SUPPLEMENTARY MATERIAL
Table S1. Weekly % of subjects reporting AEs within 7 days post-Dose 1 (i.e. vaccination day and following 6 days) using AERC, by MedDRA Primary SOC, by ISO week, for overall countries 
	Primary SOC
	ISO week

	Overall countries
	40
N = 70
	41
N = 91
	42
N = 236
	43
N = 122
	44
N = 116
	45
N = 247
	46
N = 119
	47
N = 43
	48
N = 16

	Any
	n
	23
	33
	100
	56
	46
	117
	44
	23
	12

	
	%
	32.86
	36.26
	42.37
	45.90
	39.66
	47.37
	36.97
	53.49
	75.00

	
	95%CI
	12.23; 59.90
	0.95; 92.78
	35.44; 49.54
	36.85; 55.16
	19.21; 63.16
	32.15; 62.96
	28.01; 46.66
	16.09; 88.07
	0.00; 100.00

	Cardiac disorders (10007541)
	n
	1
	0
	0
	0
	0
	0
	0
	0
	0

	
	%
	1.43
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.04; 7.70
	0.00; 3.97
	0.00; 1.55
	0.00; 2.98
	0.00; 3.13
	0.00; 1.48
	0.00; 3.05
	0.00; 8.22
	0.00; 20.59

	Ear and labyrinth disorders (10013993)
	n
	0
	2
	0
	0
	2
	2
	1
	0
	0

	
	%
	0.00
	2.20
	0.00
	0.00
	1.72
	0.81
	0.84
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.01; 16.50
	0.00; 1.55
	0.00; 2.98
	0.21; 6.09
	0.00; 7.97
	0.00; 7.70
	0.00; 8.22
	0.00; 20.59

	Eye disorders (10015919)
	n
	1
	0
	1
	0
	1
	0
	0
	0
	0

	
	%
	1.43
	0.00
	0.42
	0.00
	0.86
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.04; 7.70
	0.00; 3.97
	0.00; 4.20
	0.00; 2.98
	0.00; 7.14
	0.00; 1.48
	0.00; 3.05
	0.00; 8.22
	0.00; 20.59

	Gastrointestinal disorders (10017947)
	n
	2
	2
	12
	11
	9
	15
	10
	4
	2

	
	%
	2.86
	2.20
	5.08
	9.02
	7.76
	6.07
	8.40
	9.30
	12.50

	
	95%CI
	0.12; 13.38
	0.01; 16.50
	0.60; 17.38
	4.59; 15.56
	2.02; 19.22
	1.97; 13.71
	2.93; 18.07
	2.59; 22.14
	0.00; 99.41

	General disorders and administration site conditions (10018065)
	n
	18
	27
	70
	29
	29
	73
	30
	16
	9

	
	%
	25.71
	29.67
	29.66
	23.77
	25.00
	29.55
	25.21
	37.21
	56.25

	
	95%CI
	16.01; 37.56
	0.86; 86.02
	23.91; 35.93
	15.38; 33.97
	7.80; 51.08
	14.19; 49.27
	15.92; 36.52
	16.09; 62.67
	0.03; 100.00

	Immune system disorders (10021428)
	n
	0
	0
	0
	0
	1
	4
	1
	0
	0

	
	%
	0.00
	0.00
	0.00
	0.00
	0.86
	1.62
	0.84
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 3.97
	0.00; 1.55
	0.00; 2.98
	0.00; 8.39
	0.32; 4.74
	0.01; 5.12
	0.00; 8.22
	0.00; 20.59

	Infections and infestations (10021881)
	n
	6
	8
	4
	7
	8
	18
	9
	4
	2

	
	%
	8.57
	8.79
	1.69
	5.74
	6.90
	7.29
	7.56
	9.30
	12.50

	
	95%CI
	0.31; 37.07
	0.32; 37.74
	0.24; 5.71
	2.34; 11.46
	2.81; 13.71
	3.51; 13.08
	3.17; 14.77
	1.44; 27.75
	0.00; 99.41

