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Int J Androl 26: 202-210, 2003 SP

Andrologia 23: 325-327, 

1991 in vivo

5

0.3kg 250mg/kg/day 0.3

0.9kg 39 2.7kg 50mg/kg/day 

0.8 1.4kg

5

39 39

5

10mg/kg/day BID AUC0-24 4

125mg/body AUC 6

CINV

(3)

16 TT#96-613-0

EFCOD CYP2B CYP3A

L-758298 4 TT#94-258-0 TT#94-258-

4 EFCOD

PB phenobarbital

& 6  222-

228, 2004) PB CYP2B PB 80mg/kg

Cmax 110 g/mL CYP2B 30 40 Pharm Res 23: 521-532, 

2006) 125mg/kg Cmax 1.22 3.76 g/mL CYP2B 1.89 2.74

250mg/kg/day Cmax 2 4 g/mL
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TT#01-105-0 TT#01-105-1 CYP2B

PB

28 40 80 160mg/day

RC869A102

125/80mg/day 0.8

P076

PB

PB PB

& 6  835, 2004

TSH

TSH

Endocrine and 

Hormonal Toxicology: 33-66, 1999

PB PB 1 CYP

2 UDP-GT uridine diphosphate glucuronyl 

transferase CYP TT#96-613-0 T4

TT#98-153-0

UDP-GT

TSH

T4

& 6  222-228, 2004
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PB PB

1,500 2,000mg/kg/day AUC

31 39 g h/mL TT#00-001-0 TT#00-001-1 TT#01-092-0

PB

50 AUC 1,000mg/kg/day AUC

1,620 g h/mL

CINV 1 5

3 P067

4.

1) 

D 5mg

25mg 40mg 80mg 125mg 160mg 80mg 125mg

LC/MS/MS

(1) in vitro P QC016 3.2.P.5.4-1 3.2.P.5.6-6

20 20

25mg 40mg 80mg 125mg

80mg 125mg 3

(2) RC869A101 5.3.3.1-1 20

20

2)  (2) 

2)

15 15 30

in vitro
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(1) in vitro

in vitro 3.  2) 

 (2)  (3) 

CYP

CYP

(2)  RC869A101 5.3.3.1-1 20 20

20 45 30

1

40mg 125mg 250mg 375mg 500mg

A 40mg 375mg B 125mg 125mg

C 250mg 500mg 2

21

31 6 12 25 40mg 8 125mg

8 250mg 8 375mg 8 500mg 8 125mg 7 47

10

10

Cmax

ng/mL

tmax
 a)

h

AUC0-

g h/mL

MRT

h

t1/2

h

40mg 829±136 3.0 2.0, 4.0 13.0±6.4 20.0±9.1 11.5±5.8 

125mg  1,729±375 4.0 3.0, 4.0 35.4±7.5 22.9±2.7 10.5±1.9 

250mg 2,604±613 3.0 3.0, 4.0 77.3±37.7 28.9±9.9 14.4±8.4 

375mg 3,604±1,471 4.0 3.0, 4.0 90.9±37.3 31.5±12.3 16.3±9.6 

500mg 4,211±1,114 4.0 3.0, 24.0 150±99 34.5±16.5 19.0±14.2 

125mg b) 1,829±647 4.0 4.0, 4.0 45.6±14.3 25.0±2.4 11.6±1.6 
c)

95%

1.08 

0.79, 1.48

1.31 

0.97, 1.77

± n=8
a) ,
b)  n=7 
c)  125mg  / 125mg

8.3% 1/12 40mg 37.5% 3/8

125mg 12.5% 1/8 125mg 28.6% 2/7

250mg 50.0% 4/8 375mg 37.5% 3/8 500mg 25.0% 2/8

0.0% 0/12 40mg 37.5% 3/8 125mg 12.5%

1/8 125mg 28.6% 2/7 250mg 50.0% 4/8 375mg

37.5% 3/8 500mg 25.0% 2/8

2 40mg 250mg 375mg 500mg

2

250mg 1
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(3)  RC869A102 5.3.3.1-3 20 20

20 45 39

1

1 40mg 80mg 160mg

2 40mg 80mg 160mg 1 1 28

1 2 1

39 11 40mg 9 80mg 10 160mg 9

28

11

12 AUC0-24

12 14

11

mg
Cmax

ng/mL

tmax
 a)

h

AUC0-24

g h/mL

t1/2

h

 b) 

