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chmp | Alaliomial | ASOUM | BiPhuket
critetia ustralia/SS/ - 3493/7013
(HIN1) 2014(H3N2)

N analysed 59 59 59
PRE-VACCINATION
GMTs 52.7 14.2 91.6
Seroprotection
(=40 Iidil.):n (%) 38 (64.4) 18 (30.5) 41(69.5)
POST-VACCINATION
GMTs 644 275 1012
Seroprotection
(=40 Vi) n (%) >70% 57(96.6) 53 (89.8) 59 (100.0)
POST/PRE
GM of ratios >2.5 12.2 19.3 111
Seroconversion rate or
significant increase rate: >40% 44 (74.6) 48 (81.4) 39(66.1)
n (%)
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61 years or older

CHMP |A/California/|  A/South
o . B/Phuket/
criteria | 07/2009 | Australia/55/
3073/2013
(HIN1) | 2014(H3N2)
N analysed 60 60 60
PRE-VACCINATION
GMTs 34.8 22.6 85.2
Seroprotection (=40 I/dil.) n (%) 28(46.7) 22 (36.7) | 41 (68.3)
POST-VACCINATION
GMTs 269 219 455
Seroprotection (=40 I/dil.) n (%) >60% | 56 (93.3) 54 (90.0) 59 (98.3)




POST/PRE
GM of ratios >2 7.73 9.68 5.34

Seroconversion rate or significant
>30% | 29 (48.3) 38 (63.3) | 27 (45.0)

increase rate n (%)
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A/Michigan/45/2015 (H1N1)pdmO09-like strain 7.5 M
(A/Michigan/45/2015 (H1N1), NYMC X-275) HA*
A/Singapore/INFIMH-16-0019/2016

(H3N2)-like strain 7.5 Mg

(A/sSingapore/INFIMH-16-0019/2016 (H3N2), HA**
IVR-186)

B/Colorado/06/2017 - like strain 7.5 B
(B/Maryland/15/2016, NYMC BX-69A) HA**
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i 7% ;% ( Phosphate Buffered Saline solution; PBS): Sodium
chloride - potassium chloridedisodium phosphate dihydrate ~
potassium dihydrogen phosphate -~ water for injection -
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E#(18 3 60 fh )\ FEEFT R T T (S ~7fé}';544f{ I

e L 32 i (GMTs) ~ A iv T 352 v+ & (GM of Ratios) ~ =
# % # F (Seroprotection Rates) & & #F # # F
(Seroconversion Rates)z. & % F Jis~ 17

18 to 60 years

CHMP | A/California/ A/South

L ) B/Phuket
criteria 07/2009 Australia/55/
/3073/2013
(HIN1) | 2014(H3N2)
N analysed 59 59 59
PRE-VACCINATION
GMTs 52.7 14.2 91.6
Seroprotection
) 38 (64.4) 18(30.5) 41(69.5)
(=40 I/dil.):n (%)
POST-VACCINATION
GMTs 644 275 1012

Seroprotection

, S70% | 57(96.6)
(240 Iidil.) n (%)

53(89.8) | 59 (100.0)

POST/PRE
GM of ratios >2.5 12.2 19.3 111
Seroconversion rate or

significant increase >40%
rate: n (%)

44(746) | 48(81.4) 39(66.1)
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EEE(BL A& 6L R )OSR R S 2 fhpd
th2 e T 393 (GMTs) ~ & e L 3asc i vt 5 (GM of
Ratios) ~ i 7 %3k 5 (Seroprotection Rates)g? « 3% 5
(Seroconversion Rates)z. # # & J&~ 17

61 years or older

I A/South
CHMP Ag;g&gm Australia/55/ | B/Phuket/
criteria (HIND) 2014 3073/2013
(H3N2)
N analysed 60 60 60
PRE-VACCINATION
GMTs 34.8 22.6 85.2
Seroprotection 28(46.7) 22 (36.7) 41 (68.3)
(=40 I/dil.) n (%)
POST-VACCINATION
GMTs 269 219 455
Seroprotection >60% | 56 (93.3) 54 (90.0) 59 (98.3)
(=40 I/dil.) n (%)
POST/PRE
GM of ratios >2 7.73 9.68 5.34
Seroconversion rate
or significant increase| >30% | 29 (48.3) 38 (63.3) 27 (45.0)
rate n (%)
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