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Abstract

Japanese encephalitis (JE) is one of the important viral encephalitis in Thailand. The
Ministry of Public Health included Japanese encephalitis vaccine (JEV) in the EPI program in
the year 2000. About 3 million doses of JEV are used annually. Therefore, the Government
Pharmaceutical Organization (GPO) needed to increase the production of mouse brain
derived JEV (killed vaccine) by changing the viral strain from Nakayama-NIH to Beijing strain,
so doubling vaccine production. The objective of the study was to evaluate immunogenicity
and adverse reactions for the Beijing-strain JEV produced by the GPO in healthy Thai
children aged 1-2 years. These children had no history of previous JEV and their parents
siened informed consents.

Three hundred (300) children were randomized into 3 groups; Group A (150 children)
received Beijing-strain JEV produced by the GPO, Group B (75 children) received Nakayama-
strain JEV produced by the GPO, and Group C (75 children) received JEV produced by BIKEN,
Japan. Each child had 3 injections of JEV. Dose 2 and dose 3 were 7-14 days and 1 year after
dose 1, respectively. Four blood samples were drawn on the day of dose 1 then at 1 month,
1 year and 1 year and 1 month, after dose 2 for neutralizing antibody determination.

One month after dose 2, all children in Groups A and C had seroconverted, whereas
95-97% of children in Group B had seroconverted. The geometric mean titer for Group A was
lower then Group C (except 1 month after dose 3), and higher than Group B which were
statistically significant differences.

The adverse events that occurred in 296 children after dose 1 (7 days), 291 children
after dose 2 (4 weeks) and 273 children after dose 3 (4 weeks) did not differ between Groups
A, B & C. Local adverse events were pain, erythema and swelling; systemic adverse events
were fever, vomiting and nausea. These adverse events were mild and transient.

In conclusion, the Beijing-strain JEV produced by the GPO is immunogenic and causes

mild and transient adverse events, like other JEV used in Thailand.
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