	Injury, poisoning and procedural complications (10022117)
	n
	0
	0
	0
	0
	0
	1
	0
	0
	0

	
	%
	0.00
	0.00
	0.00
	0.00
	0.00
	0.40
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 3.97
	0.00; 1.55
	0.00; 2.98
	0.00; 3.13
	0.00; 4.05
	0.00; 3.05
	0.00; 8.22
	0.00; 20.59

	Investigations (10022891)
	n
	0
	0
	2
	1
	0
	1
	0
	0
	0

	
	%
	0.00
	0.00
	0.85
	0.82
	0.00
	0.40
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 3.97
	0.00; 8.26
	0.00; 13.55
	0.00; 3.13
	0.00; 2.98
	0.00; 3.05
	0.00; 8.22
	0.00; 20.59

	Metabolism and nutrition disorders (10027433)
	n
	0
	1
	3
	9
	6
	9
	1
	1
	2

	
	%
	0.00
	1.10
	1.27
	7.38
	5.17
	3.64
	0.84
	2.33
	12.50

	
	95%CI
	0.00; 5.13
	0.00; 20.56
	0.12; 4.95
	0.30; 31.94
	1.92; 10.92
	0.66; 10.89
	0.00; 7.70
	0.03; 14.14
	0.00; 99.41

	Musculoskeletal and connective tissue disorders (10028395)
	n
	4
	7
	20
	9
	10
	24
	13
	2
	6

	
	%
	5.71
	7.69
	8.47
	7.38
	8.62
	9.72
	10.92
	4.65
	37.50

	
	95%CI
	0.22; 25.74
	0.00; 71.12
	3.79; 15.87
	1.08; 22.89
	0.56; 32.97
	5.35; 15.89
	5.95; 17.96
	0.57; 15.81
	0.00; 100.00

	Nervous system disorders 
(10029205)
	n
	4
	7
	11
	10
	8
	27
	10
	2
	6

	
	%
	5.71
	7.69
	4.66
	8.20
	6.90
	10.93
	8.40
	4.65
	37.50

	
	95%CI
	0.22; 25.74
	0.47; 30.27
	2.35; 8.19
	4.00; 14.56
	0.53; 25.99
	7.16; 15.78
	2.11; 21.07
	0.01; 34.34
	0.19; 97.69

	Psychiatric disorders (10037175)
	n
	0
	0
	5
	5
	3
	2
	3
	1
	0

	
	%
	0.00
	0.00
	2.12
	4.10
	2.59
	0.81
	2.52
	2.33
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 3.97
	0.01; 14.95
	0.69; 12.52
	0.54; 7.37
	0.10; 2.89
	0.10; 12.03
	0.00; 27.06
	0.00; 20.59

	Respiratory, thoracic and mediastinal disorders (10038738)
	n
	6
	12
	32
	29
	22
	52
	18
	8
	5

	
	%
	8.57
	13.19
	13.56
	23.77
	18.97
	21.05
	15.13
	18.60
	31.25

	
	95%CI
	0.31; 37.07
	0.09; 63.62
	4.50; 29.03
	16.53; 32.32
	12.28; 27.29
	15.27; 27.84
	6.18; 29.01
	0.88; 63.28
	0.00; 99.95

	Skin and subcutaneous tissue disorders (10040785)
	n
	2
	1
	3
	2
	2
	6
	1
	0
	0

	
	%
	2.86
	1.10
	1.27
	1.64
	1.72
	2.43
	0.84
	0.00
	0.00

	
	95%CI
	0.12; 13.38
	0.00; 21.06
	0.02; 7.52
	0.00; 14.48
	0.15; 6.81
	0.19; 9.81
	0.00; 7.70
	0.00; 8.22
	0.00; 20.59


AERC: adverse event reporting card; AE: adverse event; ISO: International Standards Organization; MedDRA Medical Dictionary for Regulatory Activities [10]; N: total number of subjects vaccinated by ISO week; n (%): number (percent) of subjects reporting the AE at least once; SOC: system organ class; 95%CI: 95% confidence interval (extended Clopper-Pearson exact CI for cluster data) lower limit; upper limit.




