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Appendix III. Two-by-two tables of the calculated kappa values 

Table I. 2x2 tables for test-retest reliability at Patient level, MedDRA level and ADE specific level 
	
	
	
	T2
	
	Total

	Patient level
	
	
	No ADE
	≥1 ADE
	

	
	T1
	No ADE
	28 
	5
	33

	
	
	≥1 ADE 
	4
	8 
	12

	
	Total
	
	32
	13
	45 

	MedDRA level
	
	
	No ADE in MedDRA
	≥1 ADE in MedDRA
	

	
	T1
	No ADE in MedDRA
	764
	13
	777

	
	
	≥1 ADE in MedDRA
	16
	17
	33

	
	Total
	
	780
	30
	810

	ADE specific level
	
	
	ADE not reported
	ADE reported
	

	
	T1
	ADE not reported
	11247
	29
	11276

	
	
	ADE reported
	42
	22
	64

	
	Total
	
	11289
	51
	11340

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





Table II. 2x2 tables for reliability of body categories at patient level, MedDRA level and ADE specific level 
	
	
	
	
	T2
	
	Total

	Patient level
	
	
	
	No ADE
	≥1 ADE
	

	
	Group with body categories at T1 
	T1
	No ADE
	31
	3
	34

	
	
	
	≥1 ADE 
	3
	8
	11

	
	
	Total
	
	34
	11
	45

	
	Group with body categories at T2 
	T1
	No ADE
	28
	6
	34

	
	
	
	≥1 ADE 
	4
	7
	11

	
	
	Total
	
	32
	13
	45

	MedDRA level
	
	
	
	No ADE in MedDRA
	≥1 ADE in MedDRA
	

	
	Group with body categories at T1 
	T1
	No ADE in MedDRA
	768
	18
	786

	
	
	
	≥1 ADE  in MedDRA
	13
	11
	24

	
	
	Total
	
	781
	29
	810

	
	Group with body categories at T2 
	T1
	No ADE in MedDRA
	747
	23
	770

	
	
	
	≥1 ADE in MedDRA
	29
	11
	40

	
	
	Total
	
	776
	34
	810

	ADE specific level
	
	
	
	ADE not reported
	ADE reported
	

	
	Group with body categories at T1 
	T1
	ADE not reported
	11280
	25
	11305

	
	
	
	ADE reported 
	26
	9
	35

	
	
	Total
	
	11306
	34
	11340

	
	Group with body categories at T2 
	T1
	ADE not reported
	11216
	50
	11266

	
	
	
	ADE reported
	63
	11
	74

	
	
	Total
	
	11279
	61
	11340

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