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1. £ PF Az % visit window :
(1) = ¥4 004-00072 > 004-00081 : The visit 3 was
out of visit window.
(2) % 3% 004-00065: : The visit 6 was out of visit
window.
(3) = ¥ 004-00012 - 004-00030 - 004-00037 - -
The visit 7 was out of visit window.
F o RE T3 (T2 g0 & visit window poAF
JIZw %5 FuiE & o
2. = 3 4 004-00024 ~ 004-00025 - 004-00026 -
004-00029 ~ 004-00031 ~ 004-00033 ~ 004-00034 -
004-00035 ~ 004-00036 ~ 004-00036 ~ 004-00037 -
004-00040 ~ 004-00048 ~ 004-00057 ~ 004-00059 -
004-00060 ~ 004-00061 ~ 004-00066
The investigator has fully explained the importance
of blood sampling at visit 7 ; however the parents still
refused blood sampling for visit 7.
3. Received restricted use therapies during the study
period
(1) Subject 004-00010 received MMR and JE-CV
vaccination on Visit 1. The varicella vaccination
was given after the last procedure at Visit 3
(21-Dec-2010). The interval between the last
trial vaccination date and Visit 3 was 41 days.
(2) Subject 004-00027 received JE-CV vaccination
on Visit 3. The varicella vaccination was given
after the last procedure at Visit 5
(22-Mar-2011). The interval between the last
trial vaccination date and Visit 5 was 41 days
(3) Subject 004-00031 received MMR and JE-CV
vaccination on Visit 1. The varicella vaccination
was given after the last procedure at Visit 3
(01-Mar-2011). The interval between the last
trial vaccination date and Visit 3 was 41 days
4. Received Non-authorized therapies during the study
period
(1) Subject 004-00051 : This subject took Tamiflu
on 23-Jan-2012 ~ 28-Jan-2012 due to influenza.
(2) Subject 004-00044 has taken Kidsolone during
08Dec2011 ~ 22Dec2011 - and the treatment was
Non-authorized therapy according to the
protocol.
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