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[Abstract] Objective To mine adverse drug event (ADE) risk signals of bosutinib based
on the U.S. Food and Drug Administration (FDA) Adverse Event Monitoring System (AEMS)
database, to provide references for safe clinical medication. Methods ADE reports related to
bosutinib recorded in the AEMS database from inception to March 31, 2026 were retrieved. The
ADEs were described, classified and statistically analyzed by system organ class (SOC) and
preferred term (PT). The reporting odds ratio (ROR), proportional reporting ratio (PRR), multi-
item gamma Poisson shrinker (MGPS) and Bayesian confidence propagation neural network
(BCPNN), were applied to excavate and analyze ADE signals. Results A total of 8,295 ADE
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reports of bosutinib were retrieved, among which 4,613 were serious adverse drug event reports. The majority of

patients were aged 65-85 years (36.84%), with nearly equal proportions of males (44.91%) and females (46.23%).

The primary outcome of serious ADEs was hospitalization or prolonged hospitalization (31.24%), and 70.40% of

reports were submitted from the United States. A total of 143 ADE risk signals covering 17 SOCs were

identified. The PTs with the highest report counts included diarrhea, nausea, fatigue, etc. The PTs with the

strongest signal strength encompassed decreased body surface area, increased body surface area, chylothorax

and so on. Conclusion In clinical practice, apart from adverse reactions listed in the drug label, clinicians

should pay close attention to risks such as increased/decreased body surface area and chylothorax during

bosutinib administration to ensure safe medication for patients.
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Table 1. Calculation formulas and positive determination criteria for 4 types of proportion imbalance
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Table 2. Basic information of bosutinib—related ADE reports

T H A4 TRt (%)
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geqds 3835 46.23
Tk 3725 44.91
AKH 735 8.86
iR (%)
<18 19 0.23
18~ < 45 1022 12.32
45~ < 65 2059 24.82
65~85 3056 36.84
> 85 224 2.70
A 1915 23.09
U ADE 455
BT 738 13.03
J A= A 138 2.44
A B BAE AT 52 1769 31.24
ey 57 1.01
Hifth 2961 52.29
s E%E (|56
F 5840 70.40
H A 407 491
% 245 2.95
N 212 2.56
=] 207 2.50
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TR PT RG2S ULH B, (4), 194.38) . R mE AIE A (ROR=79.08) . ¥/ My
PLROREK/NHER?, 1HEFEY)E ADE {5558 (ROR=53.15) %803, ZAUPT Rk 2y il i 454k
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Table 3. SOC distribution of bosutinib—related ADE reports

2= SOC i HIR (%) 5% (%)

1 BB 3248 (47.97) 28 (19.58)

2 ARG 896 (13.23) 46 (32.17)

3 BB PEGNT B 4 A 25 Tl S 571 (8.43) 4 (2.80)

4 Fe 0k K BT B 417 (6.16) 7 (4.90)

5 AR BB SR 318 (4.70) 7 (4.90)

6 IR N & R 293 (4.33) 7 (4.90)

7 MR 277 (4.09) 7 (4.90)

8 UL ETES 134 (1.98) 7 (4.90)

9 M AUNREN ] 134 (1.98) 13 (9.09)

10 B IUE S WA PR AR BEHE R 108 (1.60) 2 (1.40)

11 o RE RGP 94 (1.39) 2 (1.40)

12 B ok H 88 (1.30) 2 (1.40)

13 B WRT 75 (1.11) 4 (2.80)

14 BINUA BB MG ar N S 52 (0.77) 2 (1.40)

15 TR R AR Y2 YG 49 (0.72) 3 (2.10)

16 BRME RGP 12 (0.18) 1 (0.70)

17 ER W E N R 5 (0.07) 1 (0.70)

R4 HEFE X ADEREHIREI2015 5
Table 4. Top 20 signals of bosutinib—related ADE reports

PT il ROR (95%CI) PRR (x*) EBGM (EBGM,s) IC (ICy,s)
[IRE 1385 12.02 (11.32, 12.78) 9.34 (10544.79) 9.24 (8.69) 3.22 (3.03)
RLTIN 623 3.56 (3.28, 3.87) 3.28 (1019.47) 3.25 (2.99) 1.71 (1.58)
55 404 2.29 (2.07, 2.53) 2.20 (270.32) 2.17 (2.06) 1.13 (1.02)
Mg 339 3.20 (2.87, 3.57) 3.07 (479.99) 3.01 (2.70) 1.62 (1.45)
27y 318 3.01 (2.69, 3.37) 2.90 (400.18) 2.84 (2.54) 1.53 (1.37)
g AR 174 13.43 (11.55, 15.62) 13.05 (1918.55) 11.19 (9.62) 3.70 (3.18)
e 156 3.32 (2.83, 3.89) 3.25 (242.93) 3.11 (2.65) 1.70 (1.45)
2R 141 277 (2.34, 3.27) 2.73 (153.63) 2.61 (2.21) 145 (1.22)
JE AN ¢ 134 3.30 (2.78, 3.92) 3.25 (207.73) 3.08 (2.60) 1.70 (1.43)
E R 132 2.16 (1.82, 2.57) 2.13 (78.93) 2.05 (2.03) 1.09 (0.92)
BHIIR 118 2.19 (1.83, 2.63) 2.17 (73.88) 2.08 (2.04) 1.12 (0.93)
TR 107 222 (1.83, 2.68) 2.19 (68.79) 2.15 (2.13) 1.13 (0.94)
W ik 84 6.09 (4.91, 7.56) 6.01 (346.16) 5.18 (4.17) 2.59 (2.08)
AT 32 82 3.42 (275, 4.26) 3.39 (136.03) 3.10 (2.49) 1.76 (1.41)
IR 79 3.22 (2,58, 4.02) 3.19 (116.96) 2.92 (2.34) 1.67 (1.34)
ik 79 2.85 (2.28, 3.56) 2.82 (91.53) 2.61 (2.09) 1.50 (1.20)
JH BT 78 5.03 (4.02, 6.29) 4.98 (244.05) 435 (3.48) 231 (1.85)
WA 75 6.62 (527, 8.31) 6.54 (346.53) 5.46 (4.35) 2.71 (2.35)
fili K 73 7.24 (5.74, 9.12) 7.16 (380.04) 5.86 (4.65) 2.84 (2.65)
THAARR® 66 2.88 (2.26, 3.67) 2.86 (78.11) 2.60 (2.04) 1.51 (1.04)

