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[ Abstract] Objective To explore the risk signals associated with axitinib and to
provide references for safe and rational clinical drug use. Methods Data on adverse event reports
related to axitinib from the FAERS database from January 1, 2012 to June 30, 2024 were collected.
Proportional reporting odds ratio (ROR) and Bayesian confidence propagation neural network
(BCPNN) methods were used for data mining. The preferred system organ classification and
preferred terms from the adverse drug reaction terminology set were used to classify and describe
the mined risk signals. Results A total of 12 927 adverse event reports involving acitinib as the
primary suspect drug were collected, including 8 428 male patients (65.2%) and 3 493 female
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patients (27.0%). A total of 63 positive signals were identified, with the most commonly reported

systemic organ conditions being kidney and urinary system diseases, gastrointestinal disorders,

and various tumors (including benign, malignant, and unspecified types, such as cysts and

polyps). The new adverse events exhibiting strong signal intensity included diarrhea, progressive

tumors, hypertension, oral mucositis, oral pain, and renal function impairment. Conclusion The

adverse events associated with axitinib in the treatment of urinary system tumors significantly

impact patients' quality of life and should be carefully considered in clinical practice to ensure

patient safety.

[Keywords ] Axitinib; FDA Adverse Event Reporting System; Adverse drug events;
Data mining; Proportional imbalance method; Urologic tumors
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Table 1. Formulas and thresholds of the ROR and BCPNN methods
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Table 2. Basic information of axitinib—related adverse event reports
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Table 3. Signal intensity of axitinib reported at the PT level
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Figure 1. The number of reports of axitinib—
related ADEs from the 1st quarter of 2012 to the
2 nd quarter of 2024
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Table 4. Top 50 PTs with the highest signal intensity
for axitinib—related adverse events

PT il ROR (95%Cl) PT i ROR (95%Cl )
R A Mg 126 109.32 (91.02, 131.30) || i 11 8.03 (4.43, 14.52)
bl el 1197 4727 (4457, 50.12) ||ttt 34 6.06 (432, 8.49)
=il ioth 139 43.92 (37.06, 52.05) ||IE7E 1850  4.47 (427, 4.68)
5 24 B LV 0] 6 8241 (3596, 188.85) ||HEAiE 50 5.64 (427, 7.44)
B R 28 5229 (3579, 7640) ||A B RENLEm R 5 10.15 (421, 24.48)
91 5% e ¢ 3 71.00 (22.10, 228.13) ||fEFHEAHRIH 3 1179 (3.78, 36.78)
FE 95 12 2598 (14.65, 46.04) ||MEE %k 13 6.17 (3.58, 10.64)
5 R R 104 1574 (1297, 19.11)  ||KiBESEAE 71 444 (351, 5.60)
MR 212 14.15 (1236, 1621) || MR3EHEEE 8 6.90 (3.45, 13.84)
375 T 240 Bl e 11 20.85 (1148, 37.86) ||#FEpEss 62 433 (337, 5.56)
GIEN B R 5 2494 (1028, 60.52) || ZAFEMEpS 4 903 (337, 24.15)
FEREPSI 27 14.86 (10.17, 21.73) || AP 24 4.87(3.26, 7.27)
I b 4% 438 1091 (9.93, 12.00) N AR 4 8.66 (324, 23.15)
ERRLEAAE 38 973 (7.07, 13.39) A &S 4 792296, 21.17)
e I 5 5 1665 (6.89, 40.28) i 1 af 10 5.48 (294, 10.20)
HAE 30 9.66 (6.74, 13.83) (SRl 183 3.38 (292, 391)
Fie i 111 8.04 (6.67, 9.69) JE RS 7 6.10 (2.90, 12.83)
TR ML 919  7.02 (6.57, 7.49) SEEAR N ki T g 6 642 (288, 14.33)
A B Gt oLk 3 19.29 (6.16, 60.40) JE5 B 15 2 8  5.69 (2.84, 11.40)
e 3 1775 (5.67, 55.54) SEEIKEEATE 22 429 (282, 6.52)
R I e 36 7.76 (559, 10.77) (B3 136 3.28 (2.77, 3.89)
Jib I e 10 10.25 (5.50, 19.11) USRS 53 3.61 (276, 4.73)
BRI 9  10.07 (523, 19.42) 1o 1ML R A0 5 6.33 (2.63, 15.24)
Bhes 5 11.01 (4.56, 26.58) (=7 10 4.86 (261, 9.04)
I B i 74 572 (455, 7.19) CERRR 6 570 (256, 12.73)

E: ROR, fR4&WAAL; ClI, BRI,

R5 WK R GBADES Eftt RGADERMBERLLRER [ (%) ]
Table 5. Comparison results of factors influencing ADEs in urological tumors
versus ADEs in other systems [n (%)]

YE| HAb RS 5 0 T SO e B e AN B fvd X P
g 3.708 3 0.294 7
<7d 172 (93.5) 12 (6.5)
=8d, H<11H 465 (95.7) 21 (4.3)
=1, H<31H 473 (93.1) 35(6.9)
=37H 685 (93.3) 49 (6.7)
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