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(Summary)

Objective : Varicella is one of the most common in-
fectious diseases in childhood and it is a severe burden
for children and their parents. However, the reality of
outbreak is unclear for day cares in Japan which accept
children from 6 months to 6 years old.

Methods : To survey varicella outbreak at day cares
and opinion of their staff about varicella and varicella
vaccine, we sent out questionnaires for the day cares in
Japan.

Results : Sixty-eight per cent of varicella patients
were aged 2 and under. There were varicella outbreaks
in the 72% of the institutions in the past 5 years.
Forty-one per cent of the staff answered that varicella
is a disease in which people should have been infected
during their childhood. The primary reason why the im-
munization rate of varicella vaccine is so low (about 30%
in Japan) is because of its high expense (approximately
$100 in Japan) .

Conclusion : Without of any doubt, Varicella infec-
tion is a serious problem at day cares in Japan. The only
solution to this problem is vaccinacion. To improve the
vaccination states, it should be considered as routine

vaccination.

(Key words)

chickenpox, day care, varicella vaccine, questionnaires
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Clinical Evaluation of an AS03-adjuvanted Pandemic Influenza HIN1 2009
Vaccine in Children

Akihiko Saitoh”, Shinobu Tamura”, Akira Nagai”, Nao Tsuchida®,
Mayumi Sako”, Takanobu Maekawa”, Naohisa Yahagi®, Ping Li®,
David W Vaughn?, Francois Roman® and Tatsuo Kato®
"Division of Infectious Diseases Department of Medical Specialties, National Center for Child Health and Development
?Vaccine Clinical Development, GlaxoSmithKline K.K
9Department of Interdisciplinary Medicine, National Center for Child Health and Development
“Division of Clinical Research, National Center for Child Health and Development

9Global Clinical Research & Development, GlaxoSmithKline Biologicals

“National Center for Child Health and Development

Objectives : A clinical evaluation of a pandemic influenza HIN1 2009 vaccine adjuvanted with a toco-
pherol containing oil-in-water emulsion adjuvant system (AS03) was performed in Japanese children aged 6
months to 17 years.

Subjects and Methods : This ongoing Phase II, open-label study was conducted to assess the immuno-
genicity and safety of two doses of a monovalent influenza vaccine containing the A/California/7/2009 HIN1
strain hemagglutinin antigen, adjuvanted with AS03. Children aged 6 months to 9 years (Group A ; N=230) re-
ceived half of the adult dose of antigen and adjuvant and children aged 10—17 years (Group B : N = 30) re-
ceived the adult dose formulation. Antibody titers against the HIN1 vaccine antigen were measured by
hemagglutination-inhibition assay before (Day 0) and 21 days after vaccination (Day 21). Immunogenicity was
evaluated according to the US and European licensure criteria for pandemic influenza vaccines. This prelimi-
nary report presents the immunogenicity and safety data 21 days after the first dose of the vaccine.

Results : At Day 21, the licensure criteria for immunogenicity of this pandemic influenza vaccine were ful-
filled in both groups. In Group A the seroprotection rate (SPR) and seroconversion rate (SCR) were both 100%,
and pre- and post-vaccination GMTs were 6.2 and 2131, respectively. In Group B the SPR and SCR was 100%
and 93.3%, respectively, and pre- and post-vaccination geometric mean titers (GMTs) were 15.7 and 363.6, re-
spectively. In all age strata, pain at the injection site was the most frequently reported solicited adverse event
from the day of vaccination and for 6 subsequent days. The majority of solicited symptoms were transient, and
mild or moderate in severity. Fever was reported by 9 subjects. No serious adverse events were reported.

Conclusions : A single dose of the pandemic influenza HIN1 2009 vaccine was highly immunogenic and
well-tolerated in the study population of Japanese children aged from 6 months to 17 years.
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