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Abstract: Objective To provide reference for rational drug use through mining adverse drug event signals associated of lecanemab.
Methods To collect adverse drug event reports of lecanemab from Q1 2023 to Q4 2024 in FAERS and WHO-VigiAccess databases.
Data mining was performed using ROR and PRR methods in the proportional imbalance method. Results The FAERS database and
WHO-VigiAccess database involved 25 and 23 SOC, respectively, mainly for various neurological diseases, systemic diseases,
reactions at the drug administration site, and psychosis. In the FAERS database, the adverse drug event signals with the highest number
of reported cases were related to headache, amyloid-associated imaging abnormality oedema/exudative type, amyloid-associated
imaging abnormality microhaemorrhagic and haemoferritic type, chills, and fatigue, while in the WHO-VigiAccess database, they were
headache, chills, fatigue, amyloid-associated imaging abnormality oedema/exudative type, and infusion-associated reactions. The top-
ranked adverse drug event signals in both databases in terms of signal intensity were related to the preferred terms of amyloid-associated
imaging abnormality, amyloid-associated imaging abnormality microhaemorrhagic and haemoferritic type, amyloid-associated
imaging abnormality oedema/exudative type, central nervous system surface iron deposition disorders, and microhaemorrhages in the

brain. The FAERS database showed that the occurrence of adverse drug event in most of the cases occurred within the first month of
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administration. Conclsion When using lencanumab, focus should be placed on elderly women and patients on long-term use of the

drug, and be vigilant for rare adverse drug events such as infections, ischaemic stroke, etc. Clinical monitoring of the use of the drug

should also be strengthened to reduce the impact of the adverse drug event on the patient’s prognosis as well as quality of life.
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Table 2 Main algorithms for signal detection
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Table 3 Lencanumab related adverse event report

SEALE B FAERS WHO-VigiAccess
nil EE% nil EE%
51 i 864 53.37 581  52.11
5 606 37.43 430 38,57
KA 149  9.20 104 9.33
FEWE  18~44 4 0.25 1 0.09
45~64 152 9.39 110 9.87
65~74 462 2854 321 28.79
=75 615 37.99 417 3740
KA 386 23.84 266  23.86
wEELR 2021 — — 1 0.09
2022 — — 6 0.54
2023 242 14.95 132 1184
2024 1377 85.05 976 8753
WX 1455 8987 1103 98.92
DI 147  9.08 5 0.45
Lyl 15  0.12 5 0.45
M 2 015 2 0.18
wEmE JE™EKY 1150 7103 — —
TR FEE R 469 2897 @ — —
LS| & e 17 1050 — —
e 286 1767 — —
Bl 17  1.05 — —
BT 58  3.58 — —
T i 5 031 — —
HApy@EHEE 159 982  — —
YT
— PR B R T B

— Indicates that the database has no relevant data.
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Table 4 Top 25 of lencanumab related adverse event

x4 CRRBHUIRSHIEHRE 25 189 PT

pT FAERS WHO-VigiAccess
n/fl ROR (95% CI Ffi) PRR (4 n/l ROR (95% CI) PRR (%)

LI 306 9.21 (8.19) 850 (204355) 239 453 (3.96) 4.20 (595.11)
TEMPER A CIERR 200 2224560 (1794550) 2098890 (1792013000 92 2655840 (20523000 2560140 (151532800)

S KRS H B
TEMFEER MR 178 2422060 (1917880) 2300280 (1656832000 85 3100530 (2353150) 2997310 (1545040.00)

S A ot R ot 2k R

PURREY
FEHK 158  24.26 (20.68) 23.23 (3362.03) 127  5.75 (4.81) 5.51 (472.99)
957 142 3.31 (2.80) 3.22 (219.64) 114 2.79 (2.31) 2.71 (125.29)
SATBUAF D6 S L 131 38.71 (32.50) 37.31 (462291) 89 64.76 (52.41) 62.54 (5385.28)
RIBRIRA 102 11.20 (9.20) 10.91 (919.81) 80 14.03 (11.23) 13.62 (937.68)
R 100 5.13 (4.21) 5.01 (323.08) — — —
Tl 99 2.23 (1.83) 2.20 (65.62) — — —
DX~ 86 3.05 (2.47) 3.00 (115.95) — — —
e 59 6.17 (4.77) 6.09 (251.37) 50 5.64 (4.26) 5.55 (187.13)
HE 1t 57 2.17 (1.67) 2.15 (35.16) — — —
VENE B I AE DG S 51 2790100 (17665400 2749900 (508352.00) 22 39426.80 (22316.60) 39087.10 (465764.00)

