Table 8. (on-line only) Incidence of Reactogenicity Events

	
	Treatment Group
	P*

	
	LAIV, %
	Excipient Placebo, %
	Saline Placebo, %
	All†
	Placebos‡

	Year 1 dose 1 
	
	
	
	
	

	Runny nose/nasal congestion
	71.1
	68.2
	68.9
	0.314
	0.841 

	Cough
	50.3
	53.9
	58.2
	0.004
	0.187 

	Irritability
	28.0
	26.8
	28.4
	0.818
	0.576 

	Decreased appetite
	27.6
	28.6
	25.4
	0.492
	0.260 

	Antipyretic use
	19.9
	20.7
	21.6
	0.649
	0.759 

	Decreased activity
	18.3
	18.7
	17.0
	0.741
	0.514 

	Fever
	17.2
	17.0
	16.2
	0.872
	0.733 

	Vomiting
	17.0
	18.2
	13.9
	0.146
	0.073

	
	
	
	
	
	

	Year 1 dose 2 
	
	
	
	
	

	Runny nose/nasal congestion
	64.2
	62.0
	61.8
	0.445
	0.957 

	Cough
	49.3
	49.4
	50.1
	0.909
	0.791 

	Irritability
	22.3
	20.4
	20.5
	0.540
	1.000 

	Decreased appetite
	25.1
	20.6
	21.3
	0.061
	0.795 

	Antipyretic use
	18.3
	16.4
	15.8
	0.279
	0.772 

	Decreased activity
	13.0
	13.0
	12.9
	0.994
	0.937 

	Fever
	19.6
	15.7
	16.7
	0.116
	0.664 

	Vomiting
	14.6
	13.3
	14.7
	0.751
	0.496

	
	
	
	
	
	

	Year 2 
	
	
	
	
	

	Runny nose/nasal congestion
	54.6
	55.4
	0.750

	Cough
	41.6
	42.8
	0.614

	Irritability
	17.6
	18.5
	0.595

	Decreased appetite
	18.5
	18.3 
	0.907

	Antipyretic use
	13.2
	14.0 
	0.641

	Decreased activity
	11.5
	12.8 
	0.402

	Fever
	12.4
	13.2 
	0.631

	Vomiting
	9.5
	9.0
	0.755


LAIV=live attenuated influenza vaccine.

*2-sided Fisher exact test.

†Null hypothesis is that all 3 proportions are equal.

‡Null hypothesis is that the proportions for excipient placebo and saline placebo are equal.

