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@ Introduction

ST 1st-line

0 Paclitaxel

O Paclitaxel
Thymidine phosphorylase TP

TP Doxifluridine (5’-DFUR)
Paclitaxel
0 Paclitaxel 5-DFUR

O

44" Annual meeting of JASC 2006; 0OS135-1




| Paclitaxel/5’-DFUR
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Paclitaxel Paclitaxel 40 mg/kg on day 1
40 mg/kg : 5'-DFUR 82 mg/kg on days 1-21
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TP level on day 8 (units/mg protein) Days after treatment start

Sawada N et alOncol Rep.14(1).53-7,2005




Paclitaxel Docetaxel

21.2%

23.4%
22.2%

189.7day
238.7day

303day
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Paclitaxel/5’-DFUR

O Primary endpoint
Response rate (RR)

O Secondary endpoints
Overall survival OS
Progression-free survival (PFS)
Time to treatment faillure TTF
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@% Inclusion Criteria
O
O

O 240 75

O ECOG Performance Status (P.S.) 0-2
O RECIST

O

Exclusion Criteria

( )
Paclitaxel 5-DFUR
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B8 Treatment schedule

Day 1

Paclitaxel 80 mg/rpv2

days 1, 8

po.

days 1-14

Repeat every 3 weeks
PD
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Registration

35 |2003 9 2005 3
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[ §): . . J
Patient characteristics

(N=35)

adjuvant/advance

advance TS-1

16/24/8/3/4/2
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@ Adverse Events Grade 3

NCI/-CTC ver. 2.0, Japanese transiated, JCOG edjtion

n=35 Grade 3 Grade 4 Grade 3
Leukopenia 4 11.4%
22.9%
17.1%

8.6%
8.6%
2.9%
2.9%
2.9%

Neutropenia

Anemia
ALP

Anorexia

Fatigue

Neuropathy

Febrile neutropenia

P P PP OWWO O®

Infection with grade 3
or 4 neutropenia

2.9%
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®% Response rate

n=33

PR SD PD NE % PR+ SD %

6 15 10 2 182% 636 %

RECIST JCOG

(1-20)
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n-free survival (PF

n=33
median PFS : 119 days
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g Overall Survival (OS)

1.0 -
n=33

0.8 4 median OS (MS)T) : 321 days
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0.2 -
TS-1 MST : 620 days n=27

O 2 4 o6 8 10 12 14 16 18 20 22 24 26

Days after registration (month)
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@ @f tche @aﬂems; according to

1.0

| SD: MST : 528 days n=15
PD: MST : 158 days n=10
0.8+ || (after TS-1 monotherapy)

0N

0.4+

=>
e
=
®©
O
@)
Pl
al

1 SD
' PD

0.2-

0 — -
O 2 4 6 8 10 12 14 16 18 20 22 24 26

Days after registration (month)

44" Annual meeting of JASC 2006; 0OS135-1




2M_line

weekly paclitaxel (WTXL)

OGSG0302

Mizutani S

regimen

wTXL/
5’-DFUR

wTXL/
5’-DFUR

33

16

34

37

34

Prior
chemotherapy

S-1/CDDP

S-1/
+=CDDP

S-1
pretreated

>1 prior
regimen

RR

MST
from 1st-line

23.1%

6.9%

17.0%

23.5%

205day

232day

218day

181day

524day

436day

463day
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n=24. 72.7 %

CPT-11
n=7r7

O
G
S
G
0)
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MST 210day

BSC or
n= 9 (27.3%)
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n the treatment of Gastric Carcinoma.

Iksliie— %nd e wﬂr

Taxol + 5°-DFURN CPT-11 + (X)
or or
CPT-11 + (X) Taxol + (X)
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@\% Conclusions

O T7TS-1 Paclitaxel/5’-DFUR

O 18.2% disease control (PR+SD) rate 63.6%
O PFS 119 MST 321 2

MST 620

PR, SD
72.7% (24/33)

(17 ) MST 493
O Grade3 ' 8
6 ; ' 3 3
O
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