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Signal Mining of Adverse Drug Events of Pazopanib Based on FAERS
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Abstract: Objective To provide a reference for the rational use of pazopanib in clinical practice. Methods The adverse drug
event (ADE) reports with pazopanib as the primary suspicious drug in the FDA Adverse Event Reporting System (FAERS) from
January 1,2009 to April 30,2023 were obtained,the ADE signals were mined by the reporting odds ratio (ROR) and Bayesian
confidence propagation neural network (BCPNN) methods. Results A total of 24 141 ADE reports were obtained, and 273 ADE

signals were detected, involving 21 system organ classifications (SOCs),in which various examinations (22.71%) , gastrointestinal
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disorders (15.02%) and hepatobiliary disorders (6.23%) involving more signals,with 62,41, 17 signals respectively. The top three
preferred terms (PTs) in terms of reported cases were diarrhea (4 065 cases),anorexia (1 648 cases) and hypertension (1 395 cases).
The top three ADEs in terms of signal intensity were anorectal ulcers, hair color changes and eyelash discoloration.
Conclusion The results of pazopanib — related ADE signal mining are basically consistent with those recorded in the drug
instructions. For some ADEs such as lumps (multiple parts) and xanthopsia that are not mentioned in the drug instructions of
pazopanib, although there is currently no research to confirm their direct association with the use of the drug,attention should also

be paid in clinical use.

Key words: pazopanib; adverse drug event; FDA Adverse Event Reporting System; signal mining; reporting odds ratio; Bayesian

confidence propagation neural network
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Tab.1 Fourfold table of disproportionality measurement

AR BARADEAREHK  HAADERE K A
B AR5 a b a+b
H A4 ¢ d c+d
&t a+c b+d a+b+c+d

R2 2MEENTELAXRESEMKEH
Tab.2 Calculation formulas and signal generation conditions of

the two algorithms
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Tab.3 Basic information of pazopanib — related ADE reports
(n = 24 141)

AA £3 REMHK MRR(D) | AR ER REHE ARG
3] 3 1353 5614 | LREE £E 10369 4295
% 8745 36.22 A 2270 9.40
TRREE 1883 7.63 BE 1255 5.20
£ <8y 138 0.57 BB 1079 4.47
18~65% 7264 30.09 i 457 1.89
>65% 7047 29.19 e 87 36.08

FRESE 9692 40.15

2.2 FEADEES

i e15 ADE 55 2734, b 4h Bk 3 19551
IETE AR | R I 3R (PT 4 £k | 30)
ADE 7 W3R 4 CHrp ALT S N 2 R 2 HE 5% FE il , AST 2H
RITE AR AILELREW, GCT hy - AL B,



202446 H 20 H 55 33 H55 12 4]
Vol. 33,No. 12, June 20,2024

¥ &5 ¥

China Pharmaceuticals

<Zy I

Drug Evaluation

bt

2202
2181 2012

923 897
593
ST Y P
El1 20094 %2023 ADEREH %
Fig.1 Distribution of ADE reports from 2009 to 2023
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Tab.4 Major ADE reports of pazopanib
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Tab.5 Signal intensity of major ADEs of pazopanib

i REHE ROROSC) M REHE  ROROS%CI)
ENERRA T 98.47044.69,206.97) | BB B I774(11.93,26.%9)
LRAEAE 084 44.57(41.78,47.55) | BOSGerIE T M I(1L37,5.0)
BLKE 19 LB9.159% |HEatE I 19.34(10.63,35.21)
TERRRE 5 85.40033.79,215.87) | Ak 3 16.9(0.78,9.39)
hu#AtE 9 50.49(26.68,103.29) | EstibirAfe 35 10.3909.36,11.54)
BRAEHARE 4 69.99(05.07,105.40) | BERA T 19.7700.33,41.90)
alLF 3o TOTIH418,260.75) | TON 6 2 T409.13,67.03)
Lkt 3o60.4000,00.0) | krat 5 2LT4(8.93,52.92)
kibERA 5 2057020.06,36.09) | deaiek § 3 1L79(8.27,16.82)
ZA% T RE8.068064) | BESRMIER 6 17.86(7.94,40.15)
BASOH 4 I 2.40005.00,50.04) | B2 B BT854
BRERAEH 5 3060014.90,89.90) | BERRE b 20.507.99,55.38)
ROz 0 26.671419.50.14) | # T IST4.0)
Ek 3 0.1300.04,105.08) | FaEAE 9 9.007.36,11.06)
kieE4R o 16THI206,3.20 | TSHAE 12 8.601.15,10.3)

