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[ Abstract ] Objective To analyze adverse event (AE) signals of mirikizumab based on
the U.S. Food and Drug Administration Adverse Event Reporting System (FAERS) and the
European database of suspected adverse drug reaction reports (EudraVigilance), to provide
references for clinical safe medication. Methods AE reports of mirikizumab from the first quarter
of 2023 to the fourth quarter of 2025 were downloaded from FAERS and EudraVigilance. Signal

mining was performed using the reporting odds ratio method and the Bayesian confidence
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propagation neural network method. Weibull distribution test was employed to evaluate the occurrence patterns of
AEs, and the Log-rank test was used to assess differences in cumulative incidence and time to onset of AE between
different genders. Results A total of 622 and 692 AE reports were retrieved from FAERS and EudraVigilance,
respectively. Among reports with known gender, the male-to-female ratio was nearly balanced. Among reports
with known age, patients were predominantly aged 18-64 years (51.98%). Weibull distribution indicated that AEs
mainly occurred within the first month after drug administration [ =0.76, 95%CI: (0.66, 0.88)]. Females
experienced significantly earlier AE onset than males (P=0.004 7). Both databases showed that the system organ
classes mainly involved in mirikizumab AEs were general disorders and administration site conditions, and
gastrointestinal disorders, which were consistent with the information in the drug labeling. A total of 28 AE
signals were identified in FAERS, 15 of which overlapped with those from EudraVigilance. Among these, 12
signals were not included in the drug labeling. Injection site reactions exhibited stronger signal strength in
patients under 65 years old. In contrast, cardiovascular and cerebrovascular disorders, infections, and thrombotic
AEs showed higher signal intensity in patients aged 65 years and above. Conclusion During the treatment
period, in addition to focusing on common AEs of mirikizumab, monitoring of new adverse events should be
strengthened. The first month of treatment is a critical window period for risk management. Special attention

should be paid to the safety of medication in female patients, elderly patients and other special populations.
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Table 1. Basic characteristic of mirikizumab AE reports in each database [n (%) ]

EAE FAERS Hdli e (n=622) EudraVigilance 4% (n=692)
51
L 271 (43.57) 298 (43.06)
% 247 (39.71) 321 (46.39)
AT 104 (16.72) 73 (10.55)
AR (%)
<18 8 (1.29) 12 (1.73)
18~64 308 (49.51) 375 (54.19)
>65 122 (19.61) 129 (18.64)
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AERR X5, - 259 (37.43)

7: "FudraVigilance P #9382 B ALK 4 4 BB 3b X Ao 4 R R

https://ywlxbx.whuznhmedj.com/



786

2.2 AE%R4RTEIFIIR %A B! AE

AR5 AL FAERS $icHis e v 139 i 4560 5
A AR 25 ) B 8 R G B[R] R AE & AR B[R] B
(#2), "JHTIH AE (e & A A, 4550
N, TECVHAE BB IRZi [ i it op, IRZG S
E1NHAWNEAAER &R (63.31%). 1A
A A5 S R TTO H A ] 15 d (U4
. 0, 56), BH0.76 [95%CI (0.66, 0.88) |,
J& TR MR 2k, $EoR AR 9 & AR XU E
Zh I ] 1 2 TR . Log-rank K50 25 58 (141 1)
WoR, AR ZAR R T BHEHEER (P
=0.004 7). —F# AE ZREAERAE360 dif T —
B, X5 [ MR AR #2450 BT T A B
EFIE

XFTTO>30 d 1 8 3 #EA T i e I T 40 B HE AE 28
R, S5 OR 516 LR A 76 Bilk AE, 31~
90 d IR AR AE B 2, EPTEM 4 R G5
4 BB RN 2R 2R A R R N, ([512) 0 IR kT
AERI, TR REEBYE, MEREE
I EER | WURRE . Ie1eZ . Rk
SERRGE . TR . BERY; &S MEBR
FIVZE 28 T 4% T S W 28 P R v SR e A L K
AL OBEM. ZLBE. RSSO IR AR Y
F A A KU 3 A AE 31~60 d FI>180 d.

