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A study on signal mining of taxane-related cardiac organs adverse events

LI Rui', CHEN Jia’, CHEN Li’, LUO Weiguo"
('Department of Pharmacy, West China Guang’ an Hospital, Sichuan University/Guang’ an People’ s Hospital, Guang’ an,
638000, Sichuan, China; *Department of Pharmacy, Sichuan Provincial People’s Hospital Jinniu Hospital, Chengdu, 610036,
Sichuan, China; *Department of Pharmacy, West China Second Hospital, Sichuan University, Chengdu, 610041, Sichuan, China)

Abstract: Objective To mine the signals of taxane—related cardiac adverse events (ADE) in the U.S. Food and Drug Ad-
ministration Adverse Event Reporting System (FAERS), and to provide reference for clinical rational drug use. Methods The
adverse event reports of taxane drugs from the first quarter of 2017 to the fourth quarter of 2021 were extracted from the
FAERS database, and the reports of diseases involving cardiac organs were screened out. The reporting odds ratio (ROR) and
Medicines and Healthcare Products Regulation Agency (MHRA) method were used to analyze the signals. Results In the high
level group term (HLGT) level, there were 744 reports of paclitaxel signals, and they were distributed in arrhythmia diseas-
es, myocardial diseases, various types of heart failure and heart-related diseases, symptoms and signs, coronary artery dis-
eases and pericardial diseases. There were 74 reports of docetaxel signals, and they were distributed in myocardial diseas-
es, and various heart failure and heart-related diseases. And there were 85 reports of the signals of paclitaxel (albumin—
bound). They were distributed in arrhythmia diseases, myocardial diseases, various heart failure and pericardial disease.
Conclusion Among the cardiac organ-related ADEs, the most common paclitaxel and paclitaxel (albumin—bound)—in-

volved ADEs were arrhythmia, heart block and myocardial ischemia, while the most common docetaxel-involved ADEs
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were left ventricular dysfunction and myocardial ischemia. All could be for clinical reference.

Keywords: Taxanes; Cardiotoxicity; Pharmacovigilance; FAERS database; Reporting odds ratio (ROR); Medicines and

Healthcare Products Regulation Agency (MHRA)
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&2 HHEAXEBME
Tab. 2 Counting formula and threshold
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ROR M 1 1 £
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Tab. 3 Basic information of reports

A YA Z Vil 3 EEE(HEAZEM)
ADEf¥t  #yitt/%  ADEfI%k  t4uiit/%  ADEBIEL  HIRLH/%
% 172 18.76 394 61.47 125 50.20
P kg 699 76.23 210 32.76 104 41.77
EN 46 5.02 37 5.77 20 8.03
<18 2 0.22 — — — —
. 18~64 317 34.57 280 43.68 — —
>65 470 51.25 274 42.75 47 18.88
PN 128 13.96 87 13.57 171 68.67
b A 135 14.72 139 21.68 81 32.53
f& K fiw 178 19.41 97 15.13 30 12.05
A BE S AT B
) 280 30.53 203 31.67 101 40.56
By 1]
A UifeiEk 2 0.22 14 2.18 1 0.40
A R — — — — — =
e BT LA B 5240 7 0.76 1 0.16 — =
HoAh B 2= R 306 33.37 185 28.86 35 14.06
FH 9 0.98 2 0.31 1 0.40
[ 288 31.41 266 41.50 120 48.19
25 193 21.05 64 9.98 14 5.62
B 51 5.56 34 5.30 9 3.61
i ANHE A 1 0.11 15 2.34 — —
f R HR T 144 15.70 85 13.26 36 14.46
BER NV N 233 25.41 162 25.27 69 27.71
RAH 7 0.76 15 2.34 1 0.40
I 156 17.01 77 12.01 16 6.43
K 149 16.25 98 15.29 93 37.35
FEH] 142 15.49 48 7.49 — —
fif =% 72 7.85 — — — —
et E R 7 ] 68 7.42 73 11.39 23 9.24
e [F = = 85 13.26 — —
H A — — = = 37 14.86
JIEPN — — = = 19 7.63
HEE% 330 35.99 260 40.56 61 24.50
2017 4 108 11.78 79 12.32 51 20.48
2018 4F 209 22.79 146 22.78 54 21.69
2019 4F 214 23.34 135 21.06 52 20.88
A4y
2020 4F 206 22.46 119 18.56 56 22.49
2021 4 177 19.30 160 24.96 36 14.46
HRA 3 0.33 2 0.31 — —
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Tab. 4 Distribution of paclitaxel—involved ADE signals in cardiac diseases