90%

 498.93±140.14 4.00 3.00, 6.00 6.34±1.39 10.27±0.97

7  644.35±184.98 4.00 3.00, 6.00 8.92±3.03  1.408 1.198, 1.656

14  542.02±137.78 4.00 4.00, 8.00 7.52±2.48  1.186 1.035, 1.360
40

28  513.86±97.47 4.00 4.00, 6.00 6.28±2.13 8.95±1.84 0.991 0.823, 1.194

 1,230.66±292.83 4.00 4.00, 15.00 17.33±3.25 8.22±1.37

7  1,749.44±889.03 4.00 4.00, 6.00 25.44±14.60  1.438 1.085, 1.906 c)

14  1,447.78±734.56 4.00 4.00, 6.00 18.07±10.65  1.043 0.780, 1.395 c)80

28  1,131.05±573.27 4.00 4.00, 6.00 12.77±5.03 7.09±0.42 0.728 0.586, 0.905 c)

 2,476.59±668.19 4.00 4.00, 15.00 37.25±8.79 9.63±2.99

7  6,722.16±2,597.69 4.00 4.00, 15.00 106.63±44.91  2.863 2.327, 3.522

14  5,190.20±2,314.87 4.00 4.00, 8.00 86.35±52.39  2.318 1.738, 3.091
160

28  4,067.65±2,514.50 4.00 4.00, 8.00 59.78±40.45 6.86±1.34 1.605 1.205, 2.137

± n=9
a) ,
b) AUC0-24 / AUC0-24
c)

n=8

12 AUC0-24

mg

AUC0-24

90%

14 /7  0.842 0.758, 0.936

28 /7  0.704 0.634, 0.78240

28 /14  0.836 0.752, 0.928

14 /7  0.710 0.640, 0.789

28 /7  0.502 0.452, 0.55880

28 /14  0.707 0.636, 0.785

14 /7  0.810 0.729, 0.900

28 /7  0.561 0.505, 0.623160

28 /14  0.692 0.623, 0.769

n=9

27.3% 3/11 40mg 0.0% 0/9

40mg 22.2% 2/9 80mg 11.1% 1/9 80mg

11.1% 1/9 160mg 0.0% 0/9 160mg 22.2% 2/9

18.2% 2/11 40mg 0.0% 0/9
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40mg 11.1% 1/9 80mg 11.1% 1/9 80mg

11.1% 1/9 160mg 0.0% 0/9 160mg 22.2% 2/9

2 160mg ALT

2

(4)  ONO-7436-02

5.3.3.2-1 20 20

20 74 3 National 

Comprehensive Cancer Network NCCN Antiemesis V.1, 2004

20 DEX

1

13 1 30 DEX

GRN

30 2 DEX

1

13

1 2 3  4 5

 40mg 25mg 25mg 

DEX  8mg 6mg – 40/25mg

GRN  40 g/kg – – 

 125mg 80mg 80mg 

DEX  6mg 4mg – 125/80mg

GRN  40 g/kg – – 

20 40/25mg 10 125/80mg 10

DEX 14

DEX Cmax AUC0-24

§
90% 1.09 0.79, 1.52

1.12 0.87, 1.45 1kg 0.87 0.66,

1.13 0.89 0.73, 1.08

14 DEX

Cmax

ng/mL

tmax
 a)

h

AUC0-24

ng h/mL

t1/2

h

CLtot

L/h

Vss

L

1  536±105 3.0 2.0, 9.0 6,360±1,350 – – – 
40/25mg 

5  453±109 3.0 2.0, 3.0 5,420±1,680 – – – 

1  2,210±870 7.0 3.0, 9.0 30,000±8,700 – – – 
125/80mg 

5  3,070±850 3.0 2.0, 9.0 46,000±17,100 – – – 

DEX 8mg 

40/25mg
147±27 – 899±287 b) 5.7±1.4 10.0±4.1 65.5±11.7

DEX 6mg 

125/80mg
121±17 – 1,020±300 b) 9.6±2.4 6.5±2.5 74.6±14.3

± n=10 –
a) ,
b) AUC0-

                                                       
§

P051 Cmax AUC0-24
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40/25mg 100.0% 10/10