[bookmark: _Ref5268463]Table S2. Weekly % of subjects reporting AEs within 7 days post-Dose 1 (i.e. vaccination day and following 6 days) using AERC, by MedDRA Primary SOC, by ISO week, for Belgium 
	[bookmark: _Hlk8837046]Primary SOC
	
	ISO week

	Belgium
	
	42
N = 141
	43
N = 31
	44
N = 36
	45
N = 74
	46
N = 26
	47
N = 21

	Any
	n
	63
	14
	20
	26
	7
	8

	
	%
	44.68
	45.16
	55.56
	35.14
	26.92
	38.10

	
	95%CI
	36.31; 53.28
	27.32; 63.97
	0.01; 100.00
	0.51; 94.16
	11.57; 47.79
	18.11; 61.56

	Ear and labyrinth disorders (10013993)
	n
	0
	0
	1
	0
	0
	0

	
	%
	0.00
	0.00
	2.78
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 2.58
	0.00; 11.22
	0.00; 84.65
	0.00; 4.86
	0.00; 13.23
	0.00; 16.11

	Eye disorders (10015919)
	n
	0
	0
	1
	0
	0
	0

	
	%
	0.00
	0.00
	2.78
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 2.58
	0.00; 11.22
	0.00; 84.65
	0.00; 4.86
	0.00; 13.23
	0.00; 16.11

	Gastrointestinal disorders (10017947)
	n
	3
	3
	5
	7
	2
	2

	
	%
	2.13
	9.68
	13.89
	9.46
	7.69
	9.52

	
	95%CI
	0.00; 57.89
	2.04; 25.75
	0.00; 87.39
	3.89; 18.52
	0.95; 25.13
	1.17; 30.38

	General disorders and administration site conditions (10018065)
	n
	45
	6
	14
	13
	4
	6

