+ 1108 * FENBE4H 20265E4 H AN HHHkA  Drugs & Clinic Vol. 41 No. 4 April 2026

« EfRHF .

ET FAERS HIEENIRPLZBERARESHIZRS 2T
REEF, 2 B2, FlEFT
1. REERKRZSE B 555, RE 300211
2. REEWLEERE 2523, K 300134
3. W E B R AR MR BB O B R 2R AR M S BT R MR RGO IR E = 5o, R 300020

# ZE: B FIF FAERS B0 FEX RN Z it BTG A R EAE SEATIZIR, NRRZeRARES%. A% 1=l
FAERS $(4FE 2023 55 3 ZRE—2025 4F5 4 TG P LURNZ BN BN REHRYE, RAERESRE
W (MedDRA) 28.1 XfAN R HABHTARAEIL LS, FIFRE LML (ROR). iR b (PRR) K Wi BE(E IR HHE
M4% (BCPNN) 3 MENVEIEATHIE. SR LU IR Z iy i M EEA R SRS 1292 fr, ik Hi FIAH# 2 ROR.
PRR. BCPNN [BAME(ES 87 4, B K 16 MRGBE I (SOC). HAREFIH R L M SOC MY MR YSpm, Hk
RRIE RGN RAEBIEHERT 5 ML R EALAUME TR LSS IE . K RSN AR R B LR B AE . R
PER ¢ EANM SRR TS . 4598 AT FAERS R 2B EINIR N Z B PUH A R B 524 Rl B EA—5, [
B SEF2H0 2 U PR R B CR . BA G TE R 2 G5 . IRKAZH, PigmEy, =A%,

KR RYNZHPL; FAERS HURE; WA REM: F51200: W8 MRE PRI KA SRR
AHS M 2 F M S B

FESES: RI79.1 XEkFRERE: A NERS: 1674 - 5515(2026)04 - 1108 - 07

DOI: 10.7501/j.issn.1674-5515.2026.04.035

Signal mining and analysis of adverse events for elranatamab based on FAERS database
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Abstract: Objective To mine the post-marketing adverse event signals of elranatamab based on the FAERS database, to provide
reference for clinical drug safety. Methods The adverse event reports with elranatamab as the primary suspected drug in the FAERS
database reports from the third quarter of 2023 to the fourth quarter of 2025 were extracted. The adverse events were standardized
using the MedDRA version 28.1. Signal detection was performed by ROR, PRR, and BCPNN. Results A total of 1 292 reports listing
elranatamab as the primary suspected drug were collected. 87 positive signals meeting the criteria of all three algorithms were identified,
involving 16 SOC. Among them, the SOC with the largest number of reported cases was infections and infestations, followed by
immune system disorders. The top 5 adverse events in terms of the number of reported cases were cytokine release syndrome, pyrexia,
immune effector cell-associated neurotoxicity syndrome, pneumonia, and cytomegalovirus infection reactivation. Conclusion Based
on the FAERS database, the adverse events related to elranatamab are basically consistent with the drug instructions. At the same time,
new safety signals that are not clearly included in the drug instructions and have risk warning are also excavated. It is recommended to

enhance vigilance regarding these signals in clinical practice to optimize patient monitoring and management, thereby improving
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medication safety.
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Table 1 Basic demographic information of adverse event reports with elranatamab as the primary suspected drug

EAGER WEH L% EAER wEH /%
4 1] g-gid 523 4048 |45 HoAt ™ = 381 29.49
B 577 44.66 E | 159 12.31
Bk 192 14.86 [iREFEMN 2023 4 164 12.69
FERIL <18 0 0.00 2024 4 237 18.34
18~44 16 1.24 2025 4 891 68.96
45~64 291 2252 |REHE EJm 854 66.10
65~84 583 45.12 ZspnlbIn 164 12.69
=85 43 3.33 RPN 166 12.85
(7N 359 27.79 NEkiga 106 8.20
SN HA 335 25.93 A 2 0.15
s 324 25.08 IR KA [E]/d 0~6 179 36.23
Y ¢=] 99 7.66 7~29 102 20.65
4 )5 BT 322 24.92 30~89 100 20.24
fis Jo A 45 3.48 90~179 59 11.94
A B B o B ) B & 379 29.33 180~364 32 6.48
ok 6 0.46 =365 22 4.45

