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Signal Mining of Adverse Drug Events Induced by Galcanezumab Based on the FAERS Database
ZHANG Yujie' , XU Chunyan' ,WANG Jieying' ,HAN Yongli' ,ZHAO Zhigang’,WU Mingfen’
(1. Linfen Central Hospital , Linfen ,Shanxi,China  041000; 2. Beijing Tiantan Hospital ,Capital Medical University , Beijing ,China  100070)

Abstract: Objective To provide a reference for the safe and rational use of galcanezumab. Methods Adverse drug event (ADE)

reports induced by galcanezumab from the third quarter of 2018 to the fourth quarter of 2023 in the US Food and Drug
Administration Adverse Event Reporting System (FAERS) were retrieved. The ADEs were classified and described based on the
Preferred Term (PT) and System Organ Classification (SOC) of the MedDRA 26. 1, and the signals were mined by the Reporting
Odds Ratio (ROR),Proportional Reporting Ratio (PRR),and the UK Medicines and Healthcare Products Regulatory Agency (MHRA)
comprehensive standard methods. Results A total of 21 368 ADE reports with galcanezumab as the primary suspect (PS) drug were
screened out. Excluding reports of unknown gender and age,the male — to — female ratio was 1:6.97,and ADEs were more common
in patients aged < 50 years old (17.32%). The highest number of ADE reports was in 2020 (29.72%); the main reporters were
consumers (83.83%) ; the main reporting country was the United States of America (97.96%). Excluding reports of unrecorded
treatment outcomes, the treatment outcomes were mainly other serious and significant medical events (6.41%) and hospitalization
(2.43%). Ten SOCs with positive signals from three detection methods were screened,and 51 ADE risk signals were identified, with
galcanezumab as the PS drug. The SOC with the highest number of signals and cumulative reports was systemic disease and various
reactions at the site of administration (28 ADEs, 11 674 cases). Adverse drug reactions (ADRs) with a high number of reports often
occurred at the site of administration, such as pain, bleeding, erythema, pruritus, swelling, etc. The top five ADRs in terms of signal
intensity were treatment response delay (ROR = 9.55),injection site discoloration (ROR = 8. 87),generalized pruritus (ROR = 8. 66),
device — related injury (ROR = 7.65),and injection site hematoma (ROR = 7.62). A total of 17 ADRs not mentioned in the drug
package inserts were identified,with the top two reported ADRs being alopecia (615 cases) and increased weight gain (548 cases).
Conclusion When using galcanezumab for the treatment of migraine, besides being aware of the ADRs listed in the drug package
insert, special attention should be given to ADRs such as auditory hypersensitivity, alopecia, weight gain, Raynaud’s phenomenon, and
irregular menstruation not mentioned in the drug package insert. Particularly in patients with these abnormal responses,caution should
be exercised when considering the use of this drug to avoid interrupting treatment,disease progression or misdiagnosis due to ADRs.
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Tab.1 Fourfold table of disproportionality analysis method

Bk BARADERE4 AL ADE IR &3t
BArzh4 a b a+b
Htezh c d c+d
&t a+c b+d a+b+c+d

%2 ROR;%.PRRiE MHRA S &#RAERITEAX SKNEE
Tab.2 Calculation formulas and thresholds of the ROR,PRR,
MHRA comprehensive standard methods
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Tab. 3 Basic information for ADE reports related to galcanezumab
from 2018 to 2023 (n = 21 368)
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Tab.4 SOC distribution of ADE positive signals related to galcanezumab from 2018 to 2023

MPEES(n=51) ADE#R%(n=14222)

S PT

#HE) Bk(%) #EMWHKR) Er(%)