	
	%
	31.91
	19.35
	38.89
	17.57
	15.38
	28.57

	
	95%CI
	17.81; 48.94
	7.45; 37.47
	0.00; 100.00
	0.00; 96.81
	4.36; 34.87
	11.28; 52.18

	Immune system disorders (10021428)
	n
	0
	0
	1
	2
	0
	0

	
	%
	0.00
	0.00
	2.78
	2.70
	0.00
	0.00

	
	95%CI
	0.00; 2.58
	0.00; 11.22
	0.00; 99.94
	0.00; 39.00
	0.00; 13.23
	0.00; 16.11

	Infections and infestations (10021881)
	n
	1
	2
	3
	7
	1
	1

	
	%
	0.71
	6.45
	8.33
	9.46
	3.85
	4.76

	
	95%CI
	0.01; 4.40
	0.79; 21.42
	1.75; 22.47
	0.00; 69.82
	0.10; 19.64
	0.12; 23.82

	Investigations (10022891)
	n
	0
	0
	0
	1
	0
	0

	
	%
	0.00
	0.00
	0.00
	1.35
	0.00
	0.00

	
	95%CI
	0.00; 2.58
	0.00; 11.22
	0.00; 9.74
	0.00; 21.52
	0.00; 13.23
	0.00; 16.11

	Metabolism and nutrition disorders (10027433)
	n
	1
	0
	1
	3
	1
	1

	
	%
	0.71
	0.00
	2.78
	4.05
	3.85
	4.76

	
	95%CI
	0.01; 4.40
	0.00; 11.22
	0.00; 84.65
	0.00; 53.08
	0.10; 19.64
	0.12; 23.82

	Musculoskeletal and connective tissue disorders (10028395)
	n
	15
	0
	7
	8
	3
	1

	
	%
	10.64
	0.00
	19.44
	10.81
	11.54
	4.76

	
	95%CI
	0.09; 53.76
	0.00; 11.22
	0.05; 83.92
	0.08; 55.52
	2.45; 30.15
	0.12; 23.82

	Nervous system disorders (10029205)
	n
	8
	3
	6
	10
	0
	0

	
	%
	5.67
	9.68
	16.67
	13.51
	0.00
	0.00

	
	95%CI
	0.00; 68.10
	2.04; 25.75
	0.00; 98.03
	0.84; 47.92
	0.00; 13.23
	0.00; 16.11

	Psychiatric disorders (10037175)
	n
	0
	0
	1
	1
	1
	0

	
	%
	0.00
	0.00
	2.78
	1.35
	3.85
	0.00

	
	95%CI
	0.00; 2.58
	0.00; 11.22
	0.00; 84.65
	0.00; 21.52
	0.10; 19.64
	0.00; 16.11

	Respiratory, thoracic and mediastinal disorders (10038738)
	n
	14
	6
	9
	15
	2
	2

	
	%
	9.93
	19.35
	25.00
	20.27
	7.69
	9.52

	
	95%CI
	0.87; 34.53
	7.45; 37.47
	12.12; 42.20
	7.81; 39.06
	0.95; 25.13
	1.17; 30.38

	Skin and subcutaneous tissue disorders (10040785)
	n
	0
	1
	0
	4
	0
	0

	
	%
	0.00
	3.23
	0.00
	5.41
	0.00
	0.00

	
	95%CI
	0.00; 2.58
	0.08; 16.70
	0.00; 9.74
	0.05; 31.29
	0.00; 13.23
	0.00; 16.11


AERC: adverse event reporting card; AE: adverse event; ISO: International Standards Organization; MedDRA Medical Dictionary for Regulatory Activities [10]; N: total number of subjects vaccinated by ISO week; n (%): number (percent) of subjects reporting the AE at least once; SOC: system organ class; 95%CI: 95% confidence interval (extended Clopper-Pearson exact CI for cluster data) lower limit; upper limit.









Table S3. Weekly % of subjects reporting AEs within 7 days post-Dose 1 (i.e. vaccination day and following 6 days) using AERC, by MedDRA Primary SOC, by ISO week, for Germany 
	[bookmark: _Hlk8848815]Primary SOC
	ISO week

	Germany
	40
N = 70
	41
N = 91
	42
N = 43
	43
N = 13
	44
N = 15
	45
N = 18
	46
N = 26
	47
N = 2

	Any
	n
	23
	33
	14
	5
	3
	12
	11
	1

	
	%
	32.86
	36.26
	32.56
	38.46
	20.00
	66.67
	42.31
	50.00

	
	95%CI
	12.23; 59.90
	0.95; 92.78
	19.08; 48.54
	13.86; 68.42
	4.33; 48.09
	40.99; 86.66
	23.35; 63.08
	1.26; 98.74

	Cardiac disorders (10007541)
	n
	1
	0
	0
	0
	0
	0
	0
	0

	
	%
	1.43
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.04; 7.70
	0.00; 3.97
	0.00; 8.22
	0.00; 24.71
	0.00; 21.80
	0.00; 18.53
	0.00; 13.23
	0.00; 84.19

	Ear and labyrinth disorders (10013993)
	n
	0
	2
	0
	0
	0
	2
	1
	0

	
	%
	0.00
	2.20
	0.00
	0.00
	0.00
	11.11
	3.85
	0.00

	
	95%CI
	0.00; 5.13
	0.01; 16.50
	0.00; 8.22
	0.00; 24.71
	0.00; 21.80
	1.38; 34.71
	0.10; 19.64
	0.00; 84.19

	Eye disorders (10015919)
	n
	1
	0
	1
	0
	0
	0
	0
	0

	
	%
	1.43
	0.00
	2.33
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.04; 7.70
	0.00; 3.97
	0.00; 47.90
	0.00; 24.71
	0.00; 21.80
	0.00; 18.53
	0.00; 13.23
	0.00; 84.19

