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Abstract: Objective To investigate adverse event signals associated with loncastuximab tesirine in real-world settings, and to provide
references for its safe clinical use. Methods Adverse event reports from the FAERS database from the second quarter of 2021 to the
third quarter of 2025, in which loncastuximab tesirine was listed as the primary suspected drug were extracted. Data mining was
performed using four algorithms: the Reporting Odds Ratio, Proportional Reporting Ratio, Bayesian Confidence Propagation Neural
Network, and Multi-item Gamma Poisson Shrinker. The time to onset was analyzed using the Weibull distribution test. Results A
total of 255 valid reports were included, and 23 positive signals were identified, involving 8 SOC. The top five signals by frequency
were death, pleural effusion, rash, photosensitivity reaction, and edema. The top five signals by strength were photosensitivity reaction,
vesicular rash, skin toxicity, bacterial pneumonia, and pericardial effusion. Death, sepsis, blister, drug intolerance, vesicular rash,
bacterial pneumonia, interstitial lung disease, and pancytopenia were newly identified risk signals not mentioned in the prescribing
information. The median time to adverse event onset was 43 days, showing a characteristic random failure pattern curve. Conclusion
During the use of loncastuximab tesirine, close attention should be paid to adverse events centered on hematological toxicity, skin

toxicity, and systemic toxicity. Vigilance is required for adverse events not mentioned in the prescribing information, with early
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intensive monitoring and long-term vigilance recommended.

Key words: loncastuximab tesirine; antibody-conjugated drug; diffuse large B cell lymphoma; adverse drug event; photosensitivity

reaction
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Table 1 Four methods used for signal detection

Tiik 7A=Y

BE

ROR ROR= (a/b) / (c/d)
PRR PRR=[a/ (a+c) J[b/ (b+d) ]

95% ClI Ff>1, a=3
PRR>2, 424, a=3

x*=[ (ad—bc) 2 (a+b+c+d) J/[ (a+b) (at+c) (c+d) (b+d)]

BCPNNIC=log.a (a+b+c+d) /[ (atc) (a+b) ]
MGPS EBGM=a (a+b-+c+d) /[ (a+c) (a+b) ]

95% CI TR (1C025) >0
95% CI ~f (EBGMO05) >2, a>0
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Table 2 Basic characteristics of adverse events related to

loncastuximab tesirine

gl WG /%
P 51 S 71 27.8
5 122 478
E N 62 24.3
RFi kg <50 5 2.0
>100 5 2.0
50~100 50 19.6
E N 195 76.5
R % >85 9 35
18~64 49 19.2
65~85 81 31.8
AHN 116 455
FHER  EHE 158 62.0
e2 38 14.9
=Pl 17 6.7
7 ] 9 35
HAh 33 12.9
4 T 69 27.1
{EFE 64 25.1
f& ] A 2 0.8
HAh 120 471
FiRAR HTE 36 14.1
TPAFEARNG 39 15.3
20 27 10.6
[ 153 60.0
LiRESR 20214 18 7.1
2022 4 82 32.2
2023 4 64 25.1
2024 4 51 20.0
2025 F 40 15.7
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Table 3 SOC distribution of adverse event signals related
to loncastuximab tesirine