125/80mg 100.0% 10/10 40/25mg 30.0% 3/10

125/80mg 80.0% 8/10 2

15

15 2

40/25mg 10  125/80mg 10 40/25mg 10  125/80mg 10

 100.0% 10 100.0% 10  20.0% 2 40.0% 4 

 70.0% 7 90.0% 9 -GTP  10.0% 1 40.0% 4 

 90.0% 9 80.0% 8  70.0% 7 30.0% 3 

 90.0% 9 70.0% 7 40.0% 4 30.0% 3 

 70.0% 7 70.0% 7  30.0% 3 30.0% 3 

 100.0% 10 60.0% 6  20.0% 2 30.0% 3 

 60.0% 6 60.0% 6  50.0% 5 20.0% 2 

 60.0% 6 60.0% 6  30.0% 3 20.0% 2 

 80.0% 8 50.0% 5  30.0% 3 20.0% 2 

 60.0% 6 50.0% 5  20.0% 2 20.0% 2 

 60.0% 6 50.0% 5  20.0% 2 20.0% 2 

 80.0% 8 40.0% 4  0.0% 0 20.0% 2 

 60.0% 6 40.0% 4  0.0% 0 20.0% 2 

 60.0% 6 40.0% 4  20.0% 2 10.0% 1 

 50.0% 5 40.0% 4  20.0% 2 10.0% 1 

ALT  20.0% 2 40.0% 4  20.0% 2 0.0% 0 

40/25mg

1 125/80mg 1 40/25mg

(5)  P056 5.3.3.3-2 20

20

18 Child-Pugh scale 5 6 Child-Pugh scale 7 9

40

1

1 125mg 2 3 80mg

40 10 10

20

Cmax AUC0-24

90% 16

16 Cmax AUC0-24

Cmax ng/mL  AUC0-24 ng h/mL

1 3 1 3

 2,115 1,950 30,248 32,604 

 2,282 3,135 33,934 50,834 

90% a) 0.85 0.68, 1.07 0.62 0.48, 0.80 0.89 0.74, 1.08  0.64 0.50, 0.83

 2,223 2,775 29,800 47,199 

 2,129 2,656 27,708 41,825 

90% b) 1.04 0.81, 1.34 1.05 0.83, 1.32 1.08 0.92, 1.26  1.13 0.94, 1.35

n=10
a) Cmax AUC0-24 / Cmax AUC0-24
b) Cmax AUC0-24 / Cmax AUC0-24
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50.0% 5/10

70.0% 7/10 60.0% 12/20

(6)  P057 5.3.3.3-3 20

20

18 75 30mL/min/1.73m
2

SRI severe renal insufficiency

ESRD end-stage renal disease

80mL/min/1.73m
2

32

2

1 1 ESRD 48

2 1 ESRD 4

240mg 2 SRI

240mg 1 1 2

7

33 ESRD 8 SRI 9 16

1 32 ESRD 8

SRI 8 16

ESRD SRI Cmax AUC0-

90% 17

ESRD SRI Cmax AUC0-

AUC0-

AUC0-

17 Cmax AUC0-

 Cmax ng/mL  AUC0- ng h/mL

ESRD 48 2,004.7 1,736.0, 2,315.0 42,072.4 35,326.8, 50,106.0

ESRD  2,967.0 2,569.3, 3426.2 72,992.8 61,289.7, 86,930.6

90% a) 0.68 0.55, 0.83  0.58 0.45, 0.74

SRI  2,561.1 1,970.4, 3,328.9 77,206.2 60,923.9, 97,840.1

SRI  3,778.3 2,906.9, 4,911.0 97,986.7 77,321.9, 124,174.2

90% b) 0.68 0.47, 0.98  0.79 0.56, 1.10

ESRD 4 2,575.2 2,092.4, 3,169.4 41,125.1 37,968.9, 44,543.7

90% c) 1.28 0.96, 1.72  0.98 0.87, 1.09

90% n=8
a) ESRD /
b)  SRI  / 
c) 4 / 48

ESRD 87.5% 7/8 SRI 100.0% 8/8
**

37.5% 6/16

                                                       
** 1 1
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(7)  P083 5.3.3.3-4 20 20

18 45 32

1

160mg 1 1 42

31 2 14 2

13 1

1 26 14 12

90% 18

18 1 1 42

Cmax ng/mL  tmax h a) AUC0-24 ng h/mL
160mg

7  42  7  42  7  42

 5,694.7 2,759.2 4.0 2.0, 8.0 3.5 3.0, 8.0 87,341.6 39,921.6 
b) 5,910.9 2,923.7 4.0 2.0, 4.0 4.0 2.0, 8.0 75,294.8 37,502.9 

