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Appendix IV. Sensitivity analyses
Only patients included who completed the second questionnaire within 10 days

Table I. 2x2 tables and kappa values for test-retest reliability at patient level, MedDRA level and ADE specific level
	
	
	
	T2
	
	Total
	Kappa value (95% CI)

	Patient level
	
	
	No ADE
	≥1 ADE
	
	.510 
(0.16-0.86)

	
	T1
	No ADE
	21
	5
	26
	

	
	
	≥1 ADE 
	1
	5
	6
	

	
	Total
	
	22
	10
	32
	

	MedDRA level
	
	
	No ADE in MedDRA
	≥1 ADE in MedDRA
	
	.453
(0.19-0.72)

	
	T1
	No ADE in MedDRA
	553
	10
	563
	

	
	
	≥1 ADE in MedDRA
	6
	7
	13
	

	
	Total
	
	559
	17
	576
	

	ADE specific level
	
	
	ADE not reported
	ADE reported
	
	.300
(0.07-0.52)

	
	T1
	ADE not reported
	8019
	22
	8041
	

	
	
	ADE reported
	15
	8
	23
	

	
	Total
	
	8034
	30
	8064
	

	T1 = First measurement; T2 = Second measurement after one week period
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Table II. 2x2 tables and kappa values for reliability of body categories at patient level, MedDRA level and ADE specific level 
	
	
	
	
	T2
	
	Total
	Kappa value (95% CI)

	Patient level
	
	
	
	No ADE
	≥1 ADE
	
	

	
	Group with body categories at T1 
	T1
	No ADE
	22
	3
	25
	.633 

	
	
	
	≥1 ADE 
	1
	5
	6
	(0.30-0.97)

	
	
	Total
	
	23
	8
	31
	

	
	Group with body categories at T2 
	T1
	No ADE
	19
	4
	23
	.439 

	
	
	
	≥1 ADE 
	2
	4
	6
	(0.04-0.84)

	
	
	Total
	
	21
	8
	29
	

	MedDRA level
	
	
	
	No ADE in MedDRA
	≥1 ADE in MedDRA
	
	

	
	Group with body categories at T1
	T1
	No ADE in MedDRA
	532
	10
	542
	.541 

	
	
	
	≥1 ADE  in MedDRA
	6
	10
	16
	(0.32-0.76)

	
	
	Total
	
	538
	20
	558
	

	
	Group with body categories at T2
	T1
	No ADE in MedDRA
	490
	16
	506
	.335 

	
	
	
	≥1 ADE in MedDRA
	9
	7
	16
	(0.08-0.59)

	
	
	Total
	
	499
	23
	522
	

	ADE specific level
	
	
	
	ADE not reported
	ADE reported
	
	

	
	Group with body categories at T1
	T1
	ADE not reported
	7773
	15
	7788
	.373 

	
	
	
	ADE reported 
	15
	9
	24
	(0.15-0.60)

	
	
	Total
	
	7788
	24
	7812
	

	
	Group with body categories at T2
	T1
	ADE not reported
	7247
	35
	7282
	.176 

	
	
	
	ADE reported
	20
	6
	26
	(0.00-0.39)

	
	
	Total
	
	7267
	41
	7308
	

	T1 = First measurement; T2 = Second measurement after one week period



