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[ Abstract] Objective To mine adverse drug events (ADEs) signals associated with
lanadelumab, and to provide reference evidence for clinical medication safety. Methods ADE

reports listing lanadelumab as the primary suspected drug were retrospectively retrieved from the
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U.S. Food and Drug Administration Adverse Event Reporting System (FAERS) database from the third quarter
of 2018 to the first quarter of 2025. Signal detection was performed using a combination of reporting odds ratio
(ROR) method and the Bayesian confidence propagation neural network (BCPNN) method. ADE distributions
and signal strengths were analyzed at both the system organ class (SOC) and preferred term (PT) levels. Results
A total of 2,533 reports involving 11,536 ADEs were identified with lanadelumab as the primary suspected
drug. Reports predominantly involved female patients (69.72%) and individuals aged 18 to under 65 years
(46.51%), with 87.80% of reports originating from the United States. A total of 70 ADE signals were identified,
affecting 18 SOCs, primarily involving investigations, general disorders and administration site conditions,
and nervous system disorders. The top 3 ADEs in terms of report numbers were weight loss, weight gain, and
injection site pain. The ADE with the highest signal strength was injection-site bruising. Additionally, several
previously unlisted potential ADE signals were identified, including cutaneous lupus erythematosus, jugular vein
thrombosis, seizures, nasopharyngitis, and stress. Conclusion Lanadelumab associated ADEs involve multiple
organ systems, and the common ADE signals of lanadelumab are consistent with the instructions. However

clinicians should also be alert to the ADEs not recorded in the instruction such as weight fluctuation and

thrombosis.

[Keywords ] Lanadelumab; FAERS database; Adverse adverse events; Hereditary angioedema; Signal

mining; Pharmacovigilance
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Table 1. Basic information on adverse event reports for lanadelumab

i H At A HIRL (%) ilE| A% IR (%)
51 TR A DY 399 15.75
4 1766 69.72 20 24 0.95
i) 603 23.80 BE ) 469 18.52
Fe 164 6.48 e 621 2451
RHE (kg) 25 )5y
<50 32 1.26 1B 878 34.66
50~100 490 19.34 T 108 4.26
=100 137 5.41 o KA 42 1.66
P 1874 73.99 B 7 0.28
R (%) HoAth 1498 59.14
<18 76 3.00 JEADE
18~<65 1178 46.51 2 1035 40.86
65~85 240 9.47 7 1498 59.14
>85 9 0.36 ARG (A7)
KA 1030 40.66 2018 64 2.53
T ER 2019 253 9.99
ESE 2224 87.80 2020 186 734
gk 66 261 2021 337 13.30
E 63 2.49 2022 329 12.99
FAb % 180 7.10 2023 370 14.61
st 2024 630 24.87
JHE 1020 40.27 2025 364 14.37
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Table 2. Signal distribution SOC for ADE of lanadelumab

SOC Ak IR (%) {558k HIRLH (%)
A B PRI B 25 2 A5 UL 730 28.82 23 32.86
KK 615 24.28 5 7.14
B RINE RGP 285 11.25 5 7.14
R BAZ AR 281 11.09 5 7.14
UL bTES 131 5.17 2 2.86
Fe ik e e R R BIpR 95 3.75 4 5.71
FLAUG . AR R 77 3.04 4 5.71
5 JUE B 0l bR R B 44 1.74 1 1.43
PR B M S AR A SR 43 1.70 3 429
o RGP 40 1.58 2 2.86
WP R G5 . M B RS 38 1.50 4 5.71
O HER 30 1.18 1 1.43
RPE . MR TSR (SRR A R ) 30 1.18 4 5.71
R B AR 30 1.18 2 2.86
R 28 BB 27 1.07 1 1.43
EVEE S 20 0.79 1 1.43
HEBE 2 250 T L 12 0.47 2 2.86
LY 1 LA 2 5 0.20 1 1.43

=3 HABF A B HTADER & F K BT206I FIPT
Table 3. Top 20 PTs in ADE reports for lanadelumab

