	SOC
	Case number
	ROR(95%Cl)
	PRR([image: image2.png]


)
	EBGM(EBGM05)
	IC (IC025)

	vascular disorders
	788
	3.19 ( 2.85-3.58 )*
	3.06 ( 439.00 )*
	1.61
	0.72*

	renal and urinary disorders
	396
	2.51 ( 2.16-2.91 )*
	2.46 ( 154.32 )*
	1.42
	0.53*

	cardiac disorders
	371
	2.37 ( 2.04-2.76 )*
	2.33 ( 130.92 )*
	1.38
	0.49*

	hepatobiliary disorders
	169
	1.96 ( 1.58-2.42 )*
	1.94 ( 39.10 )
	1.19
	0.28*

	metabolism and nutrition disorders
	782
	1.85 ( 1.67-2.04 )*
	1.80 ( 150.62 )
	1.28
	0.37*

	respiratory, thoracic and mediastinal disorders
	936
	1.47 ( 1.35-1.61 )*
	1.44 ( 76.02 )
	1.15
	0.21*

	Investigations
	1325
	1.32 ( 1.23-1.42 )*
	1.29 ( 57.08 )
	1.09
	0.14*

	musculoskeletal and connective tissue disorders
	800
	1.29 ( 1.18-1.42 )*
	1.27 ( 30.24 )
	1.06
	0.10*

	gastrointestinal disorders
	2512
	1.28 ( 1.21-1.35 )*
	1.22 ( 75.99 )
	1.08
	0.12*

	nervous system disorders
	1053
	1.16 ( 1.07-1.26 )*
	1.15 ( 13.47 )
	1.01
	0.02*

	infections and infestations
	540
	1.13 ( 1.01-1.26 )*
	1.12 ( 4.88 )
	0.97
	-0.04

	congenital, familial and genetic disorders
	8
	0.91 ( 0.39-2.12 )
	0.91 ( 0.04 )
	0.41
	-1.24

	ear and labyrinth disorders
	37
	0.76 ( 0.52-1.12 )
	0.77 ( 1.92 )
	0.57
	-0.80

	general disorders and administration site conditions
	1514
	0.72 ( 0.68-0.77 )
	0.75 ( 103.39 )
	0.77
	-0.37

	endocrine disorders
	35
	0.72 ( 0.49-1.07 )
	0.72 ( 2.69 )
	0.54
	-0.87

	blood and lymphatic system disorders
	86
	0.70 ( 0.55-0.90 )
	0.70 ( 8.02 )
	0.61
	-0.70

	psychiatric disorders
	230
	0.59 ( 0.51-0.69 )
	0.60 ( 48.01 )
	0.60
	-0.74

	reproductive system and breast disorders
	30
	0.52 ( 0.34-0.77 )
	0.52 ( 10.79 )
	0.41
	-1.26

	immune system disorders
	31
	0.49 ( 0.33-0.73 )
	0.49 ( 12.86 )
	0.40
	-1.30

	skin and subcutaneous tissue disorders
	595
	0.48 ( 0.44-0.53 )
	0.51 ( 242.24 )
	0.56
	-0.84

	neoplasms benign, malignant and unspecified (incl cysts and polyps)
	275
	0.47 ( 0.41-0.53 )
	0.48 ( 131.46 )
	0.51
	-0.97

	eye disorders
	112
	0.43 ( 0.35-0.52 )
	0.43 ( 69.91 )
	0.44
	-1.20


Table 2. Signal strength of lenvatinib‑related AEs at the SOC level

* indicates that the algorithm met the signal criterion. SOCs unrelated to adverse drug reactions (Social circumstances, Product issues, Surgical and medical procedures, Pregnancy, puerperium and perinatal conditions) were excluded from this analysis.

