840 o [E] I R 25 B Ak

A2 M6 M) 2026 4F3 3 (S 452 1)

BT xE FAERS HEERE LT L EHM
FPREGXEESEZHE

Data mining of adverse event risk signals for dupilumab based on FAERS database
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Abstract: Objective  To analyze adverse drug event ( ADE) signals
associated with dupilumab based on the date from the U. S. Food and
Drug Administration Adverse Event Reporting System ( FAERS) , and to
provide insights for rational medication use in clinical settings.
Methods ADE reports of dupilumab as the primary suspected drug were
obtained by collecting the data of FAERS database from the first quarter
2017 to the third quarter 2024. ADE signals were analyzed by joint
reporting odds ratio ( ROR) method and bayesian confidence interval

progressive neural network ( BCPNN ) method. Results  After data
HeWB: MARHERLILG YT A

(NO. 2017ZX09304029 — 001 - 001) cleaning, 669 761 reports of dupilumab — related ADEs were collected,

TEEF N KHE R (1982 - ), %, @l 347 25 )i, involving 264 882 patients. A total of 461 ADE signals were detected
FEPBEBE2 o R b across 18 system — organ classes (SOC), which had a good coincidence
il v 1 A . . . . .
ISR TS L2 with the adverse reactions in the current Chinese and English drug
A b EE) S
MP 13633515615 instructions, and also found some new high — intensity positive signals

E —mail :794446155@ gq. com that were not included in the instructions. Including ocular hyperaemia,
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erythema of eyelid, eyelid exfoliation, periorbital irritation, skin fissures, neurodermatitis, injection site exfoliation,

cutaneous T — cell lymphoma, etc. The median time to onset of ADE reported by patients <18 years old, 18 — 65 years

old, and =65 years old was 75 days, 98 days, and 110.5 days, respectively (P <0.000 1 according to Log — rank

test). Weibull distribution test was performed on time to onset of 20 ADE signals that were not included in the manual.

It was found that cutaneous T — cell lymphoma, hyposmia, parosmia, and sinus headache, occurred continuously over

time, and the incidence of the others decreased gradually over time. Conclusion When clinically using dupriumab, it

is essential to controll the indications and conduct a thorough medication assessment. Monitoring should be strengthened

near the time window of adverse events. The latent ADEs that are not mentioned in the instructions should be noticed to

ensure safe medication.

Key words : dupriumab; FAERS database; adverse drug events; risk signals mining
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Table 1 Basic information of dupriumab — related ADE reports
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Table 2 Top 30 PTs in signal intensity of dupilumab ADE reports ( sorted by IC025 from large to small)

A= PT Eila=l11/e ROR(95% Cl) IC s
1 S RERiTEr S 498 951.44(636. 67 —1421. 84) 5.36
2 RPN Eh2 N 137 84.94(64.25 —112.29) 4.65
3 A S 546 62.54(55.06 —71.05) 4.63
4 2% 12 781 48.189(47.01 —49. 38) 4.57
5 TSN T 297 57.65(48. 68 —68.26) 4.53
6 HR B 7 Jok 45 408 54.73(47.48 —63.09) 4.52
7 KB 1 064 48.86(44.86 —53.22) 4.51
8 HR 16 V22 164 60. 69 (48.19 —76.44) 4.49
9 T G 3 B G 214 54.06(44.45 —65.74) 4.45
10 ZERE R 4 464 33.22(31.97 -34.51) 4.26
11 IR 16 3 644 34.88(31.51 -38.61) 4.23
12 e IR VAT S 58 53.24(36.62 -77.41) 4.22
13 g DS 11 175(48. 82 - 627.31) 4.14
14 IR i ek 6592 27.07(26.27 -27.91) 4.09
15 HE J&] R 71 39.41(28.78 —53.96) 4.05
16 e ka3 3937 25.31(24.35 -26.31) 4.02
17 R e 74 32.11(23.92 -43.12) 3.9

18 AR I Kz 925 216 26.37(22.34 -31.14) 3.89
19 FERR T 40 ffatk 98 TV 38 14 66. 82(29. 68 — 150. 43) 3.89
20 IR F: 2 5 9 567 23.39(21.15 -25.86) 3.86
21 THR 7 984 20.31(19.78 —20.85) 3.81
22 R B2 R R 15 55.07(26.2 —115.74) 3.81
23 FIR B 5 7% 156 24.58(20.26 -29.82) 3.78
24 H ik i 2414 19.33(18. 44 -20.27) 3.74
25 i 2% 9 646 20.44(18.64 —22.41) 3.74
26 Kz Bk T 40 A bk t2 998 T 449 9 53.69(20.72 -139.17) 3.55
27 IR 16 21 35 669 16.27(14.91 =17.77) 3.51
28 Fis 101 18.4(14.63 -23.15) 3.44
29 e 2 680 14.29(13.69 - 14.92) 3.42
30 HR 7t 1L 5 496 13.9(13.49 -14.32) 3.41
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Table 4 Weibull distribution test of time to onset for some specific signals not included in the Chinese and English instructions
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Figure 2 Time to onset plot for dupriumab ADE reports
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