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[ Abstract ] Objective To detect and analyze adverse drug reaction (ADR) signals based on adverse events (AEs)
related to drugs recorded in the U.S. Food and Drug Administration Adverse Event Reporting System (FAERS) database, aiming
to provide personalized treatment decision—making support for the safety of fibroblast growth factor receptor (FGFR) inhibition
drugs. Methods The online platform Open Vigil 2.1 was used to retrieve ADRs related to FGFR inhibition drugs such as
infigratinib, pemigatinib, erdafitinib, and futibatinib recorded in the FAERS database from January 1, 2019, to March 31, 2025. The
reporting odds ratio and proportional reporting ratio methods were employed to detect and analyze positive ADR signals for
FGFR inhibition drugs. Results Infigratinib and futibatinib had higher proportions of female reports, while erdafitinib was
predominantly reported by males. Futibatinib had the highest proportion of reports in the 18-64 age group. Infigratinib and
futibatinib had higher proportions of hospitalization, erdafitinib had the highest proportion of fatal outcomes, and pemigatinib
had more frequent non—serious outcomes. Gastrointestinal disorders, general disorders and administration site conditions were
high—frequency system organ classifications common to all four drugs. In positive signal detection, infigratinib had 30 detected
ADR positive signals, with diarrhea, myalgia, and alopecia being the most significant in signal strength; pemigatinib had 84
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detected positive signals, erdafitinib 82 detected positive signals, and futibatinib 20 detected positive signals. For the latter
three drugs, the preferred terms with the highest signal strength were hyperphosphatemia, blood phosphorus increased, and

onycholysis.

Conclusion The AEs of the four FGFR inhibition drugs involve multiple systems, including gastrointestinal, skin

and subcutaneous tissue disorders, and metabolism and nutrition disorders. In clinical practice, special attention should be paid

to hyperphosphatemia, skin toxicity, ocular disorders, and potential calcium deposition disorders caused by these drugs.

[ Key words ] Fibroblast growth factor receptor inhibition drugs; Adverse events related to drugs; Adverse drug reactions;

Food and Drug Administration Adverse Event Reporting System
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FRRETESE A AN, Iz BT R 2 2R 2, i)
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Lk 34(50.75)  133(20.09)  318(30.31)  68(51.52)
A 11(16.42)  426(64.35)  194(18.49) 8(6.06)
RS
<18% 1(1.49) 4(0.60) 12(1.14) 1(0.76)
18~64 % 21(31.34) 52(7.85)  146(13.92)  69(52.27)
65~85% 15(22.39) 26(3.93)  279(26.60)  42(31.82)
>85% 2(2.99) 1(0.15) 22(2.10) 0
RA 28(41.79)  579(87.46)  590(56.24)  20(15.15)
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P55 N5t 31(46.27)  309(46.68) 654(62.35)  64(48.48)
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A 0 127(19.18) 4(0.38) 0
WAGAE D
2019 5(7.46) 3(0.45) 61(5.82) 3(2.27)
2020 0 102(15.41)  230(21.93) 0
2021 20(29.85) 86(12.99)  194(18.49) 3(2.27)
2022 33(49.25) 63(9.52)  244(23.26) 5(3.79)
2023 9(13.43)  268(40.48) 148(14.11)  46(34.85)
2024 0 116(17.52)  157(14.97)  60(45.45)
2025 0 24(3.63) 15(1.43) 15(11.36)
et R E A
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R R
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T4 AT FGFR IHI 25 M A AEs [ SOC 3 AR [ 1511 (% ) |
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KRG 7(10.45) 29(438) 16(1.53)  6(4.55)
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AT Wil B R B 25 5 . SRS L
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f B A 45 , HE AT REAL 2 FGF I FGFR 78 ME IR 43 2
HITEAS A A% AR B SR i e Rl - sl Az AR T g
SRS AR I, NI S B0 S B AR A 3 A
M55 4 Fh 25510 8 T8 7 PR XU S B 35 5 v I R
FHZG TR S AR U AU 553825

