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Real-world adverse reaction analysis of fruquintinib based on FAERS database
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Abstract: Objective To analyze adverse events of fruquintinib based on FAERS, to provide a reference for safe clinical medication.
Methods Data from the first quarter of 2018 to the first quarter of 2025 in the FAERS database were collected. Adverse event reports
of fruquintinib as the primary suspected drug were screened, and adverse events were analyzed using the report odds ratio (ROR)
method. Results A total of 1 632 adverse event reports with fruquintinib as the primary suspected drug were obtained. Colorectal
cancer (42.8%) was the most common indication, involving 3 073 adverse events and 101 positive PTs, covering 16 system and organ
classifications. High-incidence adverse events include elevated blood pressure, difficulty in speaking, bone marrow suppression, etc.,
which are consistent with the adverse events recorded in the instructions. New adverse events such as constipation, peripheral
neuropathy, dehydration, and localized thrombotic microangiopathy of the kidney, etc. The median occurrence time of adverse drug
events caused by fruquintinib was 14 days, and 65.8% of the adverse events occurred within 30 days before medication. Conclusion
When using fruquintinib, special attention should be paid to adverse reactions in the gastrointestinal tract, blood and skin, and new
adverse reactions should also be vigilant.

Key words: fruquintinib; FAERS; pharmacovigilance; elevated blood pressure; difficulty in speaking; bone marrow suppression

WP DAAR IR, SEECENN  BERRBEEEIM S5 (TKD, 7E#FBMHL EWE
AEER R R VU o S g (10, ks B R AR — (mCRC) HI=£iGr PRI B E K EEHR R,
Pl B O AR M Py B AR KR F- 3248 (VEGFR) HoCHE T IR AR % (FRESCO 11 FRESCO-2) &

ks HHER: 2025-05-01

EEWB: HxARRIEESHFAEERITE (8240460005 K28 R 2R A 51 R RS (2023BS-LID
TEEENY: FTKEFE, WA, WL, HRITRAAGER. YA, E-mail: nictailei@hotmail.com

HBIEIEE: FER, PYn, M, BT FOAIRIRZ . RS PRZ5 B . E-mail: lujiajing_1@163.com



EAORETH 2025474 AR & 5l &

Drugs & Clinic Vol. 40 No. 7 July 2025 * 1799 -

TN, PRIEES JET] B AR SR T AL 34%, WAz
AEEK S 7.4 DM H, RGNS 55%, BNtk
7 MR T S M 5 LR 1 L BRI R,

EHEEMA N EHRA RFHRE 240 (FAERS)
VE R BRI 2 E R R, 18I B RIS L
Hi IR B E A Bt e e E S . AR
B fEiE I 1248 FAERS Hif kS R A R $
PR3, 256 LB R AT A AT A R AR5 A It (] 43
T, RGUPEAl FLEL S TN B BARFAE,  AfF T4
NI PR 2GRN 2 2 SR AEE A4, Bl MR 24
WIS AR B, LAk B e I AR L -
1 #&RSEE
1.1 ERKIR

HIF 72 B0d R T FAERS #5098 8 2018 E565 1 &
FE—2025 5 1 F=AE R EAE B A Hhr ARSI
(ASCID .
1.2 BUERESiHE

¥ ASCII'F A R4.4 HATHHRTE BES 4. {EH
W 4 AR a4 AT B R “ Fruquintinib 7
“Fruzaqla”. FR& A EMREEHR Y, %M FAERS 4
M EEITEMBRES RS . RiE CREESES
W) (MedDRA) 26.0 kit I iEAE (PT) fl &R
Guas B2 (SOC), X R EIMA R FARAT 2
P
1.3 IR

SCEASF EL IR AT E ) ROR %, EUB kA
EVURG R 1 s, THigARE LR 2.
14 ARRNFELEETE

¥ FAERS AN R RBFFAR & AE IS4 id
5% 9 EVENT DT, ¥ THER A PR R 265 54

F 1 EEHIKEIANER

Table 1 Four-cell table for disproportionate analysis
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Table 2 Equations and screening criteria for ROR
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Table 3 Basic profile of relevant adverse drug event

reports with fruquintinib
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Table 5 Top 25 PTs with reported cases of fruquintinib adverse events
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Table 6 Top 25 PTs with reported signal intensity of fruquintinib adverse events
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Fig. 1 Time to onset of adverse events for fruquintinib
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