S
TR 43 8.91 (6.60) 8.82 (298.33) 34 5.59 (3.99) 5.53 (126.57)
R 42 1.95 (1.44) 1.94 (19.24) — — —
PEIH 39 1.09 (0.80) 1.09 (0.31) — — —
i85 37 1.02 (0.74) 1.02 (0.02) — — —
PR A5 35 1.84 (1.32) 1.83 (13.32) 26 3.51 (2.39) 3.49 (46.24)
Wl 33 2.87 (2.04) 2.86 (39.92) — — —
R i 32 1554 (10.97) 15.41 (431.01) 18 13.27 (8.35) 13.18 (202.71)
KB FEW 30 18.72 (13.07) 18.57 (498.31) 24 13.61 (9.10) 13.49 (277.68)
BHIR 29 2.10 (1.46) 2.09 (16.55) — — -
ARG 28 2.47 (1.70) 2.46 (24.22) 23 4,02 (2.67) 3.99 (51.72)
I 1tk R A 25 252 (1.70) 251 (22.77) — — —
VA E 24 3.02 (2.02) 3.00 (32.17) 20 5.56 (3.58) 5.53 (74.27)
=ik — — — 18 2.95 (1.86) 2.94 (23.05)
Fisi 7K fie — — — 17  51.87 (32.19) 51.54 (841.60)
P B A — — — 15 5.59 (3.36) 5.56 (56.14)
R JR 2 v TR B R — — — 14 84.25 (49.80) 83.79 (1143.27)
N 5 — — — 13 3.90 (2.26) 3.89 (27.89)
S0 58 — — — 13 2.47 (1.43) 2.47 (11.34)
AiIR=S=¢/} — — — 13 3.24 (1.88) 3.23 (20.04)
MR T = — — — 13 2.38 (1.38) 2.37 (10.31)
e — — — 11 4,06 (2.24) 4.04 (25.23)
ARG — — — 10 8.26 (4.44) 8.23 (63.51)

— AR P T R K -

— Indicates that the database has no relevant data.
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Table S Top 25 of lencanumab related adverse event signal intensity
T FAERS WHO-VigiAccess
n/fl ROR (95% CI FFR) PRR (42 n/fil ROR (95% CI FfR)  PRR (»
VEN AR A QAR 51 2790100 (1766540) 274900 (508352000 22 39426.80 (22316.60) 39087.10 (465764.00)
TEMPER ARG RT 178 2422060 (1917880) 2300280 (1656832000 85 31005.30 (23531.50) 2997310 (154504000)

Aot HH I T o 5 AR Y
TEMPER M SHERE RE 200 2224560 (17945500 209889 (1792013000 92 2655840 (20523.00) 2560140 (151532800)

TIPS Y
PR R RMETIPUE 8 2612.02 (1234.80) 2606.12(17856.8) 6 5051.19 (2172.87) 503932 (27251.10)
KB i 10  622.26 (330.47) 62050 (5949.01) 6  773.86 (345.03) 772.04 (4544.32)
i e R A 3 61.37 (19.74) 61.32 (177.32) — — —

R JR K v R B O 22 41.03 (26.97) 40.78 (851.68) 14  84.25 (49.80) 83.79 (1143.27)
%w&*ﬁa&ﬁzﬁz 131 38.71 (32.50) 37.31(462291) 89  64.76 (52.41) 62.54 (5385.28)
TR A8 = 9 32.82 (17.05) 32.74 (276.41) 4 18.28 (6.85) 18.25 (65.21)
FEHK 158 24.26 (20.68) 23.23(3362.03) 127 5.75 (4.81) 5.51 (472.99)
i 7K e 17 23.80 (14.77) 23.69 (368.93) 17  51.87 (32.19) 51.54 (841.60)
i %5 11 23.19 (12.83) 23.12 (23250) 10  25.37 (13.63) 25.27 (233.05)
Jis B A P A5 S 3 20.59 (6.63) 2057 (55.80) — — —
JRBTER 30 18.72 (13.07) 18.57 (498.31) 24  13.61 (9.10) 13.49 (277.68)
I A T 3 18.15 (5.85) 18.13 (4851) — — —

K H 1fi 32 15.54 (10.97) 15.41 (431.01) 18  13.27 (8.35) 13.18 (202.71)
EIRBIRES 102 11.20 (9.20) 10.91 (919.81) 80  14.03 (11.23) 13.62 (937.68)
HrgRALE 4 11.15 (4.18) 11.14 (36.88) 4 2279 (8.55) 22.76 (83.17)
TG BT 1. e 9 10.70 (5.56) 10.68 (78.93) — — —
SN ] 306 9.21 (8.19) 8.50 (2043.55) — — —
TR 5 43 8.91 (6.60) 8.82 (298.33) — — —
SkARANE 8 8.15 (4.07) 8.13 (50.01) 7 6.89 (3.28) 6.88 (35.17)

&k 5 8.13 (3.38) 8.12 (31.23) 4 1420 (5.32) 14.18 (48.98)
Y SES AR yen 5 7.84 (3.26) 7.83 (29.77) — — —

i 3 7.78 (251 777 (17.69) — — —

FRICGE A R — — — 3 17.32 (558) 17.30 (46.05)
HA i A B e — — — 3 11.99 (3.86) 11.97 (30.16)
S NIR 2% — — — 3 9.85 (3.17) 9.84 (23.82)
Sl 1f A 2R — — — 4 8.29 (3.11) 8.28 (25.61)
A G — — — 10 8.26 (4.44) 8.23 (63.51)
KiE — — — 8 7.68 (3.84) 7.66 (46.32)
5E [ 7] g — — — 10 7.56 (4.06) 7.53 (56.68)
DA — — — 6 7.25 (3.25) 7.23 (32.22)

— AR B P T KA

— Indicates that the database has no relevant data.
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