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Data mining of adverse event signals for crisaborole based on FAERS database
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Abstract: Objective To explore and analyzed the drug adverse event signals of crisaborole based on the FAERS, providing a
reference for safe and rational clinical drug use. Methods The event data of crisaborole from the fourth quarter of 2016 to the first
quarter of 2026 were retrieved from FAERS. The ROR and PRR in the proportional imbalance method were used for signal mining.
Results A total of 7 242 adverse drug event reports with crisaborole as the primary suspected drug were retrieved. After screening,
105 adverse drug event signals were obtained, mainly accumulating in 10 SOC systems, primarily focusing on skin and subcutaneous
tissue diseases, systemic diseases, and various reactions at different drug administration sites. Conclusion In addition to the common
adverse events indicated in the instructions, it is recommended to pay attention to adverse reaction signals such as application site pain,
deterioration of the condition, hypersensitivity reactions, and contact urticaria during clinical medication.
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Table 1 Proportional imbalance method four grid table
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HAhZ c d c+d
4t atc b+d a+b+c+d

Table 2 Calculation formula and signal monitoring threshold standard
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Table 3 Basic information of crisaborole adverse events

T H P S 5 H= /] e A E /% i H ZAES WG HIRLEI%

PE5 % 2178 30.07 AR 2022 598 8.26
S 4110 56.75 2023 430 5.94
KA 954 13.17 2024 340 4.69

RS <1% 223 3.08 2025 179 2.47
2~5% 613 8.46 2026 13 0.18
6~17 % 917 12.66 5 )= Rz 46 0.64
18~44 % 1164 16.07 b 18 0.25
45~64 % 1271 17.55 BRIR 8 0.11
=65 & 1093 15.09 HAth 7170 99.01
ARA 1961 27.08 FEE S E PR 380 5.25

s EEK F[H 7175 99.07 e 6 862 94.75
BERE 49 0.68 %97 B Al /d 0~30 79 75.96
JIIEDN 10 0.14 31~60 8 7.69
G 5 0.07 61~90 5 481
HoAth 3 0.04 91~120 3 2.88

AR 2017 1145 15.81 121~150 0 0.00
2018 1734 23.94 151~180 1 0.96
2019 1796 24.80 181~360 6 5.77
2020 771 10.65 >360 2 1.92
2021 236 3.26
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Table 4 Results of SOC classification of adverse event signals
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* adverse reactions not reported in the instructions.
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Table 5 Top 20 adverse events with the frequency of crisaborole

PT soc n/f  AE/%  PRR 7 ROR  95%CIl FFR
TR* LB PER R R AL SRR B 1678 18.72 352  3236.00 4.29 4.06
SNHZGEALEIE S GYERR AR Y 1291 14.40 226.60 24727219  275.63 258.46
Ak HRME RAEN 932 1040  51.29 44295.64 58.73 54.77
S B> 4 GV R P & RS 554 6.18 533 1962.86 5.69 5.21
PR YR SR VIR AL S 448 5.00 2.16 284.84 2.23 2.03
Sk BTk B B S 344 3.84 2.84 413.24 2.93 2.63

gz FE R e e T AR 317 3.54 2.33 243.22 2.39 2.14
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PT SocC nfgl /% PRR Ve ROR 95% CI TR

tTeZs R ok e 2 TR RS 280 312 1396 3330.36 14.48 12.85
IT P RURA S A VRGO R 5L 5 RS 255 2.84 5.43 918.70 5.59 4.93
25 Bk B 7 T A A5 254 2.83 5.43 915.19 5.59 4.93
ZPMERBUR. s ARG 206 2.30 2.54 192.84 2.59 2.25
SOZGEALLIIE A BB R PRI A R RS 199 222 3882 7090.00  39.89 3458
BEIRER K B I R B R AR 198 221 2070 3639.65 2125 18.43
SPRIZERALIETE A B EOR MRS RR . 110 123 2010 194885 20.39 16.87
BEIRAL B I R B R AR 110 123 1020 89740  10.34 8.56
ik A GJE RGN 109 1.22 2.01 54.50 2.02 1.68
S BT B B T RS 100 112 2.10 56.55 2.11 1.73
YRIT R M A B PPN KR RS R N, 86 0.96 217 53.38 2.19 1.77
BRI B B B T 44285 78 087 1169 74614 1181 9.44
P b Ry SR 75 0.84 355 13454 3.57 2.84
i B R o AR B o

* adverse reactions not reported in the instructions.

F6 RMMTESEEHZR 20 LT REH
Table 6 Top 20 adverse events ranked by crisaborole signal strength
PT SOC n/Hl PRR P ROR  95%CI F[§

BI)LiEE R IR B e AR 10 409.78 2803.08 41035 201.66
Bl SRR B Rk B B R H IS B 3 327.83 54222  327.96 92.53
AN 25 IR IR L GVEBR RS RS AR 1291 226.60 24727219  275.63 258.46
SEIZERAL R I T A B VRO B2 2 H A 45l 3 196.70 351.89 196.78 58.46
SERIZGERAL RS T A B M B 2B A R 18 105.85 1634.08  106.11 65.60
AN 250 9 A B S 4 2R AN R N 22 69.68 1349.74 69.89 45.49
RS S 341 5% HR 25 B 500 51 64.62 2984.13 65.07 49.07
AN 2L A B YRR S 25 A A N 57 57.99 3003.08 58.44 44.78
AN 25 I K A B YRR S 25 A A N 61 57.92 3214.09 58.41 45.15
SN2 RS 2 B PRI T 4 2 L o 19 54.40 905.69 54.54 34.45
ek B P2 R BIR 932 51.29 44295.64  58.73 54.77
S EG BB A A A s B PRI B 2 2B 5 o S 12 50.93 51832  51.01 28.64
R MEIR B> TR T A2 Y P50 4 50.44 142.04 50.46 18.58
25 B A A (> G B PRI B 2 2 B 5 o S 30 44.50 119221 44.68 31.03
i FOCEA R IR0 bl R R 9 43.71 323.31 43.76 22.52
BEEFEA BBk B Bz T 4 4R 5 42.85 159.44 42.88 17.59
S 25 ER A 213 G B PRI B 2 2 B 5 o S 199 38.82 7090.00  39.89 34.58
AR A IR 2% B 5 0m 20 33.62 585.86 33.71 21.62
R4S e 2 MY A SR 12 31.16 31334 3121 17.60
B JRA 2 A A FRI R SRR IR RE 6 25.97 117.80 25.99 11.58
B R B BRI o

* adverse reactions not reported in the instructions.
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