#z2 BPZBREXTIREFMNRNER GRIRSEGIEHEF, 7730 1)
Table 2 Detection results of elranatamab-related adverse event signals (Sort by the number of reported cases, top 30)
PT n/fi ROR (95% CI) PRR (®) IC (1C025)
R R F R SR B AIE 248 94.16 (81.86, 108.32) 76.28 (17 886.81) 5.84 (5.64)
R 94 476 (3.86, 5.87) 4.48 (254.63) 2.10 (1.80)
G JZ RN AN AR S 2 B M £ B AIF 66 58.70 (45.71, 75.37) 55.75 (3425.89) 491 (4.55)
R 4 61 2.87 (222, 3.7D) 2.78 (69.00) 1.42 (1.05)
20 fa o 5 L S 51 73.12 (55.07, 97.09) 70.27 (3328.28) 4.88 (4.48)
SR 49 4.67 (351, 6.21) 4,53 (132.08) 2.06 (1.65)
200 s 75 46 39.71 (29.53, 53.41) 38.33 (1613.86) 4.39 (3.97)
HR L A 98 i 46 451 (3.36, 6.06) 4.39 (117.72) 2.02 (159)
R ER A UE 33 47.12 (33.26, 66.77) 45.94 (1383.31) 4.28 (3.78)
R BRI 27 456 (3.12, 6.68) 4.49 (70.00) 1.97 (1.42)
R IME 23 2.08 (1.37, 3.13) 2.06 (11.53) 0.95 (0.36)
JERG AR 7T 23 7.74 (5.12, 11.70) 7.62 (125.75) 2.55 (1.96)
JHeFEAE 22 3.45 (2.27, 5.27) 3.41 (35.29) 1.59 (0.99)
R R R 21 40.44 (26.19, 62.44) 39.80 (745.17) 3.81 (3.19)
AT 2 A i 1 U 20 40.19 (25.76, 62.71) 39.58 (703.96) 3.76 (3.13)
FE 19 2.84 (1.80, 4.46) 2.81 (20.45) 1.33 (0.68)
I /NER B B A 19 2.78 (1.77, 4.37) 2.75 (19.59) 1.30 (0.66)
J& A 299 18 2.59 (1.63, 4.13) 2.57 (15.79) 1.21 (0.55)
C RMNE AT = 17 6.13 (3.80, 9.90) 6.06 (66.91) 2.20 (1.52)
HR R AT i T B 17 5.24 (3.24, 8.45) 5.18 (53.27) 2.03 (1.35)
5200 s 25096 75 [IUAE 16 36.39 (22.15, 59.77) 35.95 (502.64) 3.51 (2.80)
TR B i 16 2.27 (1.39, 3.72) 2.25 (9.99) 1.03 (0.33)
SE] a4l 16 2.25 (1.37, 3.68) 2.23 (9.75) 1.01 (0.31)
IWYAB=3:7] 15 3.30 (1.98, 5.50) 3.28 (21.54) 1.47 (0.75)
AR E 15 4.24 (255, 7.06) 4.20 (33.53) 1.76 (1.04)
R 15 17.38 (10.43, 28.96) 17.19 (211.60) 3.05 (2.32)
VES AL LB 14 2.03 (1.20, 3.44) 2.02 (6.25) 0.87 (0.12)
HEIRE ST 14 10.49 (6.19, 17.78) 10.39 (109.28) 2.62 (1.88)
140 sk i 13 9.72 (5.62, 16.80) 9.63 (91.87) 2.52 (1.75)
R AN R M s A R R 13 2.66 (1.54, 4.60) 2.64 (11.73) 1.19 (0.42)
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“signals of adverse events not recorded in the drug instructions.
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Table 3 Detection results of elranatamab-related adverse event signals (Sort by ROR, top 30)

