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Abstract: Objective To mine adverse drug event signals of tisotumab vedotin to provide a basis for safe use in clinical practice.
Methods To collect reported data from the third quarter of 2021 to the first quarter of 2025 by FAERS database, screen reports with
tisotumab vedotin as the primary suspect drug. The adverse drug event signals were detected by ROR and BCPNN methods. The SOC
and PT in the MedDRA were used for classification statistics and descriptive analysis. Results A total of 556 adverse drug event
reports with tisotumab vedotin as the primary suspected drug were included, with female patients being the majority (74.46%), the
main indication was cervical cancer (28.42%), the severe adverse drug event account 51.08%, and the main reporting country was the
United States (89.39%). A total of 48 positive PT signals were detected simultaneously by ROR and BCPNN methods, involving 18
SOCs. The top five adverse drug event signals in terms of signals strength were symblepharon, ocular toxicity, punctate keratitis,
peripheral motor neuropathy and intercepted medication error. The adverse drug event not recorded in the drug included anemia, febrile
neutropenia, cataract and hypokalemia. Conclusion The adverse drug event induced by tisotumab vedotin were generally consistent
with those in the drug instruction, the intensity and frequency of ocular signals are high which require clinical attention and timely
intervention.
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Table 1 Calculation formulas and thresholds of ROR and BCPNN methods
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Table 2 Basic characteristics of adverse event reporting

related to tisotumab vedotin
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Table 3 SOC distribution of adverse event signals related to tisotumab vedotin
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Table 4 PT signals of the top 40 adverse events related to tisotumab vedotin in terms of intensity

PT /43| ROR (95% CD) IC (1C025) PT niffl  ROR (95% CI)  IC (IC025)
M EkE % 5 1227.37(491.13,3067.34) 10.13 (1.34) |ELfif 15 13.28 (7.98, 22.11) 3.71 (2.17)
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SERR 17  38.16 (23.63, 61.64)  5.23 (2.94) WL LS 12 6.49 (3.68, 11.47) 2.69 (1.38)
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Il £ PR 9 3206 (16.63, 61.82)  4.99 (2.04) |F%if 17 550 (3.41, 8.88) 2.44 (1.44)
B 1 12 29.34 (16.60, 51.84)  4.86 (2.39) |tk 17 530 (3.29, 8.56) 2.39 (1.40)
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JE lpe 2 0 A% 42 22.03 (1619, 29.97)  4.41 (3.40) [MAHEH 9 3.94 (2.05, 759) 1.97 (0.68)
ARG A& 5  17.77 (7.38, 42.80) 4.14 (1.04) |1 7 376 (1.79, 7.92) 1.91 (0.46)
Stevens-Johnson 4 1548 (5.80, 41.34) 3.95 (0.69) [#W 54 E 9 358 (1.86, 6.90) 1.83 (0.59)
LREE R % 29 355 (245, 513) 1.80 (1.15)
IR IE 7 1544 (7.34, 32.46) 3.94 (1.43)
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