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Data mining and analysis of adverse events based on FAERS for tildrakizumab

ZHANG Yu, JIANG Ziwei, ZHAO Hui, MEI Long, ZHANG Wei
Department of Pharmacy, Beijing Jishuitan Hospital, Capital Medical University, Beijing 100035, China

Abstract: Objective To mine adverse drug event risk signals related to tildrakizumab using the FAERS database, and to warn
potential adverse reactions of tildrakizumab, providing objective data for clinical application and subsequent research. Methods The
original data of FAERS database from the first quarter of 2018 to the second quarter of 2024 were queried and extracted, and the
adverse drug event reports involving tildrakizumab were screened out. The ROR and PRR were used as signal detection indicators,
and the corresponding threshold conditions were set for statistical analysis and system classification of adverse drug event. Results
Atotal of 1 599 adverse drug event reports related to tildrakizumab were retrieved, with the proportion of male patients slightly higher
than that of female patients (43.0% vs 41.6%). The proportion of patients aged 45 — 64 was higher (14.8%). A total of 57 effective
signals were mined, involving 13 system organ classes (SOCs), of which 51 effective signals involved 11 SOCs that were not mentioned
in the domestic and foreign drug of tildrakizumab. The main effective signals were vulvovaginal candidiasis, increased viscosity of
upper respiratory tract secretions, ureteral calculi, malignant melanoma in situ, followed by hypertrophic cardiomyopathy, Pap's
esophagus, weight support difficulties, aortic insufficiency, etc. The main SOCs included systemic diseases and various reactions at
the administration site (277 cases), infection and infectious diseases (196 cases), skin and subcutaneous tissue diseases (43 cases),
benign, malignant and unknown tumors (including cystic and polyp) (41 cases), and heart organ diseases (36 cases). The median
duration of adverse events was 189 d (IQR: 70 — 426.25) and the mean was 302.69 d. Conclusion Utilizing data mining of the
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FAERS database can provide a comprehensive and in-depth analysis of adverse drug events associated with tildrakizumab monoclonal

antibody after its marketing, providing evidence for safe and rational drug use in clinical practice. Attention should be paid to male

patients with a high incidence of adverse drug events, and new adverse drug event such as vulvovaginal candidiasis, ureteral stones,

and Barrett's esophagus should be discovered, which should be closely monitored during clinical use of tildrakizumab monoclonal

antibody to ensure the safety and effectiveness of drug use for patients.

Key words: tildrakizumab monoclonal antibody; FAERS database; adverse drug events; risk signal mining; proportional imbalance

method; vulvovaginal candidiasis; increased viscosity of upper respiratory tract secretions
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Table 1 Proportional imbalance method four grid table
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Table 3 Basic information of adverse events of

tildrakizumab
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R % <18 1 (0.
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20 51 (3.2)
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Table 4 Top 20 adverse events signal strength related to

tildrakizumab (sorted by ROR size)
PT ROR (95% CI) PRR ()

AR SR 8267 (426~995) 8254 (399.38)
RPRE SRR 54.75 (17.59~170.39) 54.70 (157.27)
Hahm
TR T R 2R 4458 (16.68~119.12) 4452 (169.41)
MpRES A 41.86 (13.46~130.19) 41.82 (119.03)
AEENE TR 41.74 (1342~129.82) 41.70 (118.68)
EREE 3256 (12.19~86.96) 3252 (121.8)
SCHERE A 2372 (7.64~73.70) 23.70 (65.07)
RN A4S 2208 (711~6859) 22,06 (60.18)
Bl 16.85 (6.31~44.96) 16.83 (59.45)
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AL SR SE AL 6.29 (203~1951)  6.28 (13.32)
SEEARBIKE 6.28 (2.36~16.76)  6.28 (17.74)
RN 6.24 (2.34~1665)  6.24 (1758)
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Table 5 SOC and PT distribution of adverse events associated with tildrakizumab