AYRRRESHREEARE RIS EREL R R LA ER IR R ALK 28 54.90 11674 82.08
FS SESYH T KARE, ok, B AR A B0, L F BB kR SRk B 7 13.73 145 1.02
KHAR TARERR B, ST, A SRR A 4 7.84 976 6.86
[ R VEN T L] AERAE RERA, A ERA 3 5.88 58 0.41
L R, R AR 2 3.9 79 0.56
Y CETI T L E Yt S L Vi ) 2 3.92 13 0.09
FRE R RS BRI 2 3.92 169 1.19
hEEREE ERR T 1 1.96 39 0.27
N EY R & 1 1.96 521 3.66
AxhE RE S 1 1.96 548 3.85
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B30 A ADR HEZ BT 3049 ADR
Tab.5 Top 30 ADRs in terms of the frequency of ADEs related Tab.6 Top 30 ADRs in terms of the signal intensity of ADEs
togalcanezumab from 2018 to 2023 related togalcanezumab from 2018 to 2023
5 Re% ROR PRR PRR e - FiES ROR PRR PfiR
(#1k) (95%CI) (95%CI) (¢14) (k) (95%CD) (95%C1) (1)
T S fex 4727 34.73(3.52,3.58) 30.79(4.30,4.57) 30.79(169 840.23) I BARRER 13 9.55(1.71,2.80)  9.54(1.54,4.61)  9.54(127.90)
) EAHMEAA 981 2011(2.99,3.11) 20.62(3.49,3.97) 20.62(23 153.64) 1 EERE 53 8.87(1.91,2.45)  8.86(1.97,3.38)  8.86(476.02)
3oL 939 19.90(2.93,3.06) 19.46(3.40,3.88) 19.46(20834.57) 3 OAARA 39 8.66(1.84,2.47) 8.65(1.86,3.50)  8.65(339.95)
4OREEEARE 709 24.713.13,3.28) 24.29(3.70,4.31) 24.29(19886.59) 4 REMXAG 120 7.65(1.85,2.22)  7.63(2.02,2.90) 763(892 %)
SORAGME 699 19.69(2.90,3.06) 19.36(3.36,3.91) 19.36(15418.39) 5 RAREAR 16 7.6201.54,2.57) 7.61(1.47,3.95)  7.61(118.65)
6 EEMERE 61 20.36(2.93,3.09) 20.06(3.39,3.99) 20.06(14226.54) 6 KARE 7 6.21(1.60,2.05) 620“76”7) “0(434 %)
7 EE 65 420(138.150) 4(LT.20) 4 24(198.6) T RRAK 13 6.20(1.28,2.37) 620(128382) 6.20(73.39)
§ RATHM 548 4.17(1.34,1.51)  4.12(1.70,2.01) 4. 12(1688.60) §RMRET s 3(3 BAN) 510071 3 12(489 %)
9 ffk 500 3.84(1.26,1.43)  3.80(1.64,1.95)  3.80(1400.41) $ AR BoSHLa20) S0 4“27) 3.92(121
10 AARASZE 496 18.02(2.80,2.98) 17.81(3.19,3.82) 17.81(9989.17) 0RL P SMLOLLE) AL 104.8) 560(4408)
11 RS 473 12.31(2.42,2.60) 12.18(2.70,3.25) 12.18(6222.61) IR b SSHLOLLAO) SSHLGSAL) 3 5124
e 12 RERE 20 474(1 12200) 474(1.27,3.05)  4.74(76.44)
12 BRSEMEERE 412 33.67(3.42,3.62) 33.34(4.15,5.07) 33.34(15984.73) .
- osn B2 156 4.61(1.37,1.69) 4.60(1.66,2.27)  4.60(569.87)
13 ‘/i-ﬂ"-fv‘]”iﬂ‘f’}}i 32 14.80(2.59,2.80) 14.67(2.90,3.56) 14.67(6048.79) wx 0 429(138154) CHLBLE)  AUIE)
AL I 3BO.04126) 3 140L47,1.8) 3 1(3%3.57) 15 ReRAE 30 4.2601.09,1.81) 4.26(1.31,2.69)  4.26(97.03)
15 E4EEF 283 9(284307) 19.06(3.19,4.05) 19.06(6 132.93) 6 KEREN S ADLMLSY 410170200 41001 688.60)
16 EAFEAA 186 28.57(3.20,3.50) 28.44(3.69.4.96) 28.4(6139.08) R TEITT 12 35.94(3.40,3.76) 35.83(3.94,5.68)  35.83(5086.99)
