Appendix 2 – Summary tables Safety results

Summary Table 1 COPD Exacerbations after seasonal influenza vaccination

	Reference
	Vaccine type
	Study design
	n
	Predicted FEV1 (%±SD)
	FEV1/FVC (%±SD)

	Gorse et al., 1997 
 ADDIN EN.CITE 

[28]

	
	RCT
	
	
	

	All subjects
	

	
	TIV + CAIV-T * 
	
	16
	
	

	Pre-vaccination
	
	
	
	43.8 ± 4.7
	60.4 ± 2.9

	Day 7-10
	
	
	
	44.1 ± 4.9
	60.6 ± 3.3

	Day 21-28
	
	
	
	NA**
	NA**

	
	TIV + placebo
	
	13
	43.8 ± 7.5
	56.0 ± 5.3

	Pre-vaccination
	
	
	
	41.2 ± 7.0
	57.1 ± 4.2

	Day 7-10
	
	
	
	NA**
	NA**

	Day 21-28
	
	
	
	
	

	Subjects with repeated spirometry at 21-28 vaccination*
	

	
	TIV + CAIV-T  
	
	7
	
	

	Pre-vaccination
	
	
	
	38.4 ± 6.6
	54.2 ± 2.9

	Day 7-10
	
	
	
	31.9 ± 5.8
	52.7 ± 3.4

	Day 21-28
	
	
	
	33.0 ± 6.9
	59.4 ± 0.07

	
	TIV + placebo
	
	7
	
	

	Pre-vaccination
	
	
	
	38.6 ± 11.1
	53.0 ± 4.1

	Day 7-10
	
	
	
	33.6 ± 10.0
	49.2 ± 4.8

	Day 21-28
	
	
	
	37.7 ± 10.4
	50.8 ± 4.4


CAIV-T: cold-adapted influenza virus trivalent vaccine; CI: confidence interval; n: number of subjects; RCT: randomised controlled trial; SD: standard deviation; TIV: trivalent influenza vaccine; UK: United Kingdom; US: United States; yrs: years


Summary Table 3 Local and systemic effects after seasonal influenza vaccination (most frequent effects) 
	Reference


	
	Study design
	Influenza season, country
	Vaccinated patients (% [n/N])
	Unvaccinated/control patients (% [n/N])

	
	
	
	
	Local effects

	Wongsurakiat et al., 2004 
 ADDIN EN.CITE 

[33]

	Thailand
	RCT
	1997-1998 
	Pain when touched: 8.1% (5/62)

Itching: 6.5% (4/62)

Swelling: 6.5% (4/62)

Pain: 3.2% (2/62)
	Pain when touched: 3.2% (2/63)

Pain: 3.2% (2/63)

Itching: 0.0% (0/63)

Swelling: 0.0% (0/63)

	Chuaychoo et al., 2010 
 ADDIN EN.CITE 

[26]

	Thailand
	RCT (open label)
	2006-2007
	Pain at injection site: 11.9% (8/75)

Erythema: 4.5% (3/75)

Itching: 1.5% (1/75)
	-

	
	
	
	
	Systemic effects

	Wongsurakiat et al., 2004 
 ADDIN EN.CITE 

[33]

	Thailand
	RCT
	1997-1998 
	Myalgia: 33.9% (21/62)

Headache: 19.4% (12/62)

Fever: 12.9% (8/62)
	Myalgia: 25.4% (16/63)

Fever: 23.8% (15/63)

Headache: 20.6% (21/63)

	Gorse et al., 2003 
 ADDIN EN.CITE 

[34]

	US
	RCT
	1998-1999 
	Dyspnoea: 0.8% (10/1,107)

Pharyngitis: 0.6% (7/1,107)

Rhinitis: 0.5% (6/1,107)
	Pharyngitis: 0.6% (7/1,108)

Dyspnoea: 0.5% (5/1,108)

Rhinitis: 0.4% (4/1,108)

	Chuaychoo et al., 2010 
 ADDIN EN.CITE 

[26]

	Thailand
	RCT
	2006-2007 
	Myalgia: 26.9% (18/75)

Headache: 19.4% (13/75)

Fever: 13.4% (9/75)
	-


n: number of patients; N: number of total patients in study arm; RCT: randomised controlled trial; SD: standard deviation; US: United States