2.3 AEEXRSOC# %

FAERS % 4 % ' AE 3t 2 % 24 4> soc,
EudraVigilance 38 AE 3£ 2 ) 254~s0C, #
EGEIREATE S, FEETHER BRI NG
TR Fh S N AN E B RGBSR, WL 3,

24 AEES

HEBRIE NCAE . 7™ b A FH AR G Rl R R S 30
FIEEF A RTE S . FAERS H[a] i it /2 2 Fh
ARG 53284, R EudraVigilance #1945
RIATEAE, 5 FAERSZSREAMIESIL 154
555 (ROR) B, Al A5 A EH
MU R NAZE G R . RS AR, R
AN SRR . A A A R R A 2
o A 12U B AR AR, Hordt 26 4l
AP ARG AR, $R Rk AR T 25 e Ak
59, W#k4,

25 LA
XFAR R AF % 41 b fB 2 1 AR {5 5 #1700 )2

Chin J Pharmacoepidemiol, Jul. 2026, Vol. 35, No.7

ST, AR ER FAERS 11 18~64 4 H (5 540
HE A2 55 T A T S AL A R S B AR ] A R
SEEREITH R, 265 % A E S5 m A SR AT 1Y
IR AR5 . BRFRAEAE . iR EE . O
wily . WU, 5 EudraVigilance H /A [A] 4F #% . 20
1) AE RIUARRL . H R 48 AREFIEAE ARER) AE
TARKRIEE, WS,