PV S = AR
Bk E% BIIR S E%
BRSO R HEALAA 5 2000 51 54.80

SOC

R
Bk B Bz T R R 5 2080 35 5930
TR R AT P AP 4 1670 21 4120
I KR B R G 4 3640 23 63.90
HRR A 3 1500 17 4250
FRB. PR RREIRRRE 3 2310 9 40.90
WP R4 B K BRI 2 1670 18 52.90
JFIE R Go5 0% 1 910 4 26.70
R BYERMEFCRMAE 1 1110 4 30.80
CELFERFERFLE AR
Lo I 2 B PR 1 2000 7 5000
& I R G 0 000 0 0.00
I3 55 bk B 2950 0 000 0 0.00
HRME R B 0 000 0 0.00
A B8 TR 0 000 0 0.00
R 2% B B 0 000 0 0.0
BRULA B R B AR 0 000 0 0.00
FE AR 0 000 0 0.00
B WE 2 b bR 2R S 5 0 0 000 0 0.0
7= il 1] 5 0 000 0 0.00
G I% RGE 0 000 0 0.00
BT AR KT R 0 000 0 0.00
FARESZNE) 0 000 0 0.00
A BE F 40 % FLIR N 0 000 0 0.00
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Table 4 Number of drug adverse reaction reports and positive signals related to loncastuximab tesirine

PT /4 ROR (95% CI) PRR (42 EBGM (EBGMO05)  IC (IC025)
BT 23 3.63 (2.38, 5.51) 3.50 (41.60) 3.50 (2.30) 1.81 (1.06)
it fis AR 15  32.84 (19.63, 54.92) 31.83 (448.19)  31.82 (19.02) 499 (2.71)
Rz 14 4.16 (244, 7.07) 4.06 (32.56) 4.06 (2.39) 2.02 (1.00)
TR I N 11  89.58 (49.25, 162.94)  87.52 (940.38)  87.45 (48.08) 6.45 (2.57)
K 10  24.85 (13.28, 46.49) 2434 (22397) 2434 (13.01) 4.61 (2.08)
HR L A A 98D i 9 8.95 (4.63, 17.30) 8.79 (62.31) 8.79 (4.55) 3.14 (1.38)
M /NBR T ER B 8  10.05 (5.00, 20.22) 9.90 (64.09) 9.90 (4.92) 3.31 (1.34)
AR 7 41.06 (19.46, 86.62) 40.47 (269.43)  40.45 (19.17) 5.34 (1.74)
I /INBR I/ i 7 8.44 (4.00, 17.80) 8.33 (45.22) 8.33 (3.95) 3.06 (1.09)
Jk G 7 6.57 (3.11, 13.86) 6.49 (32.56) 6.49 (3.07) 2.70 (0.91)
V- B EB B 6  36.07 (16.12, 80.71) 35.63 (201.93)  35.62 (15.92) 5.15 (1.48)
AR K i 6 6.37 (2.85, 14.25) 6.30 (26.82) 6.30 (2.82) 2.66 (0.74)
JHeEERE" 5 5.90 (2.44, 14.24) 5.85 (20.12) 5.85 (2.42) 2.55 (0.51)
AR 4 2453 (9.17, 65.65) 24.34 (89.52) 24.33 (9.09) 4,60 (0.80)
SV apng 4 10.70 (4.00, 28.64) 10.62 (34.88) 10.62 (3.97) 3.41 (0.56)
K" 4 9.49 (3.55, 25.39) 9.42 (30.12) 9.42 (3.52) 3.24 (0.51)
AT 2" 4 5.56 (2.08, 14.88) 5.52 (14.84) 5.52 (2.06) 2.47 (0.24)
K™ 3 8557 (27.49, 266.40) 8504 (248.97)  84.97 (27.29) 6.41 (0.50)
Rk 3 74.85 (24.04, 233.01)  74.38 (217.05) 74.33 (23.88) 6.22 (0.49)
20T M 9 3 4454 (14.31, 138.63) 4426 (126.82)  44.25 (14.22) 5.47 (0.46)
HR R B T A 3 9.96 (3.20, 31.00) 9.90 (24.03) 9.90 (3.18) 3.31 (0.17)
V1) o3 2 it 32 g™ 3 8.33 (2.68, 25.92) 8.28 (19.23) 8.28 (2.66) 3.05 (0.10)
A 20 D g 3 7.17 (2.30, 22.31) 7.13 (15.83) 7.13 (229 2.83 (0.04)

ORI A PRI B N2 AN RS

*indicates adverse drug reactions not mentioned in the instructions.
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