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Removal of any Concentration
nasal contaminants (1 mg/ml of total protein)
Nasal wash
in 100 ml saline
unit Total protein IgA IgG
Nasal mucus * 0.24+0.11 [monome.ric]
57 mg/ml 15.33+9.1 1.97%1.49 [polymeric] 0.79%0.84
(n=57) (Total; 2.21)
Standardized concentration mg/ml 1mg/ml 0.217mg/ml 0.06mg/ml

of NW (n=10)

* Kurono Y, and Mogi G. Ann Otol Rhinol Laryngol 1987, 96:419-24

Experimental design & schedule -1

Vaccine; Inactivated whole virion vaccine
A/Victoria/210/2009 (H3N2) [2010/11season]
X-187 (45 pg HA/dose)
250 ul /nostil

Subjects; 50 healthy adults

Schedule; Intranasal administration
(250 pl in each nostril, 45 pug HA/500 pl)
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Neutralization (NT) titer

Serum, Nasal wash Hemagglutination Inhibition (HI) titer
HA-specific IgG and IgA ELISA antibody titer

With permission of the Ethical Committee of NIID




Hemagglutination Inhibition titers

Serum Nasal wash
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Volunteer study for A/H3N2 intranasal vaccination
Summary of HI titers
HI Ab responses
Criteria for serum
HI antibody Serum Nasal wash
in EMA
(Day 0) (Day 42) (DayO0) (Day 42)
Geometric mean titer (GMT) No std 16.2 68.8 12.4 38.8
Mean geometric increase 525 4.25 313
(post-GMT/pre-GMT) ) ’ ’
Conversion rate or 20/46
Significant increase > 40% 43.5% —
(= 4-fold increase) (28.5 -58.4)
) 13/46 35/46
Protection rate > 70% 28.3% 76.1% _ _

(titer; > 1:40) (147-41.8)  (63.2-88.9)




Neutralization titers

Serum Nasal wash
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vs A/Sydney/05/97 GMT; 160.0 mm)p 233.2 GMT; 23.0 mm) 487

Experimental design & schedule - II

Vaccine; Inactivated whole virion vaccine
Highly Pathogenic Avian Influenza A/Indonesia/5/05 (H5SN1)
IBCDC-RG2 (45 pg HA/dose) with or without CVP
250 pul /nostril

Subjects; 63 healthy adults
Schedule;

Intranasal administration
(250 pl in each nostril, 45 pug HA/500 pl)
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Neutralization (NT) titer
Hemagglutination Inhibition (HI) titer
HA-specific IgG and IgA ELISA antibody titer

Serum, Nasal wash

With permission of the Ethical Committee of NIID
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Neutralizing Ab responses

pre post pre post
Geometric mean titer (GMT) (<5'100) 164.5 (<5'100) 84.8
Mean geometric increase
(post-GMT/pre-GMT) 32.9 170
Conversion rate or 22/25 20/24
Significant increase 88.0% 83.3%
(= 4-fold increase) (74.3-101.7) (67.3-99.4)
Neutralizing Ab titer; zgloz; :g/:;
> ° o (] . (]
21:40 (74.3 -101.7) (67.3-99.4)
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