e 2y Rl AR R ADE,
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Table 5. Top 20 bosutinib—related ADE signals ranked by signal strength
PT il ROR (95%CI) PRR (x*) EBGM (EBGM;5) IC (ICy,5)
RN 4 194.38 (70.23, 537.99) 194.24 (545.06) 193.73 (172.62) 7.49 (2.71)
sty 3 79.08 (25.04, 249.71) 79.04 (154.74) 7729 (55.41) 6.26 (1.98)
FLEENG 9 53.15 (27.45, 102.92) 53.07 (400.61) 52.65 (36.89) 570 (2.94)
SRR AN a4 5 50.18 (20.69, 121.67) 50.13 (190.27) 48.09 (29.06) 5.62 (2.32)
AL B S 12 4425 (24.99, 78.36) 44.16 (455.81) 43.68 (22.64) 5.44 (3.07)
JH DRI A 4 40.63 (15.12, 109.16) 40.60 (115.53) 37.67 (24.62) 532 (1.98)
Jig 7k 6 35.00 (15.63, 78.38) 34.96 (163.13) 34.43 (19.09) 5.11 (2.28)
Mg R Co L 52 3 33.04 (10.57, 103.24) 33.02 (63.03) 32.26 (18.40) 5.03 (1.61)
A [ A0 AE A n 8 25.53 (12.72, 51.26) 25.50 (162.92) 22.07 (16.53) 4.66 (2.32)
S R AR 3 23.52 (7.54, 73.35) 23.51 (43.69) 20.24 (14.40) 4.54 (1.46)
F ke 3 18.31 (5.88, 57.02) 18.30 (33.04) 17.22 (12.39) 4.18 (1.34)
JI e g 6 14.21 (6.37, 31.71) 14.19 (60.63) 12.21 (8.99) 3.82 (1.71)
Jg HEE AR 174 13.43 (11.55, 15.62) 13.05 (1918.55) 11.19 (9.62) 3.70 (3.18)
RN A= 3 11.84 (3.81, 36.81) 11.83 (19.80) 11.65 (9.82) 3.56 (0.38)
SIS AT ER R PERRAR 4 11.29 (4.23, 30.16) 11.28 (27.78) 10.61 (8.67) 3.49 (0.56)
JABAE 4 10.92 (4.09, 29.16) 10.91 (26.66) 10.07 (7.88) 3.44 (0.56)
W R A 4 10.62 (3.98, 28.38) 10.62 (25.78) 9.33 (6.59) 3.23 (2.21)
PRz 9 10.37 (5.38, 19.96) 10.35 (66.71) 9.21 (6.47) 3.37 (1.48)
JRE bR T 12 9.87 (5.60, 17.41) 9.85 (86.45) 9.44 (5.50) 3.30 (1.94)
102408 iE 30 9.70 (6.77, 13.89) 9.65 (223.26) 9.36 (4.88) 3.27 (2.57)
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AR EFZA (platelet—derived growth factor
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I, PTRES DL o0 T a5 Ko B Bl R )
FHOG. &P JE 45 TKIZE 25 AT # i PDGFR, i
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) P 35 A e A A L B A T e B
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X FROGE ILAE P9 R 5 e T 3 %) 98 7 A FH 7 4 e e 2L
ARAS TR AT BB ST 1 I BT S B L B
BT BN, AP e A B (L dEFL
JBEN) LA EL AN R A998 RO RRIE (RS 20
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Horp DOV (AT R T A T AN AE IR Y G
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1R3RIT
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BPBE, BIR R ADE {55 2 4 B L 451 26
O E S Y PR, BT E G A R B
FEAS SR BAPE RS . 13k ADE {55 W 40k 75 F
— I MRS, mART 8 1 R
KMk o S BT A KBNS 5 5 25 W A T
SN LARGAE o

AEMS 5 FAERS ¥ £ 2[5 FDA 837 1 H K 2
ARG, Hrh FAERSIUE R4 . AWl a5
i ADE fig 5, B5d AZE B SCPe Uk AR, ERE
BTN EJE AT A B AL BE TR AEMS T
AT FAERS., EHARFMRE RS . 92
i SR R S RGE 2o BRI
SCELT PR RN S — W, JEBIA TR T A
TR e T E . B5mA9 - Hr e S IR
Me, SCRRITSCRMEGE Tk A i), R T TR
PRI RO FNAT KoM . AEMS FJR 2 B0 A 24T M
FAERS 804 B, B0 B F B E WA S
FAERS 848 FE R F5—3, H OB iE# I %k
W, BULEE: 5T FAERS S04 PR ORISR J7 vk Mo 2%
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