	Gastrointestinal disorders (10017947)
	n
	2
	2
	5
	1
	1
	2
	1
	0

	
	%
	2.86
	2.20
	11.63
	7.69
	6.67
	11.11
	3.85
	0.00

	
	95%CI
	0.12; 13.38
	0.01; 16.50
	0.00; 97.87
	0.19; 36.03
	0.17; 31.95
	1.38; 34.71
	0.10; 19.64
	0.00; 84.19

	General disorders and administration site conditions (10018065)
	n
	18
	27
	11
	2
	3
	9
	7
	0

	
	%
	25.71
	29.67
	25.58
	15.38
	20.00
	50.00
	26.92
	0.00

	
	95%CI
	16.01; 37.56
	0.86; 86.02
	1.10; 77.48
	1.92; 45.45
	4.33; 48.09
	26.02; 73.98
	11.57; 47.79
	0.00; 84.19

	Immune system disorders (10021428)
	n
	0
	0
	0
	0
	0
	0
	0
	0

	
	%
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 3.97
	0.00; 8.22
	0.00; 24.71
	0.00; 21.80
	0.00; 18.53
	0.00; 13.23
	0.00; 84.19

	Infections and infestations (10021881)
	n
	6
	8
	2
	1
	1
	2
	2
	0

	
	%
	8.57
	8.79
	4.65
	7.69
	6.67
	11.11
	7.69
	0.00

	
	95%CI
	0.31; 37.07
	0.32; 37.74
	0.00; 74.17
	0.19; 36.03
	0.17; 31.95
	1.38; 34.71
	0.95; 25.13
	0.00; 84.19

	Injury, poisoning and procedural complications (10022117)
	n
	0
	0
	0
	0
	0
	1
	0
	0

	
	%
	0.00
	0.00
	0.00
	0.00
	0.00
	5.56
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 3.97
	0.00; 8.22
	0.00; 24.71
	0.00; 21.80
	0.14; 27.29
	0.00; 13.23
	0.00; 84.19

	Investigations 
(10022891)
	n
	0
	0
	2
	1
	0
	0
	0
	0

	
	%
	0.00
	0.00
	4.65
	7.69
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 3.97
	0.00; 74.17
	0.19; 36.03
	0.00; 21.80
	0.00; 18.53
	0.00; 13.23
	0.00; 84.19

	Metabolism and nutrition disorders (10027433)
	n
	0
	1
	0
	0
	0
	0
	0
	0

	
	%
	0.00
	1.10
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 20.56
	0.00; 8.22
	0.00; 24.71
	0.00; 21.80
	0.00; 18.53
	0.00; 13.23
	0.00; 84.19

	Musculoskeletal and connective tissue disorders (10028395)
	n
	4
	7
	1
	3
	1
	3
	4
	0

	
	%
	5.71
	7.69
	2.33
	23.08
	6.67
	16.67
	15.38
	0.00

	
	95%CI
	0.22; 25.74
	0.00; 71.12
	0.00; 47.90
	5.04; 53.81
	0.17; 31.95
	3.58; 41.42
	4.36; 34.87
	0.00; 84.19

	Nervous system disorders (10029205)
	n
	4
	7
	2
	1
	1
	2
	4
	1

	
	%
	5.71
	7.69
	4.65
	7.69
	6.67
	11.11
	15.38
	50.00

	
	95%CI
	0.22; 25.74
	0.47; 30.27
	0.00; 74.17
	0.19; 36.03
	0.17; 31.95
	1.38; 34.71
	4.36; 34.87
	1.26; 98.74

	Psychiatric disorders (10037175)
	n
	0
	0
	4
	1
	0
	0
	0
	0

	
	%
	0.00
	0.00
	9.30
	7.69
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 5.13
	0.00; 3.97
	0.00; 94.72
	0.19; 36.03
	0.00; 21.80
	0.00; 18.53
	0.00; 13.23
	0.00; 84.19

	Respiratory, thoracic and mediastinal disorders (10038738)
	n
	6
	12
	4
	3
	1
	4
	2
	0

