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Signal mining and analysis of adverse events of tilposide based on FAERS database

TAN Yaoyue, LIU Ning, HAN Qian, FENG Yanan, MU Ming
Department of Clinical Pharmacy, Dazhou Central Hospital, Dazhou 635000, China

Abstract: Objective To explore the risk signals of tilposide related adverse events in FEARS database, and comprehensively evaluate
the safety of the drug in clinical application. Methods The adverse events reports of tilposide from the second quarter of 2022 to the
third quarter of 2024 in FAERS database were collected. The reported odds ratio (ROR) method and Bayesian confidence interval
progressive neural network (BCPNN) method were used for data analysis, and the system organ classification (SOC) and preferred
term (PT) in the International Dictionary of medical terms (MedDRA) adverse drug reaction terminology set were used for standardized
sinicization and classification statistics. Results A total of 47 306 adverse events reports with tilposide as the primary suspected drug
were extracted. After ROR method and BCPNN method were used to detect, 178 PTs involving 20 SOC were finally obtained after
excluding signals unrelated to the drug, such as product problems, various injuries, poisoning, and operation complications. PT includes
common adverse events such as discomfort at the injection site, followed by nausea, constipation, pancreatitis, etc, and serious adverse
events: thyroid cancer. Adverse events not mentioned in the instructions were also detected, such as elevated levels of calcitonin,
cortisol, and heavy menstrual bleed. In addition, we used Weber distribution test to analyze the occurrence time (TTO) of tilposide ade,
and found that the median tto of adverse events was 28 days, and the interquartile range was 7 to 92 days. Most cases occurred within
30 days after tilpotide administration (52.44%). Conclusion In addition to the common adverse reactions mentioned in the instruction
manual of tilposide, this study also found new and serious adverse reactions of tilposide, which is helpful for the clinical monitoring
and risk identification of ADE after tilposide administration, and ensures the clinical safety of drug use.
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Table 1 Four grid table of proportional imbalance method
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Table 2 Formulas and thresholds for ROR and BCPNN methods
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Table 3 Basic information of adverse event reports related

to tilposide
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Table 4 Top 20 PT in the number of adverse event reports and signal intensity of tilposide

s B RARKAS 58 S HE AT 20 A2/ PT B IRWRAE S BHE AT 20 4219 PT
PT B ROR (95%CI)  1C (ICozs) PT IR ROR (95%CD)  IC (1Co25)
1 ESHTAL R IR 114 138.30(112.60, 169.86)6.79 (6.49) J: 4 &R A7 I 6416 15.16 (14.78, 15.56)3.80 (3.76)
2 AL 618 99.55 (91.35, 108.48)6.39 (6.27) . 5032 4.14 (4.03, 4.26) 1.99 (1.94)
3 YURMEERER b aE 6 3951 (17.25, 90.48)5.21 (4.07) {EFFBALHIM 2794 23.85(22.96, 24.79)4.48 (4.42)
4 SR A B 77 37.20 (29.53, 46.86)5.12 (4.79) §i5 2378 236 (226, 2.45) 1.21 (1.15)
5 BB 843 32.87 (30.66, 35.25)4.95 (4.84) yE4IHAi£ Bt 2223 11.65(11.17, 12.16)3.49 (3.42)
6 LikET 496 2857 (26.10, 31.28)4.76 (4.63) MXiH: 2027 2.75 (2.63, 2.87) 1.44 (1.37)
7 VRSB 100 25.22 (20.64, 30.82)4.59 (4.30) {5 1486 4.48 (4.25, 471) 2.14 (2.06)
8 HHekEAS 322 2442 (21.84, 27.31)4.55 (4.38) yEHTERARE 1413 11.91(11.29, 12.56)3.53 (3.45)
9 VRS 2794 23.85 (2296, 24.79)4.48 (4.42) M HHEF =~ 1285 4.15 (3.92, 4.38) 2.03 (1.95)
10 IR T 5 20.86 (854, 50.95) 4.33 (3.13) fr#&kRiE 1174 3.23 (3.05, 3.42) 1.67 (1.59)
11 g 123 1958 (16.36, 23.44)4.24 (3.98) {F &AM 1139 11.05(10.41, 11.72)3.42 (3.34)
12 R 27 19.29 (13.14, 28.32)4.22 (3.67) KR & EIK 956 2.12 (1.99, 2.26) 1.08 (0.98)
13 FHbmMaEA R w 30 17.96 (12.48, 25.84)4.12 (3.60) L J&JH 885 2.72 (254, 2.90) 1.43 (1.33)
14 HURIRHERE S 8 17.63 (8.72, 35.65) 4.10 (3.12) g~ 843 32.87 (30.66, 35.25)4.95 (4.84)
15 VRS R TR 17 1650 (10.19, 26.74)4.00 (3.31) VE&FHBAL M He 785 13.90 (12.95, 14.93)3.75 (3.65)
16 J7 fAatip> 7 16.07 (7.58, 34.08) 3.97 (2.93) HJFi 728 5.75 (5.34, 6.18) 2.50 (2.39)
17 FE MR 472 1581 (14.42, 17.33)3.94 (3.80) M A& 709 2.67 (2.48, 2.88) 1.41 (1.30)
18 VRS I 6416 15.16 (14.78, 15.56)3.80 (3.76) i3 & fr it ik 648 559 (5.17, 6.04) 2.46 (2.35)
19 VRS FRE 521 14.41 (13.21, 15.72)3.81 (3.68) VL& ERAI B 642 14.25 (13.17, 15.42)3.79 (3.67)
20 VRSB 2 642 14.25 (13.17, 15.42)3.79 (3.67) Wb AR 619 4.01 (3.70, 4.34) 1.99 (1.87)
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* adverse event signal not mentioned in the instructions.
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Table S SOC distribution involved in tilposide related adverse event signal
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Fig.1 Time-to-onset of tilposide -related adverse event
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