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Abstract

AlIM:To evaluate the long-term protective efficacy following
a large scale immunization with a live attenuated hepatitis
A vaccine (the LA-1 strain) and immune persistence of the
vaccine with different immunization schedules.

METHODS.A randomized controlled double-blind study was
conducted in 212 985 children between 1.5 and 10 years
of age from 8 counties in Guangxi province (10 0735 in
vaccine group and 112 250 in control group). Vaccine group
was received one dose of HAV vaccine of 1087 TCIDs,
(LA-1 strain, China). Surveillance of the incidence of hepatitis
A in the two groups was started 1 month after vaccination.
To evaluate the persistence of antibodies, 156 children of

6-9 years old with hepatitis A antibody negative were divided
into 3 groups with equalities in age and sex. Group A was
given one dose of the vaccine, Group B and C were immunized
according to 0,6 and 0,12 schedules respectively. During
follow-up of every individual, the blood specimens were
collected at 6, 12, 24 and 36 months after immunization in
Group A and 12, 24 and 36 months after first dose and 1
month after second dose in Group B and C. Anti-HAV levels
were expressed as GMTs in mIU/ml by serial immunoglobulin
dilutions (WHO standard) and HAVAB-Imx kit (Abbott Lab, USA).

RESULTS:During a follow-up for 36 months, 71 cases of
symptomatic HAV infection were found in the control and
2 in the vaccine group (63.25/10° vs 1.99/106 respectively).
The protective efficacy was estimated at 96.85 % with 95 %
lower confidence limit of 92.4%. The antibody positive
rate in Group A after 6-24 months was 88.6-91.4 %, the
GMT was 105-106 mlU/ml, but each of those decreased
t0 80.0 % and 99.20 mlU/ml after 36 months. GMT reached
to the top in Group B and C1 month after the second dose,
1 024.63 mlU/ml and 3 463.21 mlU/ml respectively. But
during the time from top GMT to 24" month, the GMT of
Group B and C decreased rapidly to about 59.4 % and 83 %
respectively, and it continually declined slowly at 36" month
to 459.68 mIU/ml and 506.23 mlU/ml, which were 6 %
and 15 % lower than that at 24" month. It showed that
the antibody level in Group B and C after 2 doses were
significantly higher than that in Group A from beginning to
end, at 36" month the GMT of Group B and C were 4.6
times and 5.1 times to that of Group A, and the antibody
positive rate (97 %) was higher than that of Group A (80 %)
at the same time.

CONCLUSION:A single dose of live attenuated hepatitis A
vaccine can come into being high and persistent protection
against hepatitis A. Booster dose induces an immune
response which persists for at least three years in 97 % of
the subjects. The high GMT still present at month 36 predicts
a long-term persistence of antibody.
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