	
	%
	8.57
	13.19
	9.30
	23.08
	6.67
	22.22
	7.69
	0.00

	
	95%CI
	0.31; 37.07
	0.09; 63.62
	0.00; 94.72
	5.04; 53.81
	0.17; 31.95
	6.41; 47.64
	0.95; 25.13
	0.00; 84.19

	Skin and subcutaneous tissue disorders (10040785)
	n
	2
	1
	1
	1
	0
	0
	1
	0

	
	%
	2.86
	1.10
	2.33
	7.69
	0.00
	0.00
	3.85
	0.00

	
	95%CI
	0.12; 13.38
	0.00; 21.06
	0.00; 47.90
	0.19; 36.03
	0.00; 21.80
	0.00; 18.53
	0.10; 19.64
	0.00; 84.19


AERC: adverse event reporting card; AE: adverse event; ISO: International Standards Organization; MedDRA Medical Dictionary for Regulatory Activities [10]; N: total number of subjects vaccinated by ISO week; n (%): number (percent) of subjects reporting the AE at least once; SOC: system organ class; 95%CI: 95% confidence interval (extended Clopper-Pearson exact CI for cluster data) lower limit; upper limit.







Table S4. Weekly % of subjects reporting AEs within 7 days post-Dose 1 (i.e. vaccination day and following 6 days) using AERC, by MedDRA Primary SOC, by ISO week, for Spain
	[bookmark: _Hlk8849452]Primary SOC
	ISO week

	Spain
	42
N = 52
	43
N = 78
	44
N = 65
	45
N = 155
	46
N = 67
	47
N = 20
	48
N = 16

	Any
	n
	23
	37
	23
	79
	26
	14
	12

	
	%
	44.23
	47.44
	35.38
	50.97
	38.81
	70.00
	75.00

	
	95%CI
	0.11; 99.54
	36.01; 59.07
	7.27; 74.31
	22.51; 78.97
	27.14; 51.50
	0.00; 100.00
	0.00; 100.00

	Ear and labyrinth disorders (10013993)
	n
	0
	0
	1
	0
	0
	0
	0

	
	%
	0.00
	0.00
	1.54
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 6.85
	0.00; 4.62
	0.04; 8.28
	0.00; 2.35
	0.00; 5.36
	0.00; 16.84
	0.00; 20.59

	Gastrointestinal disorders (10017947)
	n
	4
	7
	3
	6
	7
	2
	2

	
	%
	7.69
	8.97
	4.62
	3.87
	10.45
	10.00
	12.50

	
	95%CI
	0.19; 36.17
	0.05; 50.25
	0.40; 17.47
	0.04; 23.24
	1.35; 32.48
	1.23; 31.70
	0.00; 99.41

	General disorders and administration site conditions (10018065)
	n
	14
	21
	12
	51
	19
	10
	9

	
	%
	26.92
	26.92
	18.46
	32.90
	28.36
	50.00
	56.25

	
	95%CI
	0.28; 88.26
	17.50; 38.16
	2.70; 50.43
	6.71; 70.97
	13.66; 47.42
	3.46; 96.54
	0.03; 100.00

	Immune system disorders (10021428)
	n
	0
	0
	0
	2
	1
	0
	0

	
	%
	0.00
	0.00
	0.00
	1.29
	1.49
	0.00
	0.00

	
	95%CI
	0.00; 6.85
	0.00; 4.62
	0.00; 5.52
	0.00; 15.32
	0.04; 8.04
	0.00; 16.84
	0.00; 20.59

	Infections and infestations (10021881)
	n
	1
	4
	4
	9
	6
	3
	2

	
	%
	1.92
	5.13
	6.15
	5.81
	8.96
	15.00
	12.50

	
	95%CI
	0.05; 10.26
	0.75; 16.35
	0.05; 35.17
	0.09; 30.59
	1.32; 27.23
	0.01; 81.57
	0.00; 99.41

	Metabolism and nutrition disorders (10027433)
	n
	2
	9
	5
	6
	0
	0
	2

	
	%
	3.85
	11.54
	7.69
	3.87
	0.00
	0.00
	12.50

	
	95%CI
	0.11; 19.24
	1.53; 35.14
	2.54; 17.05
	0.00; 38.62
	0.00; 5.36
	0.00; 16.84
	0.00; 99.41

	Musculoskeletal and connective tissue disorders (10028395)
	n
	4
	6
	2
	13
	6
	1
	6

