Safety 
To monitor for incidence of adverse events (AE) and serious adverse events (SAEs) in children receiving LAIV, with the following sub-analyses:
•	AEs occurring up to 72 hours after LAIV in participants with a history of atopy / asthma / recurrent wheezing, compared to non-atopic participants.
•	Wheezing / asthma symptoms in subjects given LAIV who have a past medical history of asthma or recurrent wheeze in the 4 weeks prior to vaccine administration vs the 3-4 week period after LAIV.
SAEs
There were no serious adverse events in the 164 cases giving a rate of 0/164 (upper 95% CI 2.2% ). This is 0/116 (upper 95% CI 3.1% )for those with atopy and 0/48 in those without (upper 95% CI  7.4% ).
Documented AEs on the telephone follow-up by Atopic status
In the Atopy group 51/116 (44%) had a reaction documented compare to 12/48 (25%) in the non-atopy group (p=0.034). The reactions and causality are listed below.
	symp_cat
	Possible
	Probable
	Unlikely
	Total

	Palmar spots
	0
	0
	1
	1

	cough
	0
	2
	0
	2

	eczema flare
	1
	0
	0
	1

	fever
	2
	1
	1
	4

	fever/headache/rhinitis
	0
	1
	0
	1

	fever/vomit
	0
	0
	1
	1

	headache
	1
	0
	0
	1

	headache/rhinitis
	0
	1
	0
	1

	itch
	0
	0
	1
	1

	lethargy/ache
	2
	0
	0
	2

	nasal congest (pre)
	0
	0
	1
	1

	rhinitis/eczema
	0
	1
	0
	1

	rhinitis/rhinorrhoea
	5
	14
	0
	19

	sneeze
	2
	0
	0
	2

	viral symp / urti
	6
	7
	0
	13

	Total
	19
	27
	5
	51



	symp_cat
	Possible
	Probable
	Unlikely
	Total

	fever
	2
	0
	0
	2

	hyperglycaemic
	0
	0
	1
	1

	lethargy/ache
	1
	0
	0
	1

	rhinitis/rhinorrhoea
	0
	5
	0
	5

	viral symp / urti
	3
	0
	0
	3

	Total
	6
	5
	1
	12




Asthma control
Among those with Asthma 3 reported seeing a doctor and 1 went to hospital (not admitted). 
In the younger group the difference in asthma control after vaccination compared to before is shown below.  10 got worse and 18 improved (p=0.18).
[image: ]

In the older group the difference in asthma control after vaccination compared to before is shown below.  13 got worse and 14 improved (p=1.00). 

[image: ]

Asthma control therefore was similar before and after.

Comments
[bookmark: _GoBack]The safety profile was good with no evidence of nasal symptoms getting worse (in fact they improved), no change in Asthma control and no serious AEs. The atopy group had more AEs than the non-atopic on the telephone follow-up, although this may reflect background differences in AEs in this group.
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      Total           42      100.00

                                                

          6            2        4.76      100.00

          5            1        2.38       95.24

          4            2        4.76       92.86

          3            7       16.67       88.10

          2            4        9.52       71.43

          1            2        4.76       61.90

          0           14       33.33       57.14

         -1            5       11.90       23.81

         -2            3        7.14       11.90

         -3            1        2.38        4.76

         -4            1        2.38        2.38

                                                

        dif        Freq.     Percent        Cum.
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      Total           36      100.00

                                                

          8            1        2.78      100.00

          4            3        8.33       97.22

          3            3        8.33       88.89

          2            4       11.11       80.56

          1            3        8.33       69.44

          0            9       25.00       61.11

         -1            2        5.56       36.11

         -2            4       11.11       30.56

         -3            2        5.56       19.44

         -4            1        2.78       13.89

         -5            1        2.78       11.11

         -7            1        2.78        8.33

         -8            1        2.78        5.56

        -11            1        2.78        2.78

                                                

        dif        Freq.     Percent        Cum.


