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Abstract: Objective To identify adverse drug event signals associated with datopotamab deruxtecan based on FAERS database, and
to analyze its safety profile to provide evidence for rational clinical use. Methods Adverse drug event reports from the FAERS
database between the first and fourth quarters of 2025 were retrieved. Cases in which datopotamab deruxtecan was designated as the
primary suspected drug were included. Disproportionality analysis was performed using the ROR method. Time-to-onset analysis of
adverse drug events was also conducted. Results A total of 299 reports were identified. Females accounted for 77.93% of cases, and
death outcomes were reported in 28.43%. Twenty-four positive adverse drug event signals were detected. Based on ROR ranking,
keratitis (ROR = 103.76) and stomatitis (ROR = 73.18) showed the strongest signals. Most adverse drug events occurred within 60
days after drug initiation (68.34%), with a median time to onset of 40 days. Conclusion Datopotamab deruxtecan-related adverse
drug events were primarily associated with mucosal and ocular toxicities, and respiratory adverse events also warrant attention. Most
events occurred in the early treatment period. Early monitoring and preventive interventions should be strengthened in clinical practice
to improve medication safety.
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Table 1 Baseline demographic characteristics and

distribution of reporting information

25 n/4i ¥R EL %
53 g-gc 233 77.93
B 51 17.06
AN 15 5.02
ERRI% 18~64 85 28.43
65~85 61 20.40
>85 1 0.33
ARHn 152 50.84
FIRAEE HTE 15 5.02
By DAL A & 98 32.78
250 38 12.71
B 148 49.50
G R 85 28.43
FRIE 1 0.33
1ERE 44 14.72
B A A 1 0.33
HAth 168 56.19
FHREZR  EH 175 58.53
(I 3f2) HA 90 30.10
il 11 3.68
WREEMA  0~30 22 36.67
31~60 19 31.67
61~90 9 15.00
91~120 3 5.00
121~150 3 5.00
151~180 1 1.67
181~360 3 5.00
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Table 2 Distribution of datopotamab deruxtecan related adverse drug event signals by system organ class
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# adverse events not covered in the product's instructions or related to operation and management; * adverse events not included in the description of

degabotuzumab succinate.
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Table 3 Signal strength of positive adverse drug event

associated with datopotamab deruxtecan

PT w5 FI%  ROR (95% CI)
Pt 70 69.15 (5393, 88.67)
8 150 B 5 45 45 563 (416, 7.63)
FRE R 28 42 73.18 (5350, 100.09)
TA R FAH 34 20.66 (14.62, 29.19)
AN 24 2.83 (1.88, 4.26)
Bl 17 2.16 (1.33, 349)
V)5 1 s 11 2351 (12.95, 42.67)
HATVRUAH O B 10 16.66 (8.92, 31.13)
EIRA T EHAFIEA L 9 4231 (2191, 81.72)
T-HR 8 17.83 (888, 35.82)
Jii 8 4 5 18.77 (7.78, 45.25)
R S 5 19.36 (803, 46.68)
= Ak T ] 5 31.81 (1319, 76.70)
B R4 4 295 (1.10, 7.89)
MK 4 298 (111, 7.96)
I R R 4 31.39 (11.74, 8391)
JI S8 e ey 4 1046 (391, 27.95)
TRT o 3 29.46 (947, 91.60)
FaRE 5 3 103.76 (33.36, 322.75)
MZRIEAR 2 3 363 (117, 11.28)
(Was2 3] 3 1291 (415, 40.14)
i & 3 321 (1.03, 9.99)
JRIEIE N 3 10.15 (3.26, 31.55)
HF Dy RE S 3 849 (273, 2641

R A5 B S 4R AR A 50 S B R R4 + 9k
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# adverse events not covered in the product's instructions or related to
operation and management; * adverse events not included in the

description of degabotuzumab succinate.
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