	
	%
	7.69
	7.69
	3.08
	8.39
	8.96
	5.00
	37.50

	
	95%CI
	0.19; 36.17
	1.08; 24.10
	0.00; 72.80
	0.37; 34.98
	1.32; 27.23
	0.00; 99.71
	0.00; 100.00

	Nervous system disorders (10029205)
	n
	1
	6
	1
	15
	6
	1
	6

	
	%
	1.92
	7.69
	1.54
	9.68
	8.96
	5.00
	37.50

	
	95%CI
	0.05; 10.26
	1.08; 24.10
	0.04; 8.28
	2.09; 25.51
	1.32; 27.23
	0.00; 99.71
	0.19; 97.69

	Psychiatric disorders (10037175)
	n
	1
	4
	2
	1
	2
	1
	0

	
	%
	1.92
	5.13
	3.08
	0.65
	2.99
	5.00
	0.00

	
	95%CI
	0.05; 10.26
	0.75; 16.35
	0.00; 24.91
	0.00; 11.49
	0.00; 47.77
	0.00; 99.98
	0.00; 20.59

	Respiratory, thoracic and mediastinal disorders (10038738)
	n
	14
	20
	12
	33
	14
	6
	5

	
	%
	26.92
	25.64
	18.46
	21.29
	20.90
	30.00
	31.25

	
	95%CI
	0.28; 88.26
	16.42; 36.79
	8.54; 32.71
	6.33; 45.42
	11.92; 32.57
	0.00; 100.00
	0.00; 99.95

	Skin and 
subcutaneous tissue
disorders (10040785)
	n
	2
	0
	2
	2
	0
	0
	0

	
	%
	3.85
	0.00
	3.08
	1.29
	0.00
	0.00
	0.00

	
	95%CI
	0.11; 19.24
	0.00; 4.62
	0.00; 28.63
	0.00; 35.42
	0.00; 5.36
	0.00; 16.84
	0.00; 20.59


[bookmark: _Toc535437728]AERC: adverse event reporting card; AE: adverse event; ISO: International Standards Organization; MedDRA Medical Dictionary for Regulatory Activities [10]; N: total number of subjects vaccinated by ISO week; n (%): number (percent) of subjects reporting the AE at least once; SOC: system organ class; 95%CI: 95% confidence interval (extended Clopper-Pearson exact CI for cluster data) lower limit; upper limit.




Table S5. Weekly % of subjects reporting AEs within 7 days post-Dose 2 (i.e. vaccination day and following 6 days) using AERC, by MedDRA Primary SOC, by ISO week, in Spain 
	[bookmark: _Hlk8849664]Primary SOC
	ISO week

	Overall countries
	46
N = 3
	47
N = 19
	48
N = 25
	49
N = 34
	50
N = 42
	51
N = 12
	52
N = 4

	Any
	n
	1
	9
	11
	3
	4
	4
	2

	
	%
	33.33
	47.37
	44.00
	8.82
	9.52
	33.33
	50.00

	
	95%CI
	0.84; 90.57
	24.45; 71.14
	24.40; 65.07
	0.01; 58.08
	2.66; 22.62
	0.00; 99.99
	6.76; 93.24

	Eye disorders (10015919)
	n
	0
	2
	0
	0
	0
	0
	0

	
	%
	0.00
	10.53
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 70.76
	0.00; 99.89
	0.00; 13.72
	0.00; 10.28
	0.00; 8.41
	0.00; 26.46
	0.00; 60.24

