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Signals mining and analysis of isatuximab adverse drug events based on FAERS
database
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Abstract: Objective To explore the adverse event signals caused by isatuximab, to provide an important reference for safe clinical
use. Methods Adverse event reports reported to the FAERS database from the second quarter of 2020 to the first quarter of 2025
were collected, adverse event reports with isatuximab as the primary suspect. The ROR, MHRA, and BCPNN were used to deeply
explore adverse event signals. Results A total of 4 168 adverse drug event reports, primarily suspecting isatuximab were collected,
involving 2 027 patients. The proportion of male patients was higher than that of female patients (48.50% vs 38.97%). 158 adverse
event signals were detected, spanning 20 SOC. The top 5 adverse event signals by signal strength were lymphopenia, hypoproteinaemia,
infusion related reaction, COVID-19 pneumonia, neutrophil count decreased. The number of reports of adverse events not recorded in
the instructions, such as hypoproteinemia, thrombotic microangiopathy, hypocalcemia, pulmonary embolism and gastroenteritis was
large and the signal was strong, so it is worth vigilance in clinical use. Conclusion Healthcare professionals should exercise vigilance
regarding frequent and undocumented adverse drug events associated with isatuximab to ensure patient medication safety.
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Table 1 Fourfold table of disproportionality measures
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Table 2 Basic information of adverse event reports related

to isatuximab

TiH WER HE/%
P51 5 983 4850
4 790 38.97
ARHn 254 12.53
R % FH 372 18.35
<17 31 1.53
18~44 39 1.92
45~64 680 33.55
65~74 607 29.95
=75 298 14.70
s BEAE 1098 54.17
Zi7Im 821 40.50
HRE 106 5.23
AHN 2 0.10
BHGR {E BE- B E Ek HE K 1276 49.92
HAh 700 27.39
AN 195 7.63
Az A B 185 7.24
BT 178 6.96
BRIE 21 0.82
T BT LA kKA 1 0.04
W E
FSE EHE 431 21.26
geEy| 325 16.03
E£H 321 15.84
HZA& 157 7.75
FEEF 108 5.33
HhE % 685 33.79
Ay 2020 123 6.07
2021 285 14.06
2022 447 22.05
2023 812 40.06
2024 271 13.37
2025 89 4.39
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Table 3 Detection results of isatuximab-related adverse event signals (sorted by 1C025, top 20)
PT socC WEH ROR (95% Cl FFR) PRR (%) 1C025
R ES A0 s i I S itk B 2R G 34 32.91 (23.46) 32.65 (1038.38) 3.61
AR A IRE™ I E=E =33 18 161.99 (101.41) 161.29 (2801.80) 3.42
HNVRUAE 5% ROBE BRUG. PE R RE 84 13.71 (11.05) 13.46 (968.40) 3.23
COVID-19 fiti # TG J AR G500 33 16.51 (11.72) 16.39 (475.83) 3.00
Hh R AT B T S A Y T 46 13.71 (10.25) 13.57 (534.86) 2.99
P 40 i g/ i I S itk B2 2R G5 107 10.67 (8.80) 10.42 (912.24) 2.98
AR P A I S itk B2 2R G5 19 28.74 (18.29) 28.61 (504.27) 2.94
RN PR B D I Sk B R S 54 11.83 (9.05) 11.69 (527.79) 2.90
A MLRE™ I E=E =33 20 17.46 (11.25) 17.38 (308.11) 2.65
J IR VA A % B AIE R BRI ME 15 23.15 (13.93) 23.07 (315.66) 2.55
CELEEFRIRADE AR
TG Ml 98 TG T AR G 2500 144 6.92 (5.86) 6.72 (704.17) 2.45
XARE R 3% R GRR 14 21.31 (12.60) 21.24 (269.30) 2.43
TR Pt A5~ Ul ¢ TG T AR G 2500 14 17.36 (10.26) 17.30 (214.56) 2.30
it 5™ WP R G M R BRI 34 8.37 (5.97) 8.31 (218.56) 2.29
ik FHIE TG T AR G 2500 46 7.21 (5.39) 7.14 (242.90) 2.23
YLK T TR T AR G 2500 24 9.29 (6.21) 9.24 (176.18) 2.22
=)7b TR T AR G 2500 14 15.1 (8.93) 15.06 (183.36) 2.21
RilRANY /i85 e TR B bk B R G950 44 6.61 (4.91) 6.55 (207.01) 2.11
RN TR T AR G 2500 8 90.57 (45.06) 90.40 (698.15) 2.08
QiiRANY i g A T 44 5.56 (4.13) 5.51 (162.63) 1.89
2 BB RTINS RIS S
* adverse event signals not recorded in the drug instructions.
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Table 4 SOC distribution of isatuximab-related adverse event signals
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