S0C PT ROR (95% CI) PRR (A
4 B MR S 2 2GRN A5 R s v VAT ISk 55 6.44 (4.00~10.37) 6.41 (77.63)
IHIR R K 5.19 (3.22~8.35) 5.16 (57.08)
RS SRR 3.95 (1.48~10.53) 3.94 (8.79)
VAT TC R 3.08 (1.60~5.93) 3.07 (12.60)
VAT AR 2.80 (1.34~5.89) 2.80 (8.10)
2T 2.55 (2.19~2.97) 2.46 (152.94)
I 1 AL 2.51 (1.87~3.39) 2.49 (39.54)
KL [ AR 2R R A1 9 B 18 2R B 82.67 (34.26~199.50) 82.54 (399.38)
LER2IPITP2S 16.85 (6.31~44.96) 16.83 (59.45)
SN 8.02 (3.34~19.30) 8.01 (30.66)
W R4 6.70 (4.10~10.95) 6.67 (77.14)
TR B 6.24 (2.34~16.65) 6.24 (17.58)
TP, 3 Jk e 5.05 (2.41~10.61) 5.04 (22.68)
e I T S 483 (2.67~8.74) 4.82 (33.32)
SR I T 4.64 (3.40~6.34) 4.59 (112.64)
B % 461 (1.49~14.32) 4.61 (8.48)
T R T S G 430 (2.38~7.77) 4.29 (27.75)
R 421 (1.89~9.38) 420 (14.64)
XEER 4.10 (2.42~6.92) 4.08 (32.59)
Bk 3.40 (1.42~8.18) 3.40 (8.47)
RIS 3.36 (1.80~6.24) 3.35 (16.48)
BER 3.05 (1.86~4.98) 3.04 (21.86)
TR il %8 2.49 (1.82~3.42) 247 (34.37)
Rk B 2 R S50 RPE 2.33 (1.72~3.15) 231 (32.15)
Rk ST R R AN B £ e yRg JEA SN B R 4458 (16.68~119.12) 44.52 (169.41)
CEFRZERA B AP FE B 20 i S 12.14 (6.52~22.60) 12.11 (101.78)
TR 4T e 8.92 (3.35~23.81) 8.91 (28.08)
EME R 6.91 (2.87~16.63) 6.90 (25.23)
4 e 6.58 (2.74~15.84) 6.58 (23.63)
fiti 6% 5.26 (1.69~16.31) 5.25 (10.32)
FHEER 3.50 (1.13~10.87) 3.50 (5.36)
it B 2.62 (1.25~5.49) 2.61 (6.97)
W RGN IE T IR T 3 2 B 5475 (17.59~170.39) 54.70 (157.27)
it 11 8.92 (3.71~21.46) 8.91 (35.09)
S I 3 4.16 (1.56~11.09) 4.15 (9.58)
18 [ ZE VE il 4.03 (2.09~7.75) 4.02 (20.43)
R 2R S5 2.90 (1.09~7.74) 2.90 (4.99)
it 50 9 974 2.89 (1.38~6.08) 2.89 (8.66)
O IEAR B R F R A A 22.08 (7.11~68.59) 22.06 (60.18)
SEER B ik 6.28 (2.36~16.76) 6.28 (17.74)
oA B 3.81 (2.37~6.14) 3.80 (35.05)
55 B 2.63 (1.49~4.63) 2.62 (12.05)
G R AR G 444 (1.67~11.85) 4.44 (10.65)
TR U N 2.72 (1.30~5.71) 2.72 (7.59)
B W R G0 HREE 32.56 (12.19~86.96)  32.52 (121.80)
JORE T 77 15.17 (5.69~40.48) 15.15 (52.79)
S R 56 3.24 (1.04~10.05) 3.24 (4.64)
B E K IR R B WIRESH 41.86 (13.46~130.19) 41.82 (119.03)
BRI E ENZ o B B R SR BE e 21.98 (7.08~68.28) 21.96 (59.89)
AT RE R G950 JYF 400 P 5 1 5.41 ((2.03~14.44) 5.41 (14.36)
il s8] 3.57 (1.34~9.52) 3.57 (7.39)
FFREE AL 3.57 (1.15~11.09) 3.57 (5.55)
KR E RGBT AT 38 S S 9 A AiE 6.29 (2.03~19.51) 6.28 (13.32)
M i e 1fL R A 441 (1.83~10.6) 4.40 (13.14)
i 1ML 7 7= b 3.10 (1.95~4.92) 3.08 (25.39)
S UL B % e 5 4 2 2O SCAER T B R 23.72 (7.64~73.70) 23.70 (65.07)
HME (AR T HY 3.15 (1.02~9.78) 3.15 (441D
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Fig. 2 Cumulative occurrence time of adverse reactions
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