	Gastrointestinal disorders (10017947)
	n
	1
	2
	0
	0
	1
	0
	0

	
	%
	33.33
	10.53
	0.00
	0.00
	2.38
	0.00
	0.00

	
	95%CI
	0.84; 90.57
	0.00; 91.11
	0.00; 13.72
	0.00; 10.28
	0.00; 58.03
	0.00; 26.46
	0.00; 60.24

	General disorders and administration site conditions (10018065)
	n
	0
	7
	1
	0
	2
	0
	1

	
	%
	0.00
	36.84
	4.00
	0.00
	4.76
	0.00
	25.00

	
	95%CI
	0.00; 70.76
	0.00; 100.00
	0.10; 20.35
	0.00; 10.28
	0.58; 16.16
	0.00; 26.46
	0.63; 80.59

	Immune system disorders (10021428)
	n
	0
	0
	0
	0
	0
	0
	0

	
	%
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 70.76
	0.00; 17.65
	0.00; 13.72
	0.00; 10.28
	0.00; 8.41
	0.00; 26.46
	0.00; 60.24

	Infections and infestations (10021881)
	n
	0
	0
	3
	0
	1
	1
	0

	
	%
	0.00
	0.00
	12.00
	0.00
	2.38
	8.33
	0.00

	
	95%CI
	0.00; 70.76
	0.00; 17.65
	2.55; 31.22
	0.00; 10.28
	0.06; 12.57
	0.21; 38.48
	0.00; 60.24

	Metabolism and nutrition disorders (10027433)
	n
	0
	1
	1
	0
	1
	1
	0

	
	%
	0.00
	5.26
	4.00
	0.00
	2.38
	8.33
	0.00

	
	95%CI
	0.00; 70.76
	0.00; 95.26
	0.10; 20.35
	0.00; 10.28
	0.06; 12.57
	0.21; 38.48
	0.00; 60.24

	Musculoskeletal and connective tissue disorders (10028395)
	n
	0
	1
	0
	0
	0
	0
	0

	
	%
	0.00
	5.26
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 70.76
	0.00; 95.26
	0.00; 13.72
	0.00; 10.28
	0.00; 8.41
	0.00; 26.46
	0.00; 60.24

	Nervous system disorders (10029205)
	n
	0
	0
	0
	0
	0
	0
	0

	
	%
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 70.76
	0.00; 17.65
	0.00; 13.72
	0.00; 10.28
	0.00; 8.41
	0.00; 26.46
	0.00; 60.24

	Psychiatric disorders (10037175)
	n
	0
	0
	2
	2
	0
	0
	0

	
	%
	0.00
	0.00
	8.00
	5.88
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 70.76
	0.00; 17.65
	0.98; 26.03
	0.01; 40.78
	0.00; 8.41
	0.00; 26.46
	0.00; 60.24

	Respiratory, thoracic and mediastinal disorders (10038738)
	n
	0
	3
	9
	2
	2
	4
	1

	
	%
	0.00
	15.79
	36.00
	5.88
	4.76
	33.33
	25.00

	
	95%CI
	0.00; 70.76
	0.00; 100.00
	17.97; 57.48
	0.00; 77.51
	0.58; 16.16
	0.00; 99.99
	0.63; 80.59

	Skin and subcutaneous tissue disorders (10040785)
	n
	0
	0
	1
	0
	0
	0
	0

	
	%
	0.00
	0.00
	4.00
	0.00
	0.00
	0.00
	0.00

	
	95%CI
	0.00; 70.76
	0.00; 17.65
	0.10; 20.35
	0.00; 10.28
	0.00; 8.41
	0.00; 26.46
	0.00; 60.24


AERC: adverse event reporting card; AE: adverse event; ISO: International Standards Organization; MedDRA Medical Dictionary for Regulatory Activities [10]; N: total number of subjects vaccinated by ISO week; n (%): number (percent) of subjects reporting the AE at least once; SOC: system organ class; 95%CI: 95% confidence interval (extended Clopper-Pearson exact CI for cluster data) lower limit; upper limit.
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