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ERE Aug 2011)The MRI schedule and imaging

%) parameters did not comply with the protocol and

ICON manual at the visit of FUPO0l1. The
radiologist explained that the MRI exam was taken
during the hospitalization period of the subject and
the department has not mentioned that he is a
subject of the study. The sequences are
T2-Tse-Tra-F1L, T1l-se-tra, T2-FLAIR-P2-tra,
tl-se-r-tra-ce, tl-se-r-cor-fs-ce and tl-se-r-sag-ce
instead of following the ICON manual which are
Axial TSE Ts, Axial Flair, Axial T1, Axial Gd-T1
and 3D Gd-Coronal T1.

z;é?‘f 20030012 %% i £ 4= : 20030012 (04

Jan 2010) There is no complete blood count (CBC)

test done within 72 hours prior to treatment cycle of
TMZ in week 11 and 19.Central lab was done for
toxicity check yet the sampling time is not within
the allowable range as stated in protocol. Central
lab data was reviewed prior to dosing.

% H 20030016 % im 4 4= : 20030016 (15
Mar 2010)There is no complete blood count (CBC)
test done within 72 hours prior to treatment cycle of
TMZ in week 11, 15, 19, 23, 27 and 31. Central lab
was done for toxicity check yet the sampling time
iIs not within the allowable range as stated in
protocol. Central lab data was reviewed prior to
dosing.




. 5 20030021 % i £ 4o 0 20030021 (26
Apr 2010)There is no complete blood count (CBC)
test done within 72 hours prior to treatment cycle of
TMZ in week 11. Central lab was done for
toxicity check yet the sampling time is not within
the allowable range as stated in protocol. Central
lab data was reviewed prior to dosing.
%+ H 20030023 % i 4 4o 1 20030023 (03
May 2010)There is no complete blood count (CBC)
test done within 72 hours prior to treatment cycle of
TMZ in week 11, 15, 19, 23, 27 and 31. Central
lab was done for toxicity check yet the sampling
time is not within the allowable range as stated in
protocol. Central lab data was reviewed prior to
dosing.
% H 20030025 % im £ 4= 1 20030025 (02
Aug 2010)There is no complete blood count (CBC)
test done within 72 hours prior to treatment cycle of
TMZ in week 11, 15, 19, 23, 27 and 31. Central
lab was done for toxicity check yet the sampling
time is not within the allowable range as stated in
protocol. Central lab data was reviewed prior to
dosing.
% % H 20030031 # 5% W £ 4 T 1 20030031
(180ct 2010)There is no complete blood count
(CBC) test done within 72 hours prior to treatment
cycle of TMZ in week 11, 15, 19, 23, 27 and 31.
Central lab was done for toxicity check yet the
sampling time is not within the allowable range as
stated in protocol. Central lab data was reviewed
prior to dosing.
% 3 H 20030034 35 i £ 40T 1 20030034
(13Dec2010)There is no complete blood count
(CBC) test done within 72 hours prior to treatment
cycle of TMZ in week 11, 15, 23 and 27. Central
lab was done for toxicity check yet the sampling
time is not within the allowable range as stated in
protocol. Central lab data was reviewed prior to
dosing.
%3 H 20030040 % im £ 4= 1 20030040 (21
Mar 2011)There is no complete blood count (CBC)
test done within 72 hours prior to treatment cycle of
TMZ in week 11, 15, 19, 23, 27 and 31. Central lab
was done for toxicity check yet the sampling time
is not within the allowable range as stated in
protocol. Central lab data was reviewed prior to
dosing.
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