FENEFEI10H 202610 H A H 5 A Drugs & Clinic Vol. 41 No. 10 October 2026  * 2957 -

ET FAERS #iEER R FFBMAREHESIZRI O

ZRRd, & 42
LR R B ERE 2524358, 175 o8 214000

1 E: Bf ETEEGMNGNEERARFEHIRE RS (FAERS) ¥R ESIR B R By RIS WA REHE S,
NHEIGKAZRAS %, ik VI FAERS 4R FE 2025 4E58 2 225 —2026 4F58 2 58 RRIMPUA LM, FLHLL
JE A EAHT B EREEZMIRG . SEHIRA ELAE B (RORD . EUfIR S LB EE (PRR). DU B S A5 FE 0 22 2% (BCPNN)D
K2 TS aralds (MGPS) VEHHTE SR, FHELDFHIA R MM AR &R RPN LJERF RN 25
IR 240 B, Hoh Ltk 104 4], & 43.33%. 4 FRONES T BETEE S 52 A, Hod 4 Bhoy ik R A E 9B G
BT BIREHA S ST R ABREREERRFHERERE, BARE O NMNRRFEHESHENI. WK NRE
WSS QFEHORAE . SMEAKM . WATHEERE . O PR 2 S OGS N5, AR TR e R e Kb B A DG S B
TERITHEL R AR 1) 30 4R, 23 6] (76.67%) kMG R AT AZi)E 30d B, F6 kAR 10d; FE G S
R, ZERMREEAR. &8 B RFRGUA RFARE W SRS SRR SR RN F MV TE (S 5 (R
HHs D, R S S 2 0 B B SR IAT 75— B

*9EiE: BRI FAERS HdE; AR F5120; W0IREE: AMNEKM; FATHERE: Jom Tk %
FESES: RS2 NHRFRERE: A NEHRS: 1674 - 5515(2026)10 - 2957 - 05

DOI: 10.7501/j.issn.1674-5515.2026.10.032

Signal mining and analysis of adverse events associated with nipocalimab based
on the FAERS database
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Abstract: Objective To mine post-marketing adverse drug event signals of nipocalimab from the FAERS database, and provide
reference for its clinical use. Methods Adverse drug event reports of nipocalimab from the FAERS database between the second
quarter of 2025 and the second quarter of 2026 were retrieved, and cases in which nipocalimab was designated as the primary suspect
drug were extracted. Disproportionality analysis was performed using the ROR, PRR, BCPNN, and MGPS methods, and the time to
onset of adverse drug events was analyzed simultaneously. Results A total of 240 reports with nipocalimab as the primary suspect
drug were included, of which 104 (43.33%) involved female patients. The four methods jointly detected 52 positive signals, among
which 17 were positive by all four methods. After excluding non-adverse drug event terms such as the disease itself, efficacy, product,
and exposure-related terms, 9 adverse drug event signals were finally retained for analysis. Signals of greater clinical concern included
herpes zoster, peripheral oedema, influenza, aseptic meningitis, and infusion-related reaction, most of which were concentrated in
infection, oedema, and infusion-related reactions. Among the 30 reports with calculable time to onset, 23 (76.67%) occurred within 30
days after drug administration, with a median time to onset of 10 days, however, the representativeness of this result is limited owing
to missing time information. Conclusion The adverse event reports of nipocalimab involve infections, peripheral edema and infusion-
related reactions. The number of reports for some potential signals is relatively low, and their clinical significance and causal
relationship with the drug still need to be further verified.
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Table 4 Ranking of nipocalimab adverse event signal strength

SOC PT /1

ROR (95% CID)

PRR (,» EBGM (EBGMos)IC (ICo25)

B R G50

+ZimE R 3 440.74(138.83,

1399.25)438.50 (1262.75)422.87 (133.20) 8.72 (7.06)

B I RE AR 3 295.04 (93.57, 930.33) 293.54 (853.48) 286.46 (90.85) 8.16 (6.51)
Y TR RE BT = 3 140.55 (44.90, 439.97) 139.84 (408.72) 138.22 (44.15) 7.11 (5.46)
TG T AR G A5 T T A i 8 3 65.02 (20.85, 202.82) 64.70 (187.13) 64.35 (20.63) 6.01 (4.37)
B % R AR LR 3 61.76 (19.80, 192.62) 61.45 (177.49) 61.14 (19.60) 5.93 (4.29)
TG T AR Y Y50 ORI 9 1957 (10.13, 37.83)  19.29 (155.94) 19.26 (9.97)  4.27 (3.32)
4 B S s 23R AN A KB 15 19.41 (11.62, 32.43)  18.94 (254.85) 1891 (11.32) 4.24 (3.50)
25T s B
TG T AR Y A5 WATHEIRE 13 896 (5.17, 15.53) 8.78 (89.84) 8.78 (5.07)  3.13 (2.34)
FRIG AR A O R 7 8.0 (3.79, 16.85) 7.91 (42.32) 7.91 (3.75) 298 (1.91)
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* indicates adverse reactions not mentioned in the drug instructions.
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Table 6 Distribution of adverse event onset times for

nipocalimab
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