/

90%
0.96 0.72, 1.30  0.94 0.72, 1.24  1.16 0.84, 1.59  1.06 0.78, 1.45

n=14 
a) ,
b) n=12 

85.7% 12/14 84.6% 11/13

50.0% 1/2 100.0% 2/2

85.7% 12/14 69.2% 9/13

50.0% 1/2 100.0% 2/2 10.0%

57.1% 8/14 23.1% 3/13

50.0% 1/2 100.0% 2/2

35.7% 5/14 23.1% 3/13

50.0% 1/2 15.4% 2/13

50.0% 1/2 7.1% 1/14

15.4% 2/13 50.0% 1/2

14.3% 2/14 7.7% 1/13 50.0% 1/2

14.3% 2/14 15.4%

2/13 15.4% 2/13

15.4% 2/13

(8) DEX OND  P041 5.3.3.4-

4 19 20

18 45 51

DEX OND ondansetoron hydrochloride

DEX

3 3
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5 3

1

19 A F G H 1

30 DEX OND 2 5 DEX

B E 1 DEX OND I

J 1 5 60

14

19

 1  2 5

A 375mg p.o. DEX 20mg p.o. OND 32mg i.v. 250mg p.o. DEX 8mg p.o.

B  DEX 20mg p.o. OND 32mg i.v.  DEX 8mg p.o.

C 375mg p.o. 250mg p.o.

D 125mg p.o. 80mg p.o.

E  DEX 20mg p.o. OND 32mg i.v.  DEX 8mg p.o.

F 125mg p.o. DEX 20mg p.o. OND 32mg i.v. 80mg p.o. DEX 8mg p.o.

G 125mg p.o. DEX 12mg p.o. OND 32mg i.v. 80mg p.o. DEX 4mg p.o.

H 40mg p.o. DEX 20mg p.o. OND 32mg i.v. 25mg p.o. DEX 8mg p.o.

I  a) 125mg p.o. 80mg p.o.

J a) 40mg p.o. 25mg p.o.

p.o i.v.
a)

1 3 7 1 5 1 2mg

49
††

 19  20  16

4 45  15  20  16

AUC 20 23

20 AUC0-24

AUC0-24 ng h/mL AUC0-24 ng h/mL 90%

 1  63,512.3 A  56,941.0 C  1.12 1.01, 1.24 A /C

24,309.0 F  1.30 1.15, 1.46 F /D
1

22,934.3 G
18,714.5 D

1.23 1.09, 1.38 G /D

22,531.3 F  0.98 0.85, 1.14 F /D
5

19,488.2 G
23,004.8 D

0.85 0.73, 0.98 G /D

21 DEX AUC0-24

DEX AUC0-24 ng h/mL DEX AUC0-24 ng h/mL 90%

 1  2,305.4 A  899.0 B  2.56 2.21, 2.97 A /B

1,943.0 F  2.17 1.95, 2.40 F /E

1,160.4 G  1.29 1.17, 1.44 G /E1

1,300.3 H

896.7 E

1.45 1.31, 1.61 H /E

641.8 F  2.20 1.89, 2.55 F /E

302.5 G  1.03 0.89, 1.20 G /E5

355.1 H

292.4 E

1.21 1.05, 1.41 H /E

22 OND AUC0-

OND AUC0- ng h/mL OND AUC0- ng h/mL 90%

 1  1,456.5 A  1,268.3 B  1.15 1.05, 1.26 A /B

                                                       
†† 6
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23 AUC0-

AUC0- ng h/mL AUC0- ng h/mL a) 95% b)

