Supplement 2 Assessment of well-documented reports per causality category by the Vigi4Eudra-score and the EudraScore.

Supplement 2 Table 1) Assessment of well-documented ADR reports in our random sample of ADR reports with an assessment of the causal relationship
	Assessment of causal relationship
	Vigi4Eudra-score 
	EudraScore 
	Increase in percentage (%)

	Certain (n= 2)
	100.0% (n= 2)
	100.0% (n= 2)
	+ 0.0%

	Probable/likely (n= 38)
	57.9% (n= 22)
	68.4% (n= 26)
	+ 10.5%

	Possible (n= 234)
	18.4% (n= 43)
	28.6% (n= 67)
	+ 10.2%

	Unlikely (n= 1)
	0.0% (n= 0)
	0.0% (n= 0)
	+ 0.0%

	Not assessable (n= 204)
	6.9% (n= 14)
	9.3% (n= 19)
	+ 2.4%



[bookmark: _GoBack]Supplement 2 Table 1 shows the classification of well-documented ADR reports in our random sample of ADR reports with an assessment of the causal relationship by application of the Vigi4Eudra-score and the EudraScore. For comparability, the cut-off of ≥ 0.8 as for the Vigi4Eudra-score was used to classify well-documented reports for both algorithms.

