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Abstract: Objective To mine and analyze adverse event signals associated with talquetamab post-marketing to provide references
for its safe and rational clinical use. Methods Using the OpenVigil data platform, the data of talquetamab in the FAERS database
from August 9, 2023 to August 30, 2025 were collected. The adverse drug event signals were jointly mined by using ROR, PRR,
BCPNN, and MGPS. Results A total of 984 cardiovascular toxicity reports of talquetamab were collected, with the United States
being the main reporting country. There were 73 adverse event signals, involving 25 system and organ classifications (SOCs), and the
involved SOCs were mainly distributed in skin and subcutaneous tissue diseases. The adverse event with the highest occurrence
frequency was cytokine release syndrome, and the adverse event with the highest signal intensity was oral toxicity. New suspected
adverse reactions not recorded in the instructions of talquetamab include tumor-burning reactions, pseudo-tumor progression, ataxia,
etc. Conclusion The adverse reactions related to talquetamab mined from the FAERS database are basically consistent with those
mentioned in the drug instructions. At the same time, there are also some newly discovered suspicious adverse reactions. When using
the drug in clinical practice, vigilance should be heightened to reduce the risk of medication.
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Table 3 Basic information of talquetamab adverse events
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Table 4 Results of SOC classification of adverse event signals

SOC BHPEAE & AR EFHRE
niA~ ¥ L% Bk 4 i EL 1%
FE Ik B 7 T RS 19 26.03 538 18.05
HRME RGP 5 6.85 481 16.14
2 By MR S 2 PR A5 b R R 2 2.74 321 10.77
B % 28 5% 20 27.40 282 9.46
G5 RGN 3 411 240 8.05
TR AR G5 3 411 204 6.84
Y T 1 1.37 193 6.47
FRAG PERAEIROE 0 0.00 155 5.20
IR B bk B R Gi 90 6 8.22 104 3.49
U R B 7R 1 1.37 87 2.92
B VLR B B 5 4 2H 45 1 1.37 74 2.48
RAYE. BRI ME CRIEFRRFLE AR 4 5.48 65 2.18
MR R4 B B BRI 2 2.74 60 2.01
R F 2 1 1.37 44 1.48
biiR=BS N NN =S 0 0.00 30 1.01
B A B PR 3R B 0 0.00 24 0.81
ERFAR KT A 1 1.37 20 0.67
OB AR B 0 0.00 15 0.50
HR 25 B 5 0 0.00 14 0.47
JFIH & Se 7 0 0.00 13 0.44
B Rk 6 IS0 0 0.00 7 0.23
7= i 18] R 4 5.48 4 0.13
AR 7N 0 0.00 3 0.10
AL FE R G0 T PR R 0 0.00 2 0.07
P o R G5 0 0.00 1 0.03
=5 KEHURHERAT 30 A28 PT
Table S Top 30 PTs in terms of frequency

PT /{51 ROR PRR IC EBGM
N R F R LR A AIE 208 98.17 91.39 6.47 88.72
R 2k 104 106.09 102.43 6.63 99.08
A5 R AR 101 8.10 7.86 2.97 7.84
R 3 100 43.74 4231 5.38 41.73
R IRt 85 19.71 19.17 4.25 19.06
mEs 69 19.27 18.85 4.23 18.74
G5 S A O e 4 B M R G AR 69 84.19 82.27 6.32 80.10
423 59 2.80 2.77 1.47 2.77
i F 54 106.74 104.82 6.66 101.32
R 51 3.30 3.26 1.70 3.26
Jit FR 49 169.30 166.53 7.30 157.83
Rk 1g 49 6.51 6.41 2.68 6.40
R i B A 48 25.47 25.07 4.64 24.87
5 M ) 46 10.44 10.29 3.36 10.26
AR 41 3.55 351 1.81 351
J YL 33 417 413 2.05 413
BilRAN i85 b 20 3.80 3.78 1.92 3.78
fe T 19 56.53 56.18 5.79 55.16
RN 58 i 18 15.48 15.39 3.94 15.32

myiaE s o 15 4.80 4.78 2.26 478
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5 (&)
PT n/fi ROR PRR IC EBGM
B Bfgpa Az 14 8.14 8.11 3.02 8.09
Rk 13 37.10 36.94 5.19 36.51
RTFPER & A ME 13 25.69 25.58 4.67 25.37
R R 12 126.86 126.36 6.92 121.29
i B 11 8 283.23 8 252.68 11.10 2201.45
MEEFM 11 11.52 11.48 352 11.44
B 11 4.69 4.68 2.22 4.67
AR, 11 67.48 67.23 6.04 65.78
sl A ca 11 602.41 600.19 8.97 500.33
A 11141 ek /D e 10 3.78 3.77 1.91 3.77

LR A R B A RN

*refers to adverse reactions not reported in the instructions.

*6 (SSIREHERRAT 30 Iy PT
Table 6 Top 30 PTs in terms of signal intensity

PT n/i ROR PRR IC EBGM
s 24 11 8 283.23 8 252.68 11.10 2 201.45
R M 11 602.41 600.19 8.97 500.33
RHERAR 9 311.38 310.45 8.14 281.43
T 5 190.25 189.94 7.48 178.69
MR 73 WA AN /2 5 185.55 185.25 7.45 17453
TIRIRE S 6 170.21 169.87 7.33 160.82
it e 49 169.30 166.53 7.30 157.83
5 B 12 126.86 126.36 6.92 121.29
it F kLo 4 113.40 113.24 6.77 109.16
i 54 106.74 104.82 6.66 101.32
U STSIES 104 106.09 102.43 6.63 99.08
2 PR ¥ R SR S AT 208 98.17 91.39 6.47 88.72
it F & 4 85.86 85.74 6.38 83.39
G P8 SN 2N HAE A i & B PR LR B AE 69 84.19 82.27 6.32 80.10
e 5 3 77.69 77.61 6.24 75.68
fa ARt 11 67.48 67.23 6.04 65.78
R R 3 64.37 64.31 5.98 62.98
ERE AR ) 3 59.29 59.23 5.86 58.10
e AT 19 56.53 56.18 5.79 55.16
R 3 100 43.74 42.31 5.38 41.73
R e 13 37.10 36.94 5.19 36.51
PE W™ 5 32.53 32.48 5.01 32.14
Jieg P 3 27.56 27.53 4.77 27.29
R ARER 8 A IfLAE 13 25.69 25.58 4.67 25.37
R b P 1 48 25.47 25.07 4.64 24.87
R 3 23.78 23.75 456 23.58
R JHR 1 85 19.71 19.17 4.25 19.06
- 69 19.27 18.85 4.23 18.74
T 7 17.02 16.98 408 16.89
I B 75 3 16.69 16.67 4.05 16.59

LR LI A R B B R RN

*refers to adverse reactions not reported in the instructions.
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