi RYE. SBYELERABEKME 36 10.83 (7.81) 10.80 (319.72) 2.62
CELFEFERFE AR
3 R B I R G5 28 1093 (7.54) 10.90 (251.44) 2.48
4 RFENME MR RGBS DR R T 23 212 (141D 2.12 (13.62) 0.43
5 IMAPFEAR HHRE 17 2.89 (1.8) 2.89 (20.98) 0.70
6 JHIE I IE R G505 14 19.98 (11.82) 19.96 (251.28) 2.39
7 BREUEEAE R e Bz R LR 12 418 (2.37) 4.17 (28.93) 0.94
8 U B RS 10 2.71 (1.46) 2.70 (10.74) 0.36
9 HURIREIH P 43U R G 9 292 (1.52) 2.92 (11.37) 0.38
10 IMmAAFEAR Y L 9 245 (127 245 (7.71) 0.18
11 R A R IH R G50 8 851 (4.25) 8.50 (52.91) 1.25
12 FRIEZWEEEE WP RS B R R 5w 7 4.63 (221D 4.63 (19.89) 0.65
13 W4 KRME RGN 7 3.09 (1.47) 3.09 (9.88) 0.27
14 IMA5FEAK Y L 7 3.04 (1.45) 3.04 (9.57) 0.25
15 IMEEFRAK Y L 6 3.61 (1.62) 3.60 (11.29) 0.30
16 H¥#AE IEWS§r i I 6 322 (145 3.22 (9.19) 0.20
17 EAE B RS 5 735 (3.06) 7.35 (27.41) 0.66
18 HIFIRAEKR LR R G0 SRR A 5 642 (2.67) 6.42 (22.86) 0.57
19 F R B W RS 5 3.3 (1.3) 3.13 (7.24) 0.03
20 HHEMNE HRME R 4 2373 (8.89) 23.72 (86.73) 0.80
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