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Phasel (99/04/22~00/02/25, n=14)
s.i.d TAS-102 14days
day1 day8 day15
Phasel (00/04/06~02/05/10, n=24)
sid TAS-102 2days TAS-102 2days
5days rest sdays rest
day1 day8 day15
Phasel (00/06/22~03/06/06, n=39)
. TAS-102
s.i.d 5days 16days rest

day15

(03/05/19~04/10/15, n=19)

Phase |

TAS-102
5days

TAS-102
5days

2days
rest

Jd.d

day8

Phasel (03/04/23~04/05/12, n=15)
tid TAS-102 2days TAS-102 2days
5days rest Sdays rest
day1 day8 day15

7days rest

NPhaselD7i1]

Next
course

day22

14days rest Next
course
day22 day29
(06/03/03~07/07/05, n=21)
Next I EAPIN
course

day22

Next
course

day29

14days rest

day22

14days rest Next
course
day22 day29
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(n=21) (n=19)
. 38-68 /X 32-73 1%
" |Ave. : 59.0 & Ave. : 53.8 &

0:16 0:0
PS. [1:4 1:18

21 2.1

2-6 regimen 2-9 regimen

BEEE |Ave. : 3.3 regimen Ave. : 5.6 regimen

Median : 3 regimen

Median : 5 regimen
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Colorectal : 85.7%

Breast : 100%
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Level 3DFREDIFICHWT, DLTHARIRETICERESHKRT Uicics,
Level 30w AMAE (MTD) . Level 3O7# / 9fflIc RIF /R BAMHED
mobnfcc e s, HEAE (RD) [£50mg/m2/dayll R7E.

Level 1 80mg/m2/day 361
345
Level 2 60mg/m2/day
BN 241
3651
Level 3 50mg/m?/day IENN 361 MTD / RD
BN 351
< O R E e ETIE = oG]
Level 2 60mg/m2/day S&hn 2 (ESMEZEFE)
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Level 5SOLZEMEDIERNS, Level 6 TIEMTDAFEH S B AIEEED F L
CEDRE, FDi=6, Level 6ADEITIEITIOT, MTDIEEREE RDIE
70mg/m?/daylSRE, (IRZEUFTMEZER | Level 6AN\DBITIFXHERE

DLEEENSTFRL <ERW)

J

Level 1 30mg/m?/day

Level 2 40mg/m?/day

Level 3 50mg/m?/day

Level 4 60mg/m?/day

Level 5 70mg/m?/day

3151

& 361

361

341

3151

3651

BN 341

RD
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Estimated Probability( %)

Response Level 1 Level 2 Level 3 Level 4 Level 5 Total
n=6 n=3 n=3 n=3 n=6 n=21
CR+PR 0 0 0 0 0 0
SD 2 1 1 3 4 11
PD 4 2 2 0 2 10
Disease
Control Rate 33.3% 33.3% 33.3% 100.0 % 66.7 % 52.3 %
(CR+PR+SD)
*Level 1D1HIICEWVWTPR in (32%fE/\) HRBHSNI.
RECIST Ver.1.0
Level 1 Level 2 Level 3 Level 4 Level 5 Total
n=6 n=3 n=3 n=3 n=6 n=21
1238 L _E ke 0 0 1 3 4 8
Median PFS Median OS
All (n=21) 77.0 day All (n=21) 305.0 days
60,70mg/m? (n=9) 99.0 day 100 60,70mg/m? (n=9) 355.5 days

30~50 mg/m? (n=12) 52.0 day

0 50

150
PFS (Day)

Estimated Probability %)

1 1

C

30~50mg/m? (n=12) 297.5 days

100 200

300 400
£7F8% (Day)
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First Patient In ~&LEVEL#1T
~ Last Patient In

P

H A FPI LPI FPI—LPI/Level FPI—LPI
(n=21) I
Levell~5 2006/3/3 2007/7/5 97.8 days / Leve 489 days
KNIE| FPI LPI FPI—LPI/Level FPI—LPI
=19
(n ) 2003/5/19 2004/10/15 171.7 days / Level 515 days

Levell~3
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HA (n=21) i (n=19)
| =
% ‘fj DA QR 2=Grade | #1% | E5Grade
cEEBESLT 245 5 ) Grade5 ) ]
% 5 BFTIRRE (9.5%) Grade5
EAEREE ' - : (590 | Grade3
HERLV 145
RIS (4.8%) > | e Grade3 : :
e as, RER 1431
&L OMIRREE | (4.8%) -] Grade3 - -
meEkE=E - - - - (51.2?/0) ClEREL
RPES L 245 . ) Grade3
T RE (9.5%) Grade3 ] )
BARRE |, 0 - Grades - _
KR L 1451
REREE (4.8%) - - Grade4 - _
A1 261
o (19.0%) _ i ] (10.5%) ]




Dose Limited Toxicity D F 44K

@ | =rPhasel

Level 1
30mg/m?/day

Level 2
40mg/m?/day

Level 3
50mg/m?/day

Level 4
60mg/m?/day

Level 5
70mg/m?/day

345 16 [CDLTH:IE
T TGAD/MEREED,
GAD IFHERELR L,
G4 I /INREGR A
BAN3H5I No DLT
3%l No DLT
3651 No DLT
361 No DLT
36l 15ICDLTH38
G4 IMERETRE A,
GADIFRIREGR
BIN35Y No DLT

50~60mg/m2/day : 0%l / 645

Level 1
80mg/m?/day

Level 2
60mg/m?/day

Level 3
50mg/m?/day

Level 2
60mg/m?/day

36 261 (CDLT %2

B Phasel

GADIFRERF A,
G3DIEY, B, TH
G3DFHEKE A
341 16 [CDLTHIH
GADIFPIRF D
B2 16 DDLT IR
BB | gD,
G3DES
351 1451l DLT SR
——  GADFHhIRKFH
sEhn24 1451l DLT 3R
BB | s
semna@ | NoDLT
Bhnf | 26IODLTH IR
GCADIF IR
GAD IFHRERH A,
G4 /iR iR 2

50~60mg/m2/day : 6%l / 164



Dose Limited Toxicity D$ERE

o EE

H
(n=21) (n=19)
G3l D IEMmE = ] 243
(B, [EMEERL) (10.5%)
WENZRH SR
G3XU FDEL /&M ] )
SHU LT 264D
BERERAD. LR 243 843
38.5°CLA EDHEAAE S (9.5%) (42.1%)
G3XU D FERIERR
i 1451 243
G4 D /IR (4.8%) (10.5%)
N 243 843
(9.5%) (42.1%)
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mCRC refractory TAS-102
5-FU,Oxaliplatin - ~

and Irinotecan. [ _ . )
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FTEN 4EFHME
BERHAR]  2009FE8H~20114FE128 (REERT)
BIZEAZE 1624

~% ~K ~k ~%k ~Kk~ %k~ SEODITO—NILEFE ~% ~% ~%k ~%~ k~ %k~
HAE KETORDIEDIES
(1)

HA (EICmCRC) KE (2H1FL5E)
70mg/m2/day BID 50mg/m?2/day BID

FHERER TDGlobal doseld ?
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