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[ Abstract] Objective To mine the adverse drug event (ADE) signals of galcanezumab
based on U.S. Food and Drug Administration Adverse Event Reporting System (FAERS) to
provide reference for clinical drug safety. Methods The data from the FAERS database from
the third quarter of 2018 to the fourth quarter of 2023 were extracted. After data cleaning and
standardization, the duplicate data was removed using structured query language, ADE reports
with galcanezumab as the main suspected drug were screened. ADE reports were standardized
and categorized using the Medical Dictionary for Drug Regulatory Activities. The reporting
odds ratio (ROR) method and information component (IC) method were applied for signal
detection. Results A total of 60 ADE signals were detected after screening, 11 system organ

classes were involved, mainly general disorders and administration site conditions. The ADE
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signals that occurred most frequently were a variety of discomfort reactions at the injection

site, consistent with the most common ADEs documented in the drug insert. The top 3 new

ADE signals in order of occurrence frequency were alopecia, weight increased and constipation,

and in order of ROR and IC values were injection site pustule, vertebral artery dissection and

Raynaud's phenomenon. Conclusion ADE related to galcanezumab mainly involve systemic

diseases and various reactions at the site of administration, among which vertebral artery

dissection and Raynaud's phenomenon are stronger signals and newer ADEs. The patient’s

disease progression should be closely monitored during the treatment period to avoid serious

consequences.

[Keywords ] Galcanezumab; FAERS database; Adverse drug event; Signal mining;

Pharmacovigilence
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F1 MEEHFLEMADERENELRER
(n=21391)
Table 1. Basic information of galcanezumab-
related ADE (n=21 391)

T H % FkiL
(%)
AR
20184F 226 1.06
20194F 4 630 21.64
20204F 6365 29.76
20214F 4315 20.17
20224F 3296 15.41
20234F 2559 11.96
51
Peris 2354 11.00
E/Qa 16 404 76.69
NGl 2633 12.31
iR (%)
0~ 49 0.23
18~ 1353 6.33
35~ 4364 20.40
>65 589 2.75
NGl 15036 70.29
K IATE B
FET- 49 0.23
f& A i 46 0.22
B B K AT B8] 508 2.37
T 173 0.81
e R 8 0.04
T BT LA A AR 39 0.18
o T e 2m i 1376 6.43
AR 19 192 89.72
it #
[ )i 1026 4.80
20 646 3.02
HoAth B2y7 £l A5 179 0.84
HH B AR RS TR A B 17 963 83.97
AR 1577 7.37
et ER (Hi3hL)
S| 20952 97.95
IEWN 44 0.21
IR 39 0.18
Hofhn =5 356 1.66
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F2 MFRKEHADEESKBSOCH 2% (=60 )
Table 2. ADE signal distribution of galcanezumab according to SOC (»=60)

SOC 554 FILE (% )
A BP PR S 2 2R A5 T S 35 5833
LS 5 8.33
F R R R AL 4 6.67
L e WEN 4 6.67
B Rk B ISP 3 5.00
TR K R YA 2 3.33
KXkt 2 3.33
EVES 2 3.33
K IEI 2 RGN 1 1.67
K= NS =SS T 1 1.67
AR B 1 1.67
MADEfES 60 100.00

=3 MFEZKEHNADEESHRORE. ICER9I5%CI
Table 3. ROR value, IC value and 95%CI of ADE signals of galcanezumab