PT R ROR1H(95% CI) PRRAE (x*)
LBl 228 6.26(5.49~7.14) 6.13(975.57)
NVIB 33 87 2.56(2.07~3.16) 2.54(81.46)
Wil EE 70 2.34(1.85~2.96) 2.33(53.31)

O R R 63 4.10(3.20~5.26) 4.08(145.95)
D EEEPE 30 7.61(5.31~10.91) 7.59(170.10)
SO LS 28 11.03(7.95~16.03) 11.00(251.10)
LR 26 4.95(3.37~7.29) 4.94(81.30)
iU ZE I RERE AT 26 8.54(5.80~12.57) 8.52(170.70)
SR sl 22 4.13(2.72~6.28) 4.12(51.80)
AR 20 2.18(1.40~3.38) 2.17(12.65)
DIEMEAR T 13 2.27(1.32~3.92) 2.27(9.24)
ZE RSN 13 3.96(2.29~6.82) 3.95(28.52)
SR T A 12 4.07(2.31~7.19) 4.07(27.66)
T B ER B B oRE AR 2R A AR 11 11.43(6.30~20.74) 11.42(103.06)
JEEAR B ke 2 9 6.03(3.13~11.62) 6.03(37.44)
e 9 2.64(1.37~5.08) 2.64(9.14)
SMEENKEE AR 8 2.70(1.35~5.41) 2.70(8.55)
F O WL 8 3.96(1.97~7.93) 3.95(17.56)
Te bk LT Bl 8 3.75(1.87~7.51) 3.74(16.02)
e P 7 11.47(5.44~24.19) 11.46(65.88)
kT REZE AL 6 5.32(2.38~11.88) 5.32(20.90)
LK e 5 3.15(1.31~7.59) 3.15(7.31)
o I O 5 2.41(1.00~5.80) 2.41(4.12)
LY)RER 5 8.74(3.62~21.10) 8.73(33.87)
2 TS B 5 34.65(14.14~84.87) 34.63(156.37)
Pt Bl st 4 5.83(2.18~15.60) 5.83(15.89)
D EHLRERE S 4 12.09(4.50~32.47) 12.09(40.06)
YN LN 4 2.69(1.01~7.19) 2.69(4.25)
PR DA 4 3.75(1.40~10.02) 3.75(8.03)
AR BHA 4 6.31(2.36~16.89) 6.31(17.74)
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Tab. 5 Distribution of docetaxel—involved ADE signals in

cardiac diseases
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LEEYIK 6 3.73(1.66~8.37)  3.73(11.78) PR SRR | TR 3 KB 0 L0 A 2 0
Ak IR 3 9.67(3.03~30.82) 9.67(22.22) o 42T R A 5 B A B O UL S L U
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Tab. 6 Distribution of Albumin—bound paclitaxel—involved

ADE signals in cardiac diseases

PT 5% ROR{H(95% CI)  PRRE(x)
R4 34 2.11(1.50~2.95) 2.10(19.62)
DR 18 3.64(2.29~5.78)  3.63(34.24)

AL 9 3.17(1.65~6.09)  3.16(13.28)
NS 8 3.05(1.52~6.10)  3.04(10.97)
S S 7 4.40(2.10~9.25)  4.40(18.33)
Brib 5 2.72(1.13~6.54)  2.72(5.42)

7 O LS 4 2.88(1.08~7.69)  2.88(4.91)
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Tab. 7 HLGT classification of ADEs in cardiac diseases

ERBE Z VAt 3E KEE(HEASGAHD)
HLGT N PT N PT N PT
TR aa e TR s ke T e WRH
NS S SR 11 430 57.80 — — — 2 39 45.88
il 9 114 15.32 3 39 52.70 3 21 24.71
NS 3 3 112 15.05 — — — 1 7 8.24
SO EAH BN AR ARAE 3 40 5.38 2 35 47.30 — — —
SEEAR B KIS 3 28 3.76 — — — — = —
NN DES T 1 20 2.69 — — — 1 18 21.18
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