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Abstract: Objective Mining the adverse drug event signals of ritlecitinib based on the FAERS, to provide a basis for clinical
medication. Methods The open OpenVigil 2.1 data platform was used to collect adverse drug event reports of ritlecitinib in FAERS
database from June 7, 2023 to June 30, 2024. The ROR and PRR in the proportional imbalance method were used for signal mining.
Results A total of 546 reports of adverse events related to ritlecitinib were retrieved, and 17 adverse drug event signals were obtained
after secondary screening. Among them, 37 adverse drug event signals such as anxiety, diabetes, food allergy, vomiting, pain, asthma,
and abnormal blood pressure were not mentioned in the drug package insert. The system organ categories with high signal number or
cumulative number of cases included skin and subcutaneous tissue diseases (38 signals, 208 cases), systemic diseases and various
reactions at the drug administration site (30 signals, 258 cases), various examinations (28 signals, 210 cases), gastrointestinal diseases
(22 signals, 94 cases), psychiatric diseases (17 signals, 64 cases), and gastrointestinal diseases (22 signals, 94 cases). Infection and
infectious diseases (16 signals, 58 cases), various types of injury, poisoning and operational complications (11 signals, 62 cases), etc.
Conclusions In addition to the common adverse drug event indicated by the package insert, this study identified new risk signals for

adverse events with ritlecitinib. It is recommended to pay more attention to the known common adverse drug event such as headache,
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diarrhea, severe infection, herpes zoster, malignant tumor, urticaria, and thromboembolism events, and to the new risk signals such as

anxiety, depression, dyspnea, diabetes, and arthralgia.
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Table 1 Proportional imbalance method four grid table
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Table 2 Basic information of adverse event reports of

ritlecitinib
TiH Fk WS HE /%

P53 5 184 33.70
% 312 57.14

KRG 50 9.16

FEWS <18 % 90 16.48
18~64 % 235 43.04

=65 % 91 16.67

KRG 130 23.81

wEEK  EH 389 71.25
(AT s Hr) fEE 44 8.06
JIE-N 33 6.04

e [ 11 2.01

HA 11 2.01

WA E  2023.7.1—2023.9.30 309 56.59
2023.10.1—2023.12.31 5 0.92
2024.1.1—2024.3 .31 9 1.65
2024.4.1—2024.6.30 223 40.84
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Table 3 SOC classification of adverse event signals

socC S IRES %
B Bk B B T 4R 38 208 17.76
A By PR SR YR SRR Y. 30 258  22.03
Y Tk 28 210 17.93
B % R4 5% 22 94 8.03
R o 2 17 64 5.47
TR T A2 Y 500 16 58 4.95
TR BRI R 11 62 5.29
W RS 6 K PR 10 30 2.56
BRME RGN 7 38 3.25
a5 R GUERTR 6 28 2.39
B VLR B B 5 4 2H 45 12 34 2.90
FRFAR K BIT A 3 6 0.51
P 3k R G5 3 10 0.85
I 5 ik L % 3 0.68
TR B bk L R Ge 90 3 0.51
IR 2% B 5 0m 3 6 0.51
AN E=E =33 2 16 1.37
Bk B 2 8 0.68
R B S AN (L 2 4 0.34
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A B8 R G S SR 2 6 0.51
o S B R 2 7 0.60
FFIE 2R Ge 9 1 2 0.17
B Uk A PR R R 1 2 0.17
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Table 4 Top 10 adverse events with the frequency of

ritlecitinib

AR FE PRR ROR (95% CI FFR) #ik
BT RARA S 11776 8.245 44
IMAVEE BRI = 29.225 14.123 38
i 4532 2.395 36
I I AL 2.254 1.185 18
FEIE 2.364 1.133 14
BE IR 8.921 4310 14
7 AL T R 13.039 6.303 14
FE 3912 1.883 14
il 3.191 1.334 10
Y 39.752 16.650 10
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Table S Top 10 adverse events ranked by ritlecitinib signal

strength

AR FE PRR ROR (95% CI FIE) ik
BT 175.226 158.892 6
I ] e S 40.103 39.737 6
TV 39.752 39.392 10
MR BRI A = 29.225 29.031 38
I T 1 20.046 19.823 4
L 0K N 13.039 13.002 14
&3 12.537 12.503 6
YEIT P2 A A 11.776 11.746 44
I 5 9.558 9.539 6
BE IR 8.921 8.905 14
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Table 6 Suspected adverse reactions of ritlecitinib
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* adverse reactions not reported in the instructions.
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