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	PT
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	ROR(95%Cl)
	PRR([image: image2.png]


)
	EBGM(EBGM05)
	IC(IC025)

	Renal and urinary disorders
	nephrotic syndrome
	22
	42.84 ( 5.77-317.90 )
	42.77 ( 39.05 )
	2.82 ( 0.38 )
	1.49 ( 0.49 )

	Injuries, poisoning and procedural complications
	Fistula
	19
	18.5 ( 4.31-79.42 )
	18.47 ( 29.92 )
	2.66 ( 0.62 )
	1.41 ( 0.35 )

	Renal and urinary disorders
	kidney infection*
	9
	17.51 ( 2.22-138.23 )
	17.50 ( 14.00 )
	2.65 ( 0.34 )
	1.41 ( -0.18 )

	Renal and urinary disorders
	Proteinuria
	135
	15.59 ( 9.41-25.83 )
	15.44 ( 204.71 )
	2.61 ( 1.58 )
	1.39 ( 1.02 )

	Gastrointestinal disorders
	Ascites*
	8
	15.56 ( 1.95-124.45 )
	15.55 ( 12.11 )
	2.62 ( 0.33 )
	1.39 ( -0.29 )

	Respiratory thoracic and mediastinal disorders
	tracheal fistula
	14
	13.62 ( 3.1-59.95 )
	13.61 ( 20.45 )
	2.58 ( 0.59 )
	1.37 ( 0.12 )

	Gastrointestinal disorders
	oesophageal fistula
	12
	11.68 ( 2.61-52.18 )
	11.67 ( 16.72 )
	2.52 ( 0.56 )
	1.34 ( 0.00 )

	Gastrointestinal disorders
	Hiccups*
	6
	11.67 ( 1.40-96.95 )
	11.67 ( 8.36 )
	2.52 ( 0.30 )
	1.34 ( -0.58 )

	Vascular disorders
	aortic dissection
	6
	11.67 ( 1.40-96.95 )
	11.67 ( 8.36 )
	2.52 ( 0.30 )
	1.34 ( -0.58 )

	Gastrointestinal disorders
	Cholecystitis
	40
	9.75 ( 4.56-20.83 )
	9.72 ( 52.23 )
	2.45 ( 1.15 )
	1.29 ( 0.61 )

	Respiratory, thoracic and mediastinal disorders
	tracheal haemorrhage*
	15
	9.73 ( 2.82-33.62 )
	9.72 ( 19.57 )
	2.45 ( 0.71 )
	1.29 ( 0.12 )

	Vascular disorders
	blood pressure diastolic increased
	10
	9.73 ( 2.13-44.41 )
	9.72 ( 13.04 )
	2.45 ( 0.54 )
	1.29 ( -0.16 )

	Gastrointestinal disorders
	cholecystitis acute
	10
	9.73 ( 2.13-44.41 )
	9.72 ( 13.04 )
	2.45 ( 0.54 )
	1.29 ( -0.16 )

	Cardiac disorders
	coronary artery stenosis
	5
	9.72 ( 1.14-83.25 )
	9.72 ( 6.52 )
	2.45 ( 0.29 )
	1.29 ( -0.78 )

	Nervous system disorders
	Epilepsy*
	5
	9.72 ( 1.14-83.25 )
	9.72 ( 6.52 )
	2.45 ( 0.29 )
	1.29 ( -0.78 )

	Gastrointestinal disorders
	biliary colic*
	5
	9.72 ( 1.14-83.25 )
	9.72 ( 6.52 )
	2.45 ( 0.29 )
	1.29 ( -0.78 )

	Cardiac disorders
	Cardiomyopathy
	9
	8.75 ( 1.89-40.53 )
	8.75 ( 11.23 )
	2.41 ( 0.52 )
	1.27 ( -0.26 )

	Haematological and lymphatic system disorders
	Polycythaemia*
	9
	8.75 ( 1.89-40.53 )
	8.75 ( 11.23 )
	2.41 ( 0.52 )
	1.27 ( -0.26 )

	Cardiac disorders
	acute myocardial infarction
	17
	8.27 ( 2.78-24.59 )
	8.26 ( 20.68 )
	2.38 ( 0.80 )
	1.25 ( 0.17 )

	Cardiac disorders
	myocardial infarction
	59
	8.23 ( 4.59-14.74 )
	8.19 ( 71.60 )
	2.38 ( 1.33 )
	1.25 ( 0.70 )


Table 3. Top 20 PTs ranked by ROR value (signals meeting at least two disproportionality criteria)

Potential new AE signals not listed in the FDA‑approved labeling for Lenvatinib [16]are shown in bold with an asterisk. None of the PTs met all four criteria; EBGM05 values were below 2 for all PTs. For PTs with EBGM05 <2, signals were considered based on ROR, PRR, and BCPNN.

