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C R G B B AT IR
r AR IR £ T ey Al
JAH > SERAERIERES
BB ENE  2LRTRET
B E W AE B AR R ARG 4 &R
EHA-

HIR AT E)
RN ) T4 HHAE %
SHE KNS 0 3T
T BT R RAE
ARk 0 i@
SR B AR B 2 AT A
EEARM A AR R
BIMGERZB & -
R

R R R ML AR
FTERBTEF M
M IE R B £ AK
WA R LA
R BB A R R A
WMAREH > 278
B2 REERE
RN R NE
WRAR -
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B

201006022MB

%

%P~ Bk
% 4 B BER
HEy o LB B

G-CSF # R F °
e <4 RIKEE
BOE Ok T
Plerixafor #Z # ¥
4t il =
(0.24mg/kg) X,
Z FH & (20mg)

I Be B Bk &
>5x 10° CD34+
cells’kkg &9 & * A
B <10 N
&9 JE 4T A 4 KK
BB EEY S R
EEXHER

This deviation was
reported as minor
and not expected to

impact the
scientific
FH— soundness of the
The 30 day follow-up visit|study or the rights, ST
occurring 4 days prior to the(safety, or welfare of| "~ ™~ ™ —
protocol specified timelines. human subjects.
Global study team
will  amend the
protocol and add
window period +/-
2 days.
This deviation was
reported as minor
and not expected to
- impact the
A missing visit - the 30 days|scientific
follow-up visit did not occurlsoundness of the B s
prior to the first dose of|study or the rights,| * "~ ™ —
chemotherapy  for subject|safety, or welfare of
10010002 and 10010003. human subjects.
The CRA retrained
study  coordinator
on 21Feb2011.
= . .
Delay in submission of SAE EehISrtiZVIzSOI;lizgi
report for subject 10010003 —|'-P
. . o and not expected to
this subject hospitalized because|.
of pain in the leg on 10 Jan 2011 lmpac.t . the
. scientific
and was diagnosed as
. : soundness of the
progressive disease on ) B
13Jan2010. This condition/*"dY ©OF the rights.
should be recorded as a SAE, safety, or welfa.re of
but was only reported to the human subj§cts.
The CRA retrained
Genzyme study team on study  coordinator
22Feb2011 after I found out on 21Feb2011.

about it.
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A fKE-%Lmu ('}% 17 %)

HEx
No|  #ifémk gi HELH BEFE EEHL
1 | 201001022MB#2 | {7 #&3@ 23 G PR EFA B &5 ik
2 | 201003012MBJ#3 | i B B. 28 EFH AT B &5 iE
. HEE - REFREZTARY
3 | 201003014TB#2 | # #BA R B &% ik
PR HE AR
LREREZ - EHAFH
4 | 201005014MBJ#2 | = B B, 78 B &% E
‘ LE T LS b
#ﬂi‘iaﬁﬂ%i\m
ERER - LM BRAEAT
5 | 201007019MB#2 5 B 5 EGE
FER & J 78 B 3732 Referral Letter 2
#a Sponsor letter
HEE S 2REREEZ - @
6 | 201008010MB#3 | [Ri# % 78 BN
BRELRIHFEAFH
HEE S 2REREEZRME
7 | 201008014MB#1 | 2|33 4 B &4 iE
n 54 K
B ERE LR > WHEENE
8 | 201009020MB#1 | #4# X B & 1% iE
* D RAMER A BN
9 | 201010016MB#1 2 R IHAFH B & 1% iE
HEE S REREEZRH
10 | 201011020MB#1 | ¥ st . WAE £S5 % ~ EQ-5D B &| B &5
~ FACT-LYM M %
HEE S 2REREEZRME
11 | 2011-01-005MB#1 | /& 7 i 28 B &5
ZRE %
HEZ -RXEREE - H
12 08-085-AJ#3 REE X WEL R T RAE F nEA| B &5 E
+
HEEZ S EHAFMAIY
13 09-042AJ#3 A5 8 5 EGE
R o JE 33,98 "
14 96-10-02#9 v AR R IHAFH B & 14 iE
15 97-11-07#4 S24% B R FHEAFM B &5 E
16 98-04-09#4 IR Bk 4% g HEE B B 14 IE
17 98-05-11#6 o AR X I RERZEZHANNA | AEHELE
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NP aRE (H6%K)

No | EHA % ® HELR EEHW
1 | 8% | 98-06-01EB S WBiBGE
2 | TRE | 201006025MB WiBGFE
3 | LR B | 201008018MB % BBHD
4 | ##=z | 201008021MB S BidHD
5 | Z#UF | 201010007MB % WiBFE
6 | #M#% | 201011013MB % BBHD

-~ RuEHRE (14 %)

No | EHA % ® HELR EEHM
1 | #4&8 |201002018MBJ S [) & 4 48 14T
2 | JTEUE | 201002026MB S F) & 4 48 14T
3 | #&8 | 201003014TB o F) & 4 48 AT
4 | AKX | 201003016GB S F) & 4 48 AT
5 | REX | 201004031GB S ) & 4 48 AT
6 | ®EH | 2010050170B S F) & 4 4% 4T
7 | fT42i@ | 201001022MB % 5 R4 84T
8 | &t 96-04-04 g ) & 4 4 3 4T
9 | KA 97-02-04 ug ) R 4 45 S AT
10 | A 97-02-11 g )& 4 4 4T
11| E43#% 97-04-06 g ) R 4 4 3 4T
12 | BRi&AN 97-12-04 g ) & 4 4 4T
13 | A% 98-01-06 o 5 4 4
14 | 241 98-03-04 S B E sk AT
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AN~ B&IEERBRE (X1 F)

EFA % % ELR EEHH
= EF [2010-04-027MB S FlEHE

- BERE (F16 %)

ERHA % R ELR EER/H
VIR 05-066-EJ . RS
2 | BBk 09-007-AJ S FlEsE
3 | FRi%EA 93-07-03J S Bl &z
4 A4 5% 94-05-09 % Bl &R
5 | PR 94-08-03 g FE&E
6 | ERA 95-05-07 S RE%%
7 | HELE 95-11-04 . RS
KR 96-07-07 ug FE&E
RES 96-11-04 S FlEsE
Hi=2 96-11-09 ug BRCES
B 96-12-03 S RS
B R 1% 97-01-06 g B S
B L 97-07-03 g FE&E
FRAIE 98-04-06 S RS
wE A 98-07-03 S FR&%
REF 98-10-09 % FlE&E
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T RREOEYFHFRE (X4 5)

mg/vial)( % 23 %)

No Bt A YL | #E | HA BRE X}

Sucraid(Sacrosidase oral e e

1 |solution 8500 L.U/ml,118 | S & B3¢ |4FEH | 24K % Jrf% ' b SE R

RER SR

ml/bottle)
Diazoxide(proglycem) Fa

2 |Oral Suspension FRARBA | H458 | 90 R B |mRARRE £z RCEL]
50mg/ml, 30ml/btl a3 A
Tepadina®(thiotepa)(15 B A% i .

3 m;vial)( ; , %%)p W wseesn msw| 2m | % iy |ETES

g [CrmustuneBICNOXAO0 o pemnt |2m| 6% | 2 |ewses |[wnas

+— -~ FRRSOP ML (%)

B REHW

16 ~ BEBFEh3R & o

=
o

& TFERLZ =5

17