LEA YT N, 4 B FGER $04H1 570 25 9y ) Bz Jik 2
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— T ek B e Z il T G RS (INJ-42756493 )
1, 439%1 BB IR IR AR AR (LR R T R i O, o5
29%) ,33% 1M A it e AR Ak e RS (119% ) Fl
TR EFRAR (9%) BRAERR ", B0 BEEEZ N
KB e 5 Tk B iR YT Ja B HE 0 IR B A 45
fif . BLC2001,FIGHT-202 1 FOENIX-CCA2 50 56
5 30%~59% 145 T BRI A 119%~21% 1Y 338 21 8% vt [
TREE A A2 SR8 25— AL B 7E
KA E e T 055 iR B &, $2 /R ik — AE /]
REEA 25 e . 2 OKR R e IR YT 1) B 5 1L T RE
HE IR RS A0 RN H RIS A G Y AR, BRI Bl 45
D AB AT BE AR X, 7 L . B AT, FGFR
PR 2 24540 Bz Bk ek o AL 15 S BB, T RS2
T 8 A o FGFR Z 0 S 2B R ARSI |
e R HFE AN (B0 b S8, [ B S i e L TR e ik
TR E, AR b AR B IR AE R
A3 AR R RS PR 2 B T R L R PR v
ZARIBIT A, A, B E R e TREAREAK,
ER BRI GETT BB T T RESZ R (EAT 75 A5 HL R JIk B
PEIXURSE o 115 DAt FH r 1 D7) Al 6 3 1 B2 JER R0, G
AW T KA AEs, BB %

e Bl R R A 2 FGFR A1 ] 550 1 A 56 v e i I
AR FINE FERE RS 7 AR R RNV 2 — o B
FEHRN R IRER MLAE & T 4 A FGFR 30 371 il 2 [R142%
OMES 5 SRR IR & B e > ik e > ek B
Je > AERG P E o MRS I 5 S S R fif FH 4 Fh 2 4
Je Y94 PR g T . AE BLC2001, FIGHT-202 Al
FOENIX-CCA2 45 3 T 56 v, 2 45 HH 0 v gl i s ot i
() B 2 LU AR T 6092, FGFR1 3 2 51k N
BEARITE T, 24 FGFR1 32 230 i B, X R S5 HL ] 28k
Pl , S B Bk I, XA R R FGFR #1 i 71
IR BN, ZHAHLT | SRIBGE X T i i
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&5 4B FCFR AW 5 W) HE# BT 10 A2 ADR FHYESS 5

YRR R JE (n=67)

ik e (n=662)

s PT n PRR(x*) ROR(95%CI) PT n PRR(x*) ROR(95%CI)

1 55 7 995.66(5973.52) 1147.02(517.17~2543.97) (R BETRER I E 36 890.63(29 863.49) 945.47(670.85~1332.50)

2 Ik 5 403.63(1623.49) 445.58(177.26~1 120.02) I Ti 23 436.50(9371.90)  453.27(297.95~690.26)

3 i¥:a 12 97.54(1054.14) 125.80(66.11~239.38) A ES 12 298.26(3219.32)  304.13(171.09~540.61)

4 RRET S 6  58.73(285.66) 66.10(28.26~154.61) FEH S0, 12 118.94(1281.02)  121.27(68.38~215.07)

5 FHRAE 7 52.89(307.07) 60.79(27.44~134.65) F& N 20 105.36(195521)  108.83(69.63~170.10)

6 BRI 7 30.23(170.39) 34.67(15.65~76.80) MG R 20 42.21(763.01) 43.58(27.90~68.07)

7 EETRENIMIE 5 28.86(108.39) 31.76(12.64~79.78) FEIRLBGE G SESIE 16 24.44(336.64) 25.06(15.25~41.19)

3 mES 7 22.34(122.89) 25.59(11.56~56.69) USTNTES 12 21.49(214.37) 21.89(12.36~38.78)

