Table 9. (online only)  Incidence of Adverse Events Occurring in ≥1% of the Study Population
	
	Treatment Group
	

	Adverse Event
	LAIV, %
	Excipient Placebo, %
	Saline Placebo, %
	P*

	Year 1 Dose 1, n
	2127
	546
	527
	

	Fever
	8.9
	9.7
	6.6
	0.158

	URI
	6.3
	6.4
	7.0
	0.810


	Rhinitis
	5.4
	4.9
	5.3
	0.944

	Cough
	3.4
	3.3
	4.2
	0.667

	Otitis media
	1.4
	1.6
	1.3
	0.903

	Bodily discomfort
	1.4
	1.1
	2.1
	0.367

	Bronchitis
	1.2
	1.6
	1.7
	0.499

	Bronchospasm
	1.0
	1.3
	0.8
	0.695

	Pharyngitis
	1.2
	0.9
	1.9
	0.344

	Gastroenteritis
	0.3
	1.3
	0.4
	0.017

	Year 1 Dose 2, n
	964
	484
	1447
	

	URI
	7.0
	8.5
	6.1
	0.181

	Fever
	6.6
	7.0
	6.8
	0.959

	Rhinitis
	5.2
	5.4
	5.0
	0.948

	Cough
	3.2
	4.3
	3.7
	0.546

	Bronchitis
	2.3
	2.5
	2.2
	0.916

	Otitis media
	1.8
	3.3
	1.8
	0.113

	Pharyngitis
	1.7
	1.2
	1.3
	0.738

	Bodily discomfort
	1.6
	0.6
	1.0
	0.293

	Diarrhea
	1.0
	1.2
	1.2
	0.918

	Gastroenteritis
	1.0
	0.6
	1.1
	0.722

	Vomiting
	0.6
	0.6
	1.3
	0.210

	Year 2, n
	1461
	741
	

	Fever
	5.7
	5.3
	0.768

	URI
	5.0
	4.7
	0.835

	Rhinitis
	3.8
	4.0
	0.816

	Cough
	2.8
	2.4
	0.676

	Pharyngitis
	1.4
	1.6
	0.715

	Bronchitis
	1.2
	0.5
	0.173

	Otitis media
	1.1
	1.9
	0.172

	Gastroenteritis
	1.0
	0.6
	0.817

	Bronchospasm
	0.7
	1.2
	0.226


LAIV=live attenuated influenza vaccine; URI=upper respiratory tract infection.

*2-sided Fisher exact test for percentage of subjects over all treatment groups.