52.1 I  23.0 2.27 1.64, 3.14
1

37.7 J  30.8 1.22 0.93, 1.61

75.7 I  23.0 3.30 2.39, 4.56
5

31.4 J  30.8 1.02 0.77, 1.35

a) 1 3 7
b) I J 1 5  / I J 7 3 1 5

‡‡
A 75.0% 12/16 B 77.8% 14/18 C

52.9% 9/17 D 33.3% 4/12 E 66.7% 8/12 F 83.3% 10/12

G 75.0% 9/12 H 41.7% 5/12 I 12.5% 1/8 J 25.0% 2/8

(9)  P046

5.3.3.4-5 19 20

18 55 24 CYP3A4

CYP3A4

4 2

1

1 A B

2 C D

A 375mg B

600mg 14 9 375mg C

125mg D 400mg 10 5

125mg A B C D 21

24 1 12 2 12 A

1 C 1 22 1

11 2 11

A C

B D 95%

Cmax 0.38 0.30, 0.47 AUC0-  0.09 0.07, 0.12

Cmax 1.52 1.28, 1.81 AUC0-  4.78 3.80, 6.00

A 8.3% 1/12 B 25.0% 3/12 C 0.0%

0/12 D 16.7% 2/12

(10)  P047 5.3.3.4-6 20

20

                                                       
‡‡ A C A 3 B 1 C 2 D

H 5 3 12
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18 45 12

2 2 1

0.25mg 13 A

7 125mg 8 11 80mg

B 7 11

14

12 CYP3A4

1 11

B A

90% 7

1 Cmax 1.04 0.89, 1.23 AUC0-24 0.99 0.91, 1.09 24

Ue, 0-24 0.91 0.80, 1.04 11

5 Cmax 1.02 0.92, 1.14 AUC0-24 0.93 0.83, 1.05 Ue, 0-24

1.00 0.91, 1.09

A 41.7% 5/12 B 50.0% 6/12

(11) GRN  P050 5.3.3.4-7 20 20

18 45 18 GRN

GRN

2 2 1

A 125mg GRN 2mg 24

48 80mg B

GRN 2mg 14

18 A

1 17

B A GRN

90% Cmax 1.00 0.87, 1.13 AUC0-  1.10

0.96, 1.26

A 22.2% 4/18 B 16.7% 3/18

(12)  P051 5.3.3.4-8 20

20
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19 DTX 60 100mg/m
2

2

20 DTX

DTX 2 2

3

A 1 DTX 60 100mg/m
2

1

B 1 125mg 1 DTX 60

100 mg/m
2

1 2 3 80mg

11

1 10

A B DTX

90% Cmax 0.95 0.84, 1.09 AUC0-  0.96

0.84, 1.10

A 90.0% 9/10
§§

B 100.0% 11/11

A 1

(13)  P064 5.3.3.4-9 20

20

18 45 10

mPSL methylprednisolone mPSL

2 2

1

A 1 125mg 2 3 80mg

1 30 mPSL 125mg 2 3

mPSL 40mg B A

12

10 mPSL mPSL

2 8 mPSL

B A mPSL

95% mPSL 1

Ceoi 0.78 0.64, 0.94 AUC0-24 1.34 1.17, 1.52 mPSL

3 Cmax 1.46 1.31, 1.63 AUC0-24 2.46 2.24, 2.72

A 40.0% 4/10 B 40.0% 4/10

                                                       
§§ 1
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(14)  P067 5.3.3.4-10 20

20

18 45 2 55 1 26

2 12 1

2 CINV 3

1

1 1 5mg/ 1 4

INR international 

normalized ratio 1.3 1.8

INR 4 10 12

2 2 1 125mg 2

3 80mg 7

2 1 125mg 2 3 80mg

1 1 25

2 2 23 12 11

2 12

1

S R

90% S Cmax 0.96 0.90, 1.04 AUC0-24 0.96 0.92, 

1.01 R Cmax 1.05 0.98, 1.12 AUC0-24 1.04 1.00, 1.08

INR 95% 3

1.00 0.95, 1.06 8 0.89 0.82, 0.97

2 24

24 1 125mg 2 3 80mg

 Cmax ng/mL AUC0-24 ng h/mL tmax h a) t1/2 h b)

1  1,539 19,455 4.0 – 

3  1,356 20,149 4.0 8.63 

95% c) – 1.04 0.84, 1.28  – – 

–
a)

b)

c) 3  / 1

1 1 72.0% 18/25 2

50.0% 6/12 2 9.1% 1/11 2 91.7% 11/12
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(15)  P101 5.3.3.4-14 20

