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Mining of drug events singals of glofitamab based on FAERS database
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Abstract: Objective To explore and analyze adverse drug event signals of glofitamab, and provide reference for safe clinical use.
Methods Adverse drug events data for glofitamab was collected from the first quarter of 2004 to the third quarter of 2025 in the
FAERS database. Signal mining was conducted using ROR and PRR methods. Results A total of 1 876 adverse drug event cases with
glofitamab as the main suspected drug were finally screened out, involving 977 target individuals. A total of 487 adverse drug event
signals were obtained, among which 75 adverse drug event signals met the criteria of both detection methods. Males outnumbered
females. Reports of adverse drug events with serious outcomes (including hospitalization or prolonged hospitalization, death, life-
threatening events, and disability) accounted for 64.48% of the total. Frequently reported positive adverse drug events included cytokine
release syndrome, fever, neutropenia, and COVID-19, etc. Strong adverse drug events signals included tumor flare reaction, cytokine
release syndrome, hyperpyrexia, disseminated tuberculosis, and immune effector cell-associated neurotoxicity syndrome, etc. Notably,
septic shock, disseminated tuberculosis, and enterocolitis, etc were not listed in the drug prescribing information. Conclusion Overall,
the identified adverse drug event signals of glofitamab are largely consistent with the drug label. In addition to common adverse
reactions such as cytokine release syndrome, tumor flare and neurological events, special vigilance should be maintained against
various types of infections induced by the treatment as well as the progression of infections in patients.
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Table 1 Basic information on adverse event reports

related to glofitamab

9 WA %

el ELq i 329 33.67
S 511 52.31

A 137 14.02

R/ Y <18 8 0.82
18~64 325 33.26

65~85 355 36.34

>85 14 1.43

ARA 275 28.15
WA EIT 565 57.83
W E 254 26.00

Zj)m 71 7.27

HoAtfi K 83 8.49

ARA 4 0.41

455 BT 317 32.45
£ 85 1 0.10
fEREiAIT AT BRI ZE K 270 27.63

f& A 42 4.30

HoAt 347 35.52
FHRER 2019 2 0.20
2020 19 1.94

2021 18 1.84

2022 77 7.88

2023 177 18.12

2024 370 37.87

2025 314 32.14

W2 3. PT UMRIRE I 40 R AR B E S %
PR S A PAH S E M BRI LR A AE . . R
S MRS IESEE SRR H ikl gs
W ARAFIERER (A MSE . 855 300 . BCR il 58 55
PT Bt H AR IR -
23 BIEZBEMEXTREHZR K SOC

AW RILIZIERIE 75 DR ELAEE S,
Wl 1876 s, 244~ SOC, WK 4. Fitlis
WAL SOC Na FTEFIR SR 25 [ N T
P RAZGIPN . RE RGHIR . S TG M
Joibk B R GRS
3 e

FERSFEZ BAFUK NP30179 BT, 145 61323
BEA 70 61 (48%) HIL T EAR KRN, Hf=
2% 132 KA T 4 R PR ER A4 COVID-
19 JBYL . WMCIE AR IR S B 5% 1 B H B el
COVID-19 J&Y: (3.4%). MREFIE (1.4%) %
(0.6%) FEMFICHEA B[ NS, $EoREE A TE I
PRI MG SEZ BB, TREEREETNEEAR
S RAEE L. 5ok, 75 1 T Y (PR HE 2 St
Z s JFRPRZE . DR RN, 30 BIANAEE
27 B2 =1 I FEZ BT, 3 Bl 2 B LG %
EREPUIATT 2D Hie WA R F 240
Rl PR EEEAE (63.3%) FA ML (56.7%) F1EH4HH
TR (53.3%) B, R R A HHE S5 NP30179 Hf
TG, (EFEARENRERZ1. Nilt—2 T
fiE 2 TE ALt T A R SR A B L, B
ETHUEIEE FAERS RGNS IEZ PR R
HFATIRE A, LA et vh, 1R

2 IEIEEBEMEXT REHRSHIEHERET 30 A28 PT

Table 2 Top 30 PT in terms of the number of reported adverse events related to glofitamab

PT n/fi| soC ROR (95% CI) PRR (4
4 Hu R 7 BRI 2R A AR 221 % R 518.58 (450.21~597.34) 457.61 (99 081.23)
Pt e 110 & YRR 4B 2530 &P R B 33.06 (27.26~40.08) 31.18 (3215.66)
T 92 4 G PEPIH T 4h 2R R R N 3.66 (2.97~451) 3.53 (168.96)
R 75 A PR T LR 2R A AR R N 7.43 (5.89~9.36) 7.17 (400.25)
F P 2 i gk i 34 MR Rtk B R G 8.51 (6.06~11.95) 8.38 (221.34)
A RF 32 &GP I LR 2R &P R B 5.92 (4.17~8.39) 5.83 (128.45)
GRESN AR R A A TEE 32 BRI E RAIER 225.50 (158.77~320.26) 221.67 (6974.26)
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COVID-19 31 Y R AR Y2 6.00 (4.21~8.56) 5.92 (127.01)
RS e 31 B ARG 3.02 (2.12~431) 2.99 (41.32)
YL 24 JEGL S AR YT 5.67 (3.79~8.48) 5.61 (91.06)
B I 23 IR Stk B R G 4.00 (2.65~6.03) 3.96 (51.03)
/RS 20 HAHA 6.30 (4.05~9.78) 6.24 (88.11)
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*Jg % 3 T LTI TR YT R R
* Represents adverse events not included in the instructions of glofitamab.
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PT n/4l socC ROR (95% CI) PRR (4
WE AN R AR RE 4 RIERAEETR 13.56 (5.08~36.18) 13.54 (46.43)
il 4 RV MRV B R 11.63 (4.36~31.04) 11.61 (38.78)
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Hp R 2 s/ 34 I Bk 2 R SR 8.51 (6.06~11.95) 8.38 (221.34)
MR IE T ST RO A LS
* Represents adverse events not included in the instructions of glofitamab.
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