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Canada
United States
The Netheriands
United Kingdom
Sermany
Australia
Spain
France
New Zs land
Belgium
lceland
Italy
israel
Repubic of Korea
Ireland
Austria
Portugal
Switzerland
Greece 124
Hungary 118 ——
Denmark 115
Russia 115
Chile 118
Japan 109
Finland 101
Argentina 101
Brazil - 100
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Slovak Republic
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Hong Kong
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Costa Rica
Tunisia
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Algeria
Columbia
Mexico
Morocco
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STUDIES AND CHMP CRITERIA FOR
B IN HEALTHYAABUI

Mean folc
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GIEVIPicritena

A/HINL . 84% YES
AJH3NZ -"EBS % 46 % 3,4
B - T5% 43 % 3,3
EVERINEESSE | 86 % 56 % 4,7 YES
VRIS 82 % 50 % 3,6
B = |  86% 68 % 4,2
IV | 84 % 72 % 3,5 YES
- A/ SR ) - S0 42
72 % 62 % 3,0
84 % 47 % 3,4 =S
e — —A/HBN2 84 % 46 % 3,1
= = o 79 % 49 % 3,4
—2002 A/AAINGL 88 % 62 % 3,3 YES
| A/HBN2 90 % 66 % 3,9
B 80 % 54 % 3,9
A/HINL 72 % 46 % 3,38 =
A/HBNZ 76 % 54 % 2,56
B 86 % 48 % 3,68
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ANNUEUABERIDATE STUDIES ANE CHMP CRITERIA FOR

VIMUNOGENECITY OF VALAB IN ELDERILY:
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strain (sub-) . erocon Mean folc
0 /1ncreasguials ! e 1G5ER;
- - __'_ -
GHVPicHiteria —
.__ )G 0 . S
AZHINA g ' 32 % YES
AJHZNZ R : 38 % 2,8
B - 31 % 3,1
AZHINL = = S 36 % 2,9 YES
AZHINZ e A 44 % 2,7
e 58 % 4,0
44 % 2,6 YES
52 % 2,8
56 % 2,8
40 % 2,9 YES
S i N 69 % 38 % 2,8
- BT o 70 % 41 % 2,7
—200Z = = V/EFI ! 72 % 38 % 3,1 YES
| A7HBNZ 82 % 36 % 3,2
B 88 % 44 % 3,9
A/HINL 72 % 36 % 3,29 YES
A/HBNZ 70 % 32 % 3,07
B 84 % 38 % 3,16
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Influenza megbetegedések kumulativ incidencia hanyada az oltottak
és oltatlanok csoportjaban
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Plasmids expressing
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Immunogenecit

H5N1 antigen
A NIBRG-14 - 92 ug
total virus protein/dose N
(approx. 30 g HA) [~
031mgAl  ——
(in AIPO, fo

=—

= i 1 160 320 320 5
FLUVAL AB
Control vaccine 2 320 320 320 5

FLUVAL A8
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Immunogenecit Jlinea pigs

H5N1 antigen
A NIBRG-14 - 92 ug
total virus protein/dose

=

~“eontrolvaccine i 160 320 320 5
FLUVAL AB
Control vaccine 2 320 320 320 5

FLUVAL A8
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> ig wrr\ it serological tests for
mocx w pIvaccine based on WHO
e O)f mendatlon to obtain data
-@ t e new active Ingredient of
ﬁwe vaccine in consideration of
lack of available data
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SWoltntary enrollme

(f*/ /5 @n criteria:
S -dlseésed condition with fever,
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= :-—;_4_,_ °]Dregnancy,

_ :.O*allergy to egg proteins or to one of the component
of the vaccine
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— olled eJJJJoJA flzalify Voltgfeeirees IROEIGOES
ENEcording, medical examination and' blood
m)hmﬁa |mmunolog|cal tests oni the day: 0.

Relglel ge t'is carried out for exclusion of gravidity
ZLLAlOA) ; vomen, younger than 60, since gravidity is
-r;r*':w Usion criteria. On the day 21 medical

== examination and blood sampling is performed for
ll'E..—-

._-
—-—-‘

—— = |mmunolog|cal tests.

—
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e On the day 90 and 180 medical examination and

—

: ~ blood sampling carried out to check possible side
effects and for iImmunological tests.
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IHENGlIeWING Serolog) a'a§§§85me”t3. -Wi” e

oerrormed clflcl 0] e O HENESSESSMENtS
spiotifel r eet the Indicated requirements:

Nugge of 'SEroconversions or significant

Ifle rr»f.e in antihaemagglutinin antibody
JE"‘” '40%

'_'_f‘ “=' n geometrlc increase >2.5

= 'he proportion of subjects achieving an HI
- titre = 40 should be > 70%
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Immunization Personal ‘
Code

A/NIBRG-14 |

92 ug total
Virus

protein/dose

(approx. 30 g :

: __-" 5

5

5

5

5

- 5
_:_F_._':_-_—— = n 015 5 40
— = = 016 5 40
. 017 5 80
018 5 80
019 5 40
020 5 40
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The proportlon of subjects achieving an HI titre >
- 40 should be > 70%
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—E-* . _: ‘s Data evaluation after endpoint (days 180) of
— clinical trial
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