20

18 25 30mg/m
2

2

12 DEX OND

2 2

1

25 30mg/m
2

3 1 8 15

DEX OND

1 125mg DEX 12mg

1 OND 32mg DEX 30

2 3 80mg DEX 8mg 4 DEX 8mg

1 28

28

14 2

12

90% 1 Ceoi 1.16 1.01, 1.33 AUC0-  1.01 0.93, 

1.10 8 Ceoi 1.18 1.03, 1.36 AUC0-  1.00 0.92, 1.08

85.7% 12/14 100.0% 13/13

1

1 2

1 1

(16) NK1  P075 5.3.4.1-4 20 20

18 55 24

PET Positron Emission Tomography NK1

1

1 15mg 40mg 160mg 42 46

2 80mg 125mg 41 47

19 8 11 2

PET 1 18 PET
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NK1
***

24

NK1 15mg

40mg 80%

NK1 Hill NK1 90%

95% 502.8ng/mL 15.8ng/mL, 

989.8ng/mL 284.6ng/mL 148.5ng/mL, 420.6ng/mL

100.0% 8/8 72.7% 8/11

100.0% 8/8 72.7% 8/11

2 ALT 4

2 4 1 NOS 2

1 2 5

(1)

25

 (7) P083

25 1 1 42

Cmax kg/L  AUC0-24 kg h/L
160mg

7  42  7  42

 2.41 1.17 36.9 16.9 
 a) 2.73 1.35 34.8 17.3 

/

90%
0.88 0.65, 1.20 0.86 0.63, 1.18 1.06 0.74, 1.51  0.97 0.68, 1.38

n=14 
a) n=12 

26

 (4) ONO-7436-

02

26 125mg

125mg  Cmax kg/L  AUC0-24 kg h/L
a) 0.950±0.283 13.1±3.3 

 b) 1.12±0.41 14.5±2.8 

/ 90% 0.87 0.66, 1.13 0.89 0.73, 1.08

± n=10 
a) DEX GRN
b) DTX

                                                       
*** 18F-L-829165 NK1
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26 DEX GRN

DTX

1 125mg 2 80mg

160mg

18  (7) P083

25

1 125mg 2 80mg

(2)

CYP3A4 CYP3A4

3.  2) 

 (3) 

CYP3A4

CYP3A4 CYP3A4

Cmax AUC0-

Cmax AUC0-

 (9) 

P046

CYP3A4

CYP3A4

CYP

CYP3A4 125mg

1 80mg 2 5 AUC0-

 (8) DEX OND

P041
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CYP3A4

CYP

CYP2C9 125mg 1

80mg 2 3 3 Cmax AUC0-

24 4 S(-)-

P067

CYP2C9 CYP2C9

CYP3A4 125mg 1 80mg 2 3

P076

DEX OND 3

P098

CYP3A4

DEX mPSL

DEX mPSL

125mg 1 80mg 2 5 DEX

DEX AUC0-24 125mg 1 80mg 2 3

mPSL mPSL AUC0-24

 (8) DEX OND P041

 (13) P064

3)  (6) 

DEX CYP3A4 DEX

AUC0-24

 (8) DEX OND

P041

 5-HT3 OND GRN

5-HT3 OND

GRN OND GRN

 (8) DEX OND

P041  (11) GRN P050
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CYP3A4 DTX

125mg 1 80mg 2 3 DTX

DEX OND 3

 (12) 

P051  (15) 

P101

CYP3A4

CPT-11 CY

CY

CYP3A4 CYP3A4 CYP2C9

CINV

5-HT3

/

/

3)  (8) 

3)

1 ONO-7436-01 1 P040C1

3 P052 P054 P071 5

MedDRA ver.9.1J

(1) CINV  ONO-7436-01 5.3.5.1-1

5.3.5.1-1.1 20   20   

20 CDDP 70mg/m
2

390 420 CINV

                                                       
††† MedDRA ver9.1J
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127

27 1

CDDP 1 30 2 5

8 10

DEX DEX 1

CDDP 30 2 3

1 GRN 1

CDDP 30

27

40/25mