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[ Abstract] Objective To detect risk signals of adverse events (AEs) associated with cetuximab
and provide references for rational clinical use. Methods Adverse event reports related to cetuximab
from the FAERS database were retrieved, covering the period from Q1 2004 to Q2 2025. The reports
were classified according to the Medical Dictionary for Regulatory Activities (MedDRA) system organ
classification (SOC) and preferred terms (PT). Four signal detection methods were employed for analysis:
reporting odds ratio (ROR), proportional reporting ratio (PRR), Bayesian confidence propagation neural
network (BCPNN), and empirical Bayesian geometric mean. Subgroup analyses were conducted based on

gender and age, and the Weibull distribution model was used to assess the time-risk patterns. Results A
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total of 12,007 cases related to cetuximab were identified, comprising 33,797 adverse events (AEs) and resulting in 320
significant signals. Common adverse events included rash, neutropenia, and dehydration. New potential signals were
also discovered, including hyperkalemia, disseminated intravascular coagulation, acute respiratory distress syndrome,
dysphagia, and intestinal obstruction. Subgroup analyses indicated that males were more prone to hypotension, mucosal
inflammation, allergic reactions, and interstitial pneumonia, while females primarily experienced rash and hypokalemia.
The age group of 18-<60 years was associated with adverse reactions such as bone marrow suppression, malignant tumor
progression, rash, and deep vein thrombosis. Elderly patients (=60 years) should be cautious of rapidly occurring severe
allergic reactions, interstitial lung disease, anaphylactic shock, and acute respiratory distress syndrome. The median
time-to-onset of AEs occurrence was 15 days (interquartile range 10-20 days), indicating an early failure pattern.

Conclusion By analyzing real-world AEs data associated with cetuximab, potential risk signals for AEs were identified,

which can help standardize rational clinical use and provide data support for clinical risk management.

[Keywords ] Cetuximab; FAERS Database; Adverse events; Pharmacovigilance; Signal mining; Bayesian

confidence propagation neural network; Proportional report ratio; Drug-drug interactions

P % 8 A0 (cetuximab ) J& —Fh iz & ( FU/
N) RPFERREEF Gl BB TEREDTIR, MRS &
Fz A K524k ( epidermal growth factor receptor,
EGFR) "', EGFR /& ExbB 52 14 Ji 2 W2 4 i 5 1k (1)
BUGY, FEARRIGSE . A AR AR ORI TR R
R EE Y, ARMERE T AR 2 ER 414,
(R IREY S 1 N = 17781 K N
(4 EGFR 551 il i Z A BE SRR . BRI 1Y 5
W SR AR 5 RV 2 B MR rbRaE , A4 E
i SRBER R AN . AE N, V%
HAGUE TR ELE A EGFR, B L4 P RS
TR G I RV R AL, DN T e
IR, BRI AR TR
AR RZIR Y, ST HAR AL, T BT
167 EGFR 235 BRI A8 ) B B4

S G R AR 45 B, {H T EGFR 7EIE# 4
Uz Rk, WZHFRSRARFM (adverse
events, AEs) WAKZM, # UK AEs SHEHI
BB BRRFEME (AR 2 ) MR 3L,
JEHRAREEMAE " AT 25 TR R
B H A T 23R O e R E AHE (nfA
ReRAF HA IR A G ), HEEUIR 2
PR T SR R R IS A ™, (A X DL 4> T T
A 25 1) AR R E SR MR RO o Ak,
65 A 3 6 PR AR A R o X AR B2 55 L AES™ ., [
I, PR BT L B i 2 R AT
TEXELA Z AR B A R0

FE M2 B R (US. Food and Drug
Administration, FDA) A~ R F iz 1% & 4 (FDA

adverse event reporting system, FAERS) JE % [
PNIEIASIR VIR EEY/E S50 %4 €/ LSBT BUR V€ See= K
TEHEINBIZ5Y) AEs, WIRREM B ERLE S,
RPN 25 ) 545 E AEs [R5 A 108 T T Y
DRI, ST F R BRI T I, ARSI
& FAERS BURFE, FE3F 2004 455 1 222 & 2025 4
55 2 ZRJE IR PY 2 LU OC AEs i R IT R G0
B RASTT He AR, DRI FAERS
Bl sy | il R WA 4R S 9500 AESs {5
7, PSR R AT T, HAMET N D SRR
CHNAFERS . YRS A AL 25 SR B0, HE ks
HEALIRTT ARG 72 o e e R ol LS S 2 4
PR 2 B, IR 25 2 AR IS5 K0
et 24 22 2 MNET AT ACAE (9 S P o
1 #REIZ
1.1 HEERIR

ABFFEHEELT FAERS HOH 2 vh v 2% Bt
H 2004 45 1 7 32025 47 6 7 W1 A Br A1 & ax bk
B, TEARBIE IR T FDA B 7 K3 (hiips:/fis.
fda.gov/extensions/FPD-QDE-FAERS/FPD-QDE-
FAERS.html ) o
1.2 Fi&
1.21 HFRER

SR FH VB E ARSI 245 ) B A 5T
122 BABREFoiF ik

BT 58 % I8 FDA HfEFE (09 J5 vk 5 kA T
41T % ( demographic, DEMO ) 3% ) 3 Z bR 1A
( primary identifier, PRIMARYID ) | %5 {7 b5 iR

https://yxqy.whuznhmedj.com


https://fis.fda.gov/extensions/FPD-QDE-FAERS/FPD-QDE-FAERS.html
https://fis.fda.gov/extensions/FPD-QDE-FAERS/FPD-QDE-FAERS.html
https://fis.fda.gov/extensions/FPD-QDE-FAERS/FPD-QDE-FAERS.html

ZHEEE 2026 £ 1 BE 3055 1 H1

£F (case identifier, CASEID) . FDAFH ¢ H #]

(FDA date, FDA_DT) 5B, #&% CASEID, FDA_

DT. PRIMARYID # 47 #F J5°; W R A CASEID #H
o) (4% 32, T B FDA_DT {8 & K i %, W
A CASEID F1 FDA_DT #H [7 932 %, W) {4 28
PRIMARYID {f £z K i s My 5 2 = Rt i)
7% (Medical Subject Headings, MESH ) % & P4 %

89

HHGUITASH LK, A4 Ebitux, IMC €225,
Mab €225 55 4 FR, AN 2 UiZ 25 4 15 2 15 &
( primary suspect, PS) 1) AEs 245 " fHF (W
B s E M (Medical Dictionary for Regulatory
Activities, MedDRA ) 28.1 hit) , #R4ERGEHE K
) ( system organ class, SOC ) M EARTE ( preferred
term, PT ) )P PG 25 BT AEs (K1) .

FAERS
20244F 58 1 B 2025552 TR

I

s KL (n=23 043 120)

S BIBRTEE RS (n=3796020) i

A

L7584
(n=76 662992 )

B R A (n=19 247 100)

AEs B8
(n=57 195 140)

%

T A ARSI 45 A%
(n=12007)

[

\—ﬁl

VY2 TR AESKL
(n=33797)

I

WA AATHEAR IR A (n=12007)

E1 #HiELEREE
Figure 1. Flowchart of data processing
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Figure 4. Analysis of gender—differentiated risk signals in cetuximab
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