SOCAHIPT g Mt (%) ROR (95%CI ) IC (95%CI)
4 BB B 2 2 A5 R
SR IR 4696 10.62 19.80 (19.16, 20.47) 3.92 (3.79, 4.05)
TESFTER AL M 959 217 11.20 (10.49, 11.96) 3.39 (3.17, 3.62)
TSR 21 58 929 2.10 10.50 (9.82, 11.22) 3.30 (3.09, 3.53)
e IR VRS Ea 698 1.58 13.07 (12.11, 14.11) 3.62 (335, 391)
BB i ik 693 1.57 10.39 (9.62, 11.22) 3.30 (3.06, 3.56)
TS A5 o R 619 1.40 10.81 (9.97, 11.72) 3.36 (3.10, 3.64)
FEVIgIEEX i eh 490 1.11 8.24 (7.53, 9.02) 2.99 (2.73, 3.27)
BT 466 1.05 6.01 (548, 6.59) 254 (232, 2.79)
[ER AR EN RS 404 0.91 18.50 (16.73, 20.46) 412 (373, 4.56)
EGTEB A b e 367 0.83 7.26 (6.54, 8.06) 2.82 (2.54, 3.12)
JRZ 364 0.82 122 (1.10, 1.35) 0.28 (025, 0.31)
TSRO 95" 281 0.64 1042 (9.25, 11.74) 3.33 (296, 3.75)
B &R 183 0.41 14.23 (12.27, 16.50) 3.77 (3.25, 437)
SR ANIE" 130 0.29 10.22 (8.59, 12.18) 3.31 (278, 3.94)
% B A 120 0.27 4.44 (370, 5.31) 2.13 (1.78, 2.55)
SR 120 0.27 20.28 (16.87, 24.38) 426 (3.55, 5.13)
T EB A 4 86 0.19 7.94 (641, 9.83) 2.96 (2.39, 3.66)
AR 68 0.15 8.69 (6.83, 11.06) 3.09 (2.43, 3.93)
TR AL 52 0.12 4.40 (335, 5.78) 2.12 (1.61, 2.79)
B R 45 0.10 12.48 (9.27, 16.80) 3.60 (2.67, 4.84)
SR S i 33 0.07 5.93 (4.20, 8.37) 255 (1.81, 3.59)
TSR vt 33 0.07 532 (3.77, 7.51) 239 (1.70, 3.38)
e IR N 27 0.06 1.64 (1.12, 2.39) 0.71 (0.48, 1.03)
SR A IEIR" 19 0.04 5.49 (3.49, 8.63) 244 (155, 3.84)
SRR A 1 e 16 0.04 3.85 (235, 6.31) 1.93 (1.18, 3.17)
IRYT SN HEIR? 13 0.03 450 (2.60, 7.78) 2.16 (1.25, 3.73)
FER AR 12 0.03 2.82 (1.60, 4.97) 1.49 (0.84, 2.62)
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SOCHIPT s8Itk (%) ROR (95%CI ) IC (95%CI)
LB I S 12 0.03 6.58 (3.72, 11.65) 270 (1.52, 4.77)
SR BE95" 7 0.02 21.42 (10.00, 45.86) 435 (2.03, 9.30)
AR R R TT 24" 6 0.01 11.07 (4.92, 24.92) 343 (1.52, 7.73)
SR B R 5 0.01 245 (1.02, 5.89) 1.28 (0.53, 3.10)
LB K i 5 0.01 255 (1.06, 6.14) 1.34 (0.56, 3.23)
TSR 590" 4 0.01 3.71 (1.38, 9.92) 1.88 (0.70, 5.03)
TR IR 3 0.01 15.22 (4.80, 48.24) 3.88 (1.22, 12.29)
BB A 3 0.01 459 (1.47, 14.33) 2.18 (0.70, 6.82)
UL RS
R KA 62 0.14 1.60 (1.25, 2.06) 0.68 (0.53, 0.87)
AR 55 0.12 5.34 (4.09, 6.97) 240 (1.84, 3.13)
S 23 0.05 2.82 (1.87, 4.24) 1.49 (0.99, 2.24)
R 4 0.01 2.83 (1.06, 7.57) 1.49 (0.56, 3.99)
E S A 3 0.01 3.69 (1.19, 11.52) 1.88 (0.60, 5.85)
B IR K T AL
JI % 609 1.38 1.92 (1.78, 2.09) 0.92 (0.85, 1.00)
FIRE 311 0.70 1.60 (1.43, 1.79) 0.66 (0.59, 0.74)
2 B 39 0.09 3.53 (257, 4.83) 1.81 (132, 2.48)
Jfi & 9 0.02 2.79 (145, 5.38) 1.48 (0.77, 2.84)
AR R G I LR
A A 29 0.07 220 (153, 3.17) 1.13 (0.79, 1.63)
EEZEN 21 0.05 248 (1.62, 3.81) 1.31 (0.85, 2.01)
ES TSN 19 0.04 230 (147, 3.62) 1.20 (0.76, 1.88)
Habik 8 0.02 2.88 (1.44, 5.78) 1.52 (0.76, 3.05)
T R ok A
%7 152 0.34 2.12 (1.81, 2.49) 1.08 (0.92, 1.26)
g 80 0.18 1.58 (1.27, 1.97) 0.66 (0.53, 0.82)
Wr ot ad 5 13 0.03 3.16 (1.83, 5.46) 1.65 (0.96, 2.85)
e
PRI 543 1.23 1.78 (1.63, 1.93) 0.81 (0.74, 0.88)
WMFENTHH 13 0.03 1.97 (1.14, 3.40) 0.97 (0.56, 1.68)
B W 2505508
TN 513 1.16 1.77 (1.63, 1.94) 0.81 (0.74, 0.88)
R 4 0.01 2.88 (1.08, 7.71) 1.52 (0.57, 4.07)
TS e R 2 4 9 0.02 5.57 (2.88, 10.76) 246 (127, 475)
LB AS eyt 4 0.01 10.94 (4.05, 29.55) 341 (126, 9.22)
AR B
WA E 204 0.46 1.19 (1.04, 1.37) 0.25 (0.22, 0.29)
1A 5 EL A 2
ES 39 0.09 6.55 (4.77, 9.00) 2.69 (1.96, 3.69)
KRG RGP
Hesh ke )2 3 0.01 9.33 (297, 29.32) 3.19 (1.01, 10.03)

iE: ATk SRR FDABLE 3 nH 49ADE
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F4 MFERRBRAEADERTHER K
W EHHA B2 PT
Table 4. Serious ADE outcomes of
galcanezumab and top 2 PT with the highest
number of reports
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