PT n/ i ROR (95% CI) PRR () IC (1C025)
JEHE A 2 AR 5™ 3 22351 (68.74, 726.69) 222.99 (424.17) 1.81 (0.24)
B 4 s 25 15 o 4 3 191.58 (59.31, 618.85) 191.14 (366.95) 1.80 (0.24)
YOI B B IR 3 101.85 (32.12, 323.01) 101.62 (199.14) 1.78 (0.24)
AN R R F R SR B A 248  94.16 (81.86, 108.32) 76.28 (17 886.81) 5.84 (5.64)
4 s w3 R TR S 51  73.12 (55.07, 97.09) 70.27 (3328.28) 4.88 (4.48)
SN 4  72.06 (26.65, 194.80) 71.84 (207.47) 2.10 (0.75)
5200 7 5 1 Pk 285 ORI EE 8 11 69.84 (3829, 127.40) 69.26 (656.39) 3.31 (2.46)
b P T 8 3 64.37 (20.46, 202.56) 64.22 (125.81) 1.75 (0.22)
G 28 35 R FRLAH DG P E AR 2 BEPE SR AR 66  58.70 (45.71, 75.37) 55.75 (3425.89) 491 (4.55)
B4 s 231 /N 485 W 4 57.11 (21.18, 153.98) 56.93 (163.93) 2.08 (0.73)
L B % 52.93 (16.86, 166.18) 52.81 (103.04) 1.74 (0.21)
5 440 s 2 P i 28 50.68 (25.13, 102.21) 50.37 (333.08) 2.87 (1.89)
RPN ER 8 A LAE 33 47.12 (33.26, 66.77) 4594 (1383.31) 4.28 (3.78)
5 4 s 5 A U B 2 5 4553 (18.78, 110.38) 4535 (171.88) 2.31 (1.09)
BEE SR 3 43.03 (13.73, 13479 42.93 (83.16) 1.72 (0.19)
T B 58 5 4223 (17.43, 102.34) 42.07 (159.02) 2.30 (1.08)
B R R R 21 4044 (26.19, 62.44) 39.80 (745.17) 3.81 (3.19)
WITH 6 4022 (17.93, 90.23) 40.04 (188.20) 2.50 (1.38)
AT M 22 1 i 1 7 20  40.19 (25.76, 62.71) 39.58 (703.96) 3.76 (3.13)
B 4 s 2 R e 46 39.71 (29.53, 53.41) 38.33 (1613.86) 4.39 (3.97)
PR SS 3 37.95 (12.13, 118.77) 37.87 (72.93) 1.70 (0.18)
5 M 08 25 ML 16  36.39 (22.15, 59.77) 35.95 (502.64) 3.51 (2.80)
JiRg f 5 3426 (14.16, 82.91) 34.13 (127.75) 2.26 (1.05)
PR A T MR B E 5  32.84 (1357, 79.45) 32.71 (122.15) 2.26 (1.04)
CIIRE R P BOE 6  26.18 (11.69, 58.61) 26.06 (119.49) 2.40 (1.28)
AP B P I 4 2550 (9.51, 68.36) 25.42 (70.35) 1.96 (0.62)
P B B B P R B 3 25.30 (8.11, 78.97) 25.24 (47.26) 1.65 (0.13)
BRI S B 3 2241 (7.18, 69.91) 22.36 (41.37) 1.63 (0.12)
FH PR 4 93 P P B 7 21.74 (10.31, 45.83) 21.63 (116.95) 2.50 (1.46)
M AR E H G K 7 2069 (9.82, 43.61) 20.58 (110.75) 248 (1.44)

SH RIS BR B
*signals of adverse events not recorded in the drug instructions.
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Table 4 SOC distribution of elranatamab-related adverse event signals
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