9 KL 9 20.48(149.09) 24.47(11.94~50.12) FHRAE 23 19.26(380.42) 19.96(13.16~30.78)

10 MTEATREE S 19.12(69.03) 21.01(8.36~52.77) IR 23 15.99(308.80) 16.56(10.92~25.13)
o JEEHJE (n=1049) B (n=132)

bt PT n PRR(x*) ROR(95%CI) PT n PRR(x*) ROR(95%CI)

1 TR R AR 1M A 37 609.63(20978.72) 634.79(453.85~887.86) EMAERINAE 10 1584.10(14 119.70) 1772.57(917.12~3 425.95)

2 YN 34 576.93(18236.41) 598.74(422.31~848.87)  IlFte 4 492.40(1495.88)  514.24(188.57~1402.36)

3 JiRzSan= 22 277.49(5677.17)  284.18(185.43~435.51) E/N 3 486.73(1005.61)  502.74(158.86~1 590.98)

4 FH BT 25 20430(4788.03) 209.90(140.68~313.18)  @E4GI%AE 4 91.52(273.27) 95.54(35.08~260.20)

5 FEHAR (A 28 186.00(4905.45) 191.73(131.32~279.94)  IfL40MuE/L 3 61.53(123.25) 63.53(20.11~200.70)

6 HEHBR 32 112.47(3398.82)  116.43(81.73~165.88) H R 5 22.91(84.19) 24.14(9.81~59.43)

7 FhRFE AR AE 31 33.66(948.78) 34.79(24.31~49.78) A+ 7 22.78(125.19) 24.53(11.36~52.99)

8 MG 19 26.67(443.64) 27.21(17.27~42.87) PEHERE 10 18.57(149.97) 20.66(10.73~39.80)

9 g %8 51 23.60(1082.12) 24.91(18.78~33.04) TR e 3 16.55(29.72) 17.07(5.40~53.91)

10 FEMARGIERLEAAE 21 21.35(387.03) 21.82(14.15~33.64) ik 7 15.09(78.94) 16.23(7.51~35.05)

1 : FGFR N T4 40 A 1 R 15244 s ADR R 2590 BLCSE s PT N B 1 ARTE s PRR A LIRS LU LE 2 s ROR RS LU Lk .

CCA2 R, R B &I LA iR b a5 &0 5
FIPRFNIEIT 5 AN E] 29 1 58 35 75 B2 IR Y7 ok e 4%
2,

Zhao ZFPEBEIERS RIS JEIATT FGFR 3L K 28 A8 31
JIF A A Y T IR v i R, 4491 S8 B 1 Rk 2
L JEAKCRER , (AN ER 5] 3 2 58 4 G A I 5] 5 AR5
B VR eI A 2 7 5 B A 4, F BB K AL
il AT e 254 T 300 B B s Cni s o ) s st
ZEALE | K BRI A A G, B3 I PR S AR 5 X 2 AR
TREFEY) . PR EE BN, AR e SRS P e
TG, AR S 20 P 2 RS BH L R G 2
S AERA X

FAERS %08l i 4L 07 1 21 66 171 i 2 (Hoh 3 JEA% hir
BIe 700, R e 23 1], JE ik B e 334, & ELE e 3
) HH BT HRAE 5 L AME S EAR P JE TRy 4 /45 R
U A (3 461)) 5 0 B (3 491 etk . oK
B 5 IEEE R ia 7 dlrh B IR W R IR 2R ok
i HRS 5 70 0t R P S e | 1 PR e L T P A B R L R
TR R 225 g RS, e E B R A AT R B .
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JIE 95 A5 7 DL 22 24 J 3 AL B 1 B4 (mitogen—activated
protein kinase, MAPK )i A 50A 77 , 11 FGFR 41 557
T UF 22 T T il MAPK A 1015 518 5, XA 2
FGFR ] 57 AH AU 00 JlEE 9 725 v ZEAILAR = PRt
TETT U FGFR A6 ST Hl M IG5 A I k47 4
T P IR ARIASE A, 1300 o 79 0] R ohe 42 TR S HEE o) e
DARARIETT IR MM . FGFR AT A E AEs HEAFE
o PRIAEIRY T A B 24T 3, R B R PR R i/
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