*2 AEXEBEID T
Table 2. Time distribution of AE occurrence
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Figure 1. Cumulative incidence and onset time of AEs
in patients stratified by gender
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Table 3. Distribution of SOC involved by AE
. FAERS EudraVigilance
il PR 55K il PR 55K
A B B 2 258 A5 UL 237 10 341 13
BV 130 6 299 10
HIHU . R AR R 86 3 77 3
i AN S 80 2 123 4
BIMRRGPR 74 2 67 1
Y B AR AP 58 2 121 7
wLKE 50 2 81 4
LA B S 254 B0 41 1 72 2
I N & R 40 - 40 -
I 5 K LA 2 19 1 21 -
Rt B BRI CRdR SRR AE PAR) 17 - 19 -
SRR E R 16 - 22 -
JHIR R G 10 - 16 1
I RGN 10 - 34 2
UEARIA . A S R L 9 1 14 1
PRI BB TN 8 - 13 -
R 25 BB 8 - 9 -
LR e 7 - 9 -
5 JUE B bR R G 5 - 11 -
E e W e N R 3 - 8 -
TV Bk B R G 2 - - -
B Rk B Ipn 1 - 1 -
RS KA L R 1 - 1 -
P43 R B 1 - 2 -
T it 1] - - 1 -
AT AR KRR - - 1 -
E: - BT R
x4 RIBESEEHFNAEES
Table 4. AE signals ranked by signal strength
e AE B ROR (95%CI) 1C (ICyy5) EudraVigilance 5 1iE
1 SR IR AN R 3 208.67 (67.04, 649.49) 7.70 (0.53) )
2 TSR AL 3 52.92 (17.03, 164.40) 5.72 (0.47) ®
3 AN IE 5 25.54 (10.61, 61.48) 4.67 (1.14) )
4 TSR 72 13.02 (10.26, 16.53) 3.62 (3.06) ®
5 TP E TR AR P SRR 18 11.10 (6.97, 17.67) 3.45 (2.18) )
6 F i 8 10.22 (5.10, 20.49) 3.34 (1.37) ®
7 e 7t 3 10.17 (3.28, 31.59) 3.34 (0.18)
8 55 40 e 3 9.34 (3.01, 28.99) 3.22 (0.15) )
9 IR AR 4 8.33 (3.12, 22.23) 3.05 (0.46) ()
10 baR IRt ig=s 9 5.97 (3.10, 11.50) 2.57 (1.07)
11 TEGTHBAL R 4 5.60 (2.10, 14.95) 2.48 (0.25) )
12 T6 3 A s ™ 5 542 (2.25, 13.04) 2.43 (0.46)
13 TEEHBAL S 1l 8 5.22 (2.60, 10.46) 2.38 (0.86)
14 fFAN 10 5.01 (2.69, 9.34) 2.32 (1.00)
15 P R Y 4 449 (1.68, 12.00) 2.16 (0.11)
16 i 2" 8 430 (2.15, 8.62) 2.10 (0.68)
17 R 5 4.16 (1.73, 10.02) 2.05 (0.26)
18 BT 5 3.94 (1.64, 9.49) 1.97 (0.22)
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grk4
s AE Bl ROR (95%CI) IC (ICy,s) EudraVigilance Bl
19 TR AT 5 3.90 (1.62, 9.38) 1.96 (0.21)
20 JgERR 4 4 3.89 (1.46, 10.39) 1.96 (0.01) ®
21 TR A 7 3.56 (1.70, 7.49) 1.83 (0.40)
22 S K 5 3.44 (1.43, 8.27) 1.78 (0.11) )
23 DR 5 3.20 (1.33, 7.70) 1.67 (0.04)
24 KA 25 3.17 (2.13, 4.71) 1.64 (0.96) )
25 Ik 9 273 (1.41, 5.25) 1.44 (0.29)
26 LT 9 254 (1.32, 4.89) 1.34 (0.22) )
27 22 22 2.52 (1.65, 3.85) 1.32 (0.62) o
28 L 24 1.99 (1.33, 2.98) 0.98 (0.34) )
E: BB KRR AE; @FAERS f= EudraVigilance 4038 F 3 A Fa bk,
=5 AEFERITAESEEHEZI AL AE
Table 5. The top 5 AE ranked by signal strength in different age subgroups
Kl e FERE (2) AE Bl ROR (95%CI) 1Cyys
FAERS <18 - - - -
18~64 VRSSO 3 147.06 (47.04, 459.67) 0.51
TS ANE 3 46.17 (14.81, 144.00) 0.46
bEE AT 43 18.81 (13.27, 26.65) 3.05
TSR ER 3 12.02 (3.86, 37.45) 0.22
RINERARASF AT = 3 9.58 (3.07, 29.89) 0.15
>65 TGS MR 2 40 12.23 (8.90, 16.80) 2.75
fik AR 12 8.83 (4.99, 15.61) 1.64
fili#é 5 8 7.40 (3.69, 14.85) 1.14
NNDAB=3 5] 10 3.02 (1.62, 5.63) 0.46
Wi 20 2.68 (1.72, 4.17) 0.65
EudraVigilance <18 AR ARl H 3 10.00 (3.03, 33.03) 0.04
18~64  VESFHEIIE 3 15.19 (4.87, 47.41) 0.28
S 3 14.22 (4.56, 44.40) 0.27
A LT HE 3 6.86 (2.20, 21.41) 0.02
AU I 4 6.26 (2.33, 16.81) 0.30
22 4 5.13 (191, 13.77) 0.18
>65 e IRHI AT 8 18.58 (9.20, 37.54) 1.66
TG M A Al 3 15.70 (5.03, 48.99) 0.29
S LLEE 3 13.29 (4.26, 41.47) 0.25
fil A AL 3 9.38 (3.00, 29.25) 0.14
LTIV 5 6.60 (2.73, 15.99) 0.57
i - AT RHE.
3 it AR AE A I A B5 RE R (0~>360 d), 31~
wve 90 d iR T AR % A 50 22 (g 1) B, e A
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