- % ROR® Ic# - RE ROR# Ic#

s 9UCITR 95%CI TR B3 9SUCITR  95%CIT Ik
it 4065 4.60 219 |AEEx 66 695 2,95
AR 1648 49 LB | EE B s 2.5
Bk 135 414 110 | REEE W Al 1.2
LAMERT 9 4T 538 | HEEE 3 LW 1.70
i3 8§10 1M L8 | ERak W 6.9 2.97
RAitE 056 245 | HAgRE 19T 36 2.04
bl 594500 24 | HEEE 1B 59 2.67
AL w4 216 | 4H 186 671 2.9
i 2181 0 38 208 |6OTHE 1B 3.9 219
DEAEL 3 371 203 |AIPAE 16l 38 1.93
ASTHE 6 38 200 | mEAHE M0 336 9%

EEaMEME 35 936 3.3
fiE L2k 36 4.9 2.45
hpgEts 3 4.5 2.86

BEEE 1 305
BABLE 1 305
#RER 15 LT

B 83 517 2.5 SH# 3 112 715 3.09
2.3 ADE {55#% % SOC
2734~ ADE {5 533 & 214~ S0C, i L3k 6 (H

PREsﬁTﬁﬁFiﬂﬁuﬁﬁ%é‘ﬁ DIC Ay R BLPE 148 Y
(%%m,ﬁﬁfujvﬂﬂik%mﬁéﬁl_ﬁ R A UL T2
W15 19 ADE) o Herh {55 BCHERT 3 19 20 0] hy 45 26 46 A
(22.71%>\a%/%%ﬁfﬁ(15. 02%) . JIT 1 2 48 %5 9
(6.23%).

3 itig
3.1 ADE{EE4#
&5 ADE 245 Bl 8CHESE — A3 0 5% B, i FH B me

F e i R P R TS B R AR A AT IA 51, 7% R BUR T R A
AR BRLEAL I A S8 73 R T, A i PR AR 7 3 R ] fig ot
M T 259 3 U B N B R RGO TE , Il SR T

ST ISE N B I ERRYS T 2 U A ds s 2
Jer PR TE BN R B AR R BE 45 AN BUPE 2GR A]
A G B E HE L 48 T HA BRI, ik #R%
IREF YRR &, kGl T e B TS 1 2546
BRI AR5 R R R IER I & AR G
98 B HE 44 P4 A v o — TS R 1 871 (55 b JE IR 9T A% 2k
Jif9gg £ 1Y) Meta 43 BT 45 5 B, RE R e 51k 4 58 4
3k B AR B & R Oh 29% , FE A 43 A o AR 1B
2N H R AR 3 AR KU 2 K T A0 i R E (RR =
14. 38,95%CI(6.61,31.29) ,P < 0.000 01;RR = 3. 65,
95%CI(1.76,7.56),P < 0.000 018 4 HF5% Bow , {4
ZOE — P TAIT L ~ SR, HRAEIRIT 6 ~ 104
JAA 5 e & e SRR R (HIR T A A AT
55 NGNS X B3 i FH 253808, kit g [ R i
SRk A ARV K i) SOC T HES ,,\35%131“4*
AL IR T v B 2 G ) T e B It 4 B AR
A o v i e S 2 A2 P A N R A0 i A KR T
(VEGF) 25913697 H & B i WA 2 1.0 L8 ADE A
G N, A2 KRR JE IR YT ) AR A A5 R v e i
JE R A 3R 2 R 429 , 55 0 WF 5T R R 0 JE 175 T 1
IR & H AT 3k 57910 1Y py 5 I AT RE 5 | Ak O o,
& ADE, 32 [ [E S8 5E W58 Ir (NC ZE 806 K7 if Je i@
‘f?ﬁ‘ﬁé’a%%‘i&ﬁ»bm%ﬁ%(cvmﬁﬁ,Sﬁ?ﬁﬁ%
B R R AR DS S R LR R S R R W R, 1Y B
L.,\/nf“kfrﬂﬂmfxmmﬁﬂﬁiﬁb,ﬂu/*#gﬁﬁﬁﬁ
DRI 25 19 R0 3 IO 2 B AV T T 0T PN i s o 12—
T Meta 23 7 45 5 @7, WL 40 FIF A 03 B ALT '? AST

107



25t 'r(a %V& 20244 6 20 H 55 33 45 12 )
Drug Evaluation China Pharmaceuticals Vol. 33,No. 12, June 20,2024
F6 IEMIAREZSOCHRISHPTESHINER
Tab. 6 Results of signal analysis of the top five PTs under various SOCs involved in pazopanib
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