PT ADEIIK ROR (RORys ) IC (1Cqas)
IREFRAL 304 6.15 (5.49) 2.59 (2.40)
cisdiig 300 8.04 (7.17) 2.97 (2.77)
TR A 224 455 (3.99) 2.16 (1.95)
>SS 150 1.41 (1.20) 0.49 (0.25)
N 115 8.53 (7.09) 3.07 (2.72)
SRR 98 102 1.70 (1.39) 0.76 (0.46)
TSR A L1 5 79 520 (4.17) 237 (1.97)
TR AE 66 551 (4.32) 2.45 (2.00)
N 59 2.00 (1.55) 1.00 (0.60)
LAl 55 1.53 (1.18) 0.61 (0.21)
DR B IRGL 53 1.66 (1.27) 0.73 (0.32)
Jilaprne 48 1.78 (1.34) 0.83 (0.39)
TS SR 48 5.12 (3.85) 235 (1.82)
TS b ik 46 4.02 (3.01) 2.00 (1.49)
B 44 5.03 (3.74) 232 (1.77)
LhEER 42 221 (1.63) 1.14 (0.66)
TPE LA 40 1.50 (1.10) 0.59 (0.12)
IR 37 2.66 (1.93) 1.41 (0.88)
B 33 1.81 (1.28) 0.85 (0.32)
TSR 31 3.43 (2.41) 1.77 (1.16)
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F4 RABFI A PHADEESEER20MIMPT (#ZROREHEF )
Table 4. Top 20 PTs by ADE signal intensity for lanadelumab (sorted by ROR)

PT ADEfK ROR (ROR»s) IC (TCgs)
PR A 3 36.94 (11.82) 5.19 (0.43)
R AR 11 21.50 (11.88) 441 (2.15)
TN RH VA N R 7S 3 20.71 (6.65) 436 (0.35)
AR 3 18.29 (5.88) 4.18 (0.33)
B JRAT B 4 15.64 (5.85) 3.96 (0.70)
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PT ADEfIIR ROR (RORs) IC (ICys)
AE KA A A 2R A A 5 15.09 (6.26) 3.91 (0.99)
TR 20 12.47 (8.04) 3.63 (2.37)
MY ) 27 11.55 (7.91) 3.52 (2.51)
AR AL ST 3 11.17 (3.59) 3.48 (0.21)
SR KR TR 15 3 11.04 (3.55) 3.46 (0.20)
e IR b 14 1091 (6.45) 3.44 (1.96)
TSR B 5 3 10.15 (3.27) 3.34 (0.18)
R 27 9.50 (6.51) 3.24 (2.31)
W R AL 3 9.46 (3.04) 3.24 (0.15)
o7 115 8.53 (7.09) 3.07 (2.72)
Ecisidilig 300 8.04 (7.17) 2.97 (2.77)
[ isuE =y 3 7.30 (2.35) 2.86 (0.06)
A 4 7.03 (2.63) 2.81 (0.38)
BN E 13 6.75 (3.92) 2.75 (1.48)

E: “thenplyl PRI ADE,

R5 FIABF L B AXADERE A HESHRNER
Table 5. Signal detection results of lanadelumab-related ADE by gender

PT £S5 St ROR (95%CI )
HFRADE HALADE HFRADE HALADE

R REAG 232 8591 72 2332 0.87 (0.67, 1.14)

il 226 8597 74 2330 0.83 (0.63, 1.08)

TSR 180 8 643 41 2363 1.20 (0.85, 1.69)

S 118 8705 23 2381 1.40 (0.90, 2.20)

N 102 8721 12 2392 233 (1.28, 4.25)

RGN 98 82 8 741 20 2384 1.12 (0.68, 1.83)

S 73 8750 12 2392 1.66 (0.90, 3.07)

R 68 8755 10 2394 1.86 (0.96, 3.62)

TS 2T B 63 8 760 13 2391 1.32 (0.73, 2.41)

GBI 56 8767 10 2394 1.53 (0.78, 3.00)

I R ¥ 55 8 768 13 2391 1.15 (0.63, 2.12)

P 49 8774 16 2388 0.83 (047, 1.47)

SIRE 47 8776 12 2392 1.07 (0.57, 2.02)

B 47 8776 8 2396 1.60 (0.76, 3.40)

DR BRI 47 8776 6 2398 2.14 (091, 5.01)

LS 46 8777 9 2395 1.39 (0.68, 2.85)

AR i 40 8783 7 2397 1.56 (0.70, 3.49)

R AT 39 8784 6 2398 1.77 (0.75, 4.20)

S e 37 8786 7 2397 144 (0.64, 3.24)

TS RN 37 8786 7 2397 1.44 (0.64, 324)
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