L 156 4.61(1.37,1.69)  4.60(1.66,2.27)  4.60(569.87) 18 kg AT MTIE.52,3.58) 3079430457 30.79(169840.23)
18 BAHPERE 130 20.12(2.87,3.23) 21.05(3.15,4.48) 21.05(3133.76) 19 BRI 3 OM66LI84T0) 3466(14514.95) 34.66(120.99)
19 EAHRESG 122 35.94(3.40,3.76) 35.83(3.94,5.68) 35.83(5086.99) N BRI 0 BEIC.4360) BUEI55.07) 3.34(15984.73)
20 KEmERHG 120 7.65(1.85,2.22)  7.63(2.02,2.90)  7.63(892.98) 0 Ak 0 % 30(31 384) D203.13.6.5) 32,2701 126.05)
A ERAHEAY 89 16.20(2.57,3.00) 16.17(2.71,4.14) 16.17(1611.37) N sk 50 3.84(1.26,1.43) 3.80(1.64,1.95)  3.80(1400.41)
N kHRE 77 6.21(1.60,2.05) 620(176277) 6.20(434, 94) AN 3 313 5(104126) 4(147184) 3.14(593.57)
23 R 70 17.00(2.60,3.07) 16.98(2.70,4.34) 16.98(1337.26) U EHRELHR 186 28.57(3.20,3.50) 28.44(3.69,4.96) 28.44(6139.08)
W AR 56 11.59(2.19,2.71) 11.57(2.22,3.77) 11.57(693.70) 35 BHRERAMAA 17 27.37(2.82,3.80) 27.36(2.59,6.85) 27.36(539.01)
5 EHFELE 53 8.87(1.91,2.45)  8.86(1.97,3.38) 8.86(476.02) 2% EAEEAK 46 26.21(2.97,3.56) 26.18(3.07,5.55)  26.18(1393. 86)
2% ERAHEAL 46 26.21(2.97,3.56) 26.18(3.07,5.55) 26.18(1393.86) 7 EAAREER 709 24.71(3.13,3.28) 24.29(3.70,4.31)  24.29(19886.59)
7 EEAL 39 13.19(2.26,2.90) 13.18(2.23,4.21) 13.18(561.47) 8RR 4 21.60(2.07,4.07) 21.60(1.40,10.30) 21.60(99.05)
B AYyEA 39 8.66(1.84,2.47)  8.65(1.86,3.50) 8.65(339.95) M EAHRERE 130 12(2 8,3.23) 2L.05(3.15,4.48) 21.05(3133.76)
9 EBEELE M12.542.19.2.87) 12.53(2.13,4.21) 12, 53(461.96) 30 EAHEEA 981 21.11(2.99,3.11) 2062(349397) 20.62(23 153.64)
30 EAHEEE 34 10.41(2.00,2.68) 10.40(1.97,3.88) 10.40(371.27) ®7T MEEHFBERARIRARLPREZLZAADR
A B B R R A AR T A 6R., Tab.7 ADRs not mentioned in the drug package insert of galcanezumab
Note: * refers to safety warning signals not mentioned in the w0 . R4 Q0 RH
drug package insert (for Tab.5 — 6). (H%) (%)
U AT e 5 HAE BT CGRP X B g 4 A A% HI 28 7= A2 5 KRARTAREAR BA 615 | 82R%44%%  BHLARRERE 1
EREL X WK PR IVE FH AR A5 Bk BAPERT , 7T 00 SR A 7007 BARE REBED 58 | FREBARA LR k
SR s AT ) e R I I %2 L LA/ ADR. Zw"éﬁé’é%%?i% *HRE 7 KH%&KT?H%‘!%W% A | 9
3.3 EEDE %mf%é@ -/zmrrﬂ ) Z\M%@%ﬁ HHER 8
N . aFHREERAR  FEAL ¥ |HHAARIURAR MK 8
ABITER R WRRBAE TR IR ncase s 0 saissess a0pd .
BRAPmUIAHIRRAR B IR GUR XS BEE  spguaiman  REREE W) |AERSEGEE  B9RAE 3
ST 2 O ) B A BN, LR AE R B T IR R sk FARE B | ARRRARER BB 3
AT B ) = A A8, AT 3087 IR IE BARARARAR  AETA N
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AT 10 L B9 R L 18, 8% (14 15 % 7F F it CGRP Hf
SEREPURIAYT 3 5 AR I RS el H AN T
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