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Curative gastrectomy (D2)

within 6 weeks after ﬂ
surgery

Central Randomization (dynamic balancing)
Adjustment factors : stage*(ll, [lIA, 11IB), Institution

1 1

(0[0)

a1
o

S-1 80-120 mg/day**
4 wks administration with 2wks off
in each course for 12 months

Surgery alone
(No further therapy)

Overall survival (%)

1
ay ey,
I -
1 Fammmmnn:
1
1
: Median follow-up : 3 yrs
HR = 0.68 [0.52-0.87] 1
p = 0.0024 1 3-year OS
(stratified log-rank test) 1 -Sl 80.5%
I - Surgery alone 70.1%
1
1
1 1 l 1 1
VCES)

M Sasako et al: 2007 ASCO-GI
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5-FUci Overall Survival

0,
800 mg/m2, continuous inf, days 1-5 igg —

g 4 weeks | N

CPT-11 + CDDP

(Randomization ﬁ CPT-11 70 mg/m?, div, days 1&15

CDDP 80 mg/m?, div, day 1 I
g 4 weeks 50

S-1 40 mg/m?, po, bid, days 1-28

g 6 weeks
Stratified by (minimization) 0 12 24 36 (months)
“Institution n MST 1yr HR  95%CIL P-value
"PS0/1/2 === 5-FUci 234 10.8M  44.0% - - -
*Unresectable/
q . m==_ CPT-11+CDDP236  123M 52.5% 0.85 0.70-1.04 0.055T 0.05
Recurrence with adjuvant Cx/
Recurrence without adjuvant Cx 234 114M  479% 0.83 0.68-1.01 0.034T  0.025

non-inferiority <0.001  0.025
N Boku et al: 2007 ASCO

5-FUIC¥dSCPT-11/CODPORIEMHNEEIN.
TS- 1 BFlisfROIFE HENGEERINIE




Study Design

Central Randomization
(dynamic balancing)
Adjustment Factors:

® [rstitute

® 75 S-1 alone

® Unresectable vs Recurrent
/ S-1: 40:60 mg EIDifar 28 days gbwks

No prior

A R

Chemo.

S-1 + CDDP

S-1: 40-60mnp BIDfor 21 days gswks
CIBBP: B mafime iv.on day 8

TS- 1 BRBRICHT S

Estimated probability (%)

Overall Survival

S-1 S-1+CDDP

No. of pts 150 148
- MST 1.0 13.0
1yrsunvival 46.7 % 54.1 %

2yrsuvival 153 % 23.6 %

Log-rank p-value: 0.0366
HR: 0.774 [ 95% CI: 0.608 — 0.985]
Median follow-up time (M): 34 6

11.01 |

0 B 12 18 24 30 a6 42 48 54

Months
Narahara H. et al; 2007 ASCO
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(ANEN)

ped | OP-002

S-1 alone IRI-S
No. of pts 160 pts 155 pts
MST 10.5M 12.8M
95% CI 9.4-13.0 10.7 - 15.1
Arm A : S-1 alone (150) 1yr
: 44.9% 52.0%
80mg/m2/day 4W, p.o. 100 survival 372 —
06 weeks % 95% CI 5'2 6 44.1-59.9
80 Log-rank test p=0.2327
o HR: 0.856 [95% CI: 0.663 — 1.106]

Median follow-up time:
S-1alone:10.4M  IRI-S:12.6M

60

50

Randomization

Survival rate(%)

Arm B : IRI-S (150)
CPT-11 80mg/m?, i.v. days1&15 40
S-1 80mg/m?/day days1-21, p.o. 30 S-1 alone
g5 weeks 20 — IRI-S

10

0 6.0 12.0 18.0 24.0 30.0 36.0

Imamura H. et al; 2008 ASCO-GI
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O EF:HIBE : Overall survival

O 28I RBYFTTH IS
1) M BESROREBEEZDIEE
2) MEEE : Response rate (RR)

3) HIERBR4EFHEIE : Progression free survival
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CPT-11

150 mg/m?

i

CPT-11
150 mg/m?2
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r 28HE
day1 day8 day15

—

PTX PTX PTX
80 mg/m2 80 mg/m2 80 mg/m?2




o8 C-18 : TS-1/CPT-114tA%E
T (20fD

r 2184E 1488 ——
day1 day195

TS-18&3 RERAM

TS-10%5=
ARmEIE B52
1 25m2kis 80me/B
CPT-11 CPT-11 1265~15m2k#E 100me/B

80 mg/m? 8O mg/m2 15m2ut 120me/B




C-28 : TS-1/PTXGtBRES
(2081)

r 14HE ~— (HE —

day1 day8

TS-185 RSRAR

TS-1DKRS5E
HERER rS8

1.25m2XK% 80mg/H
PTX PTX 1.25~15m2%k#% 100me/B

50 mg/m2 50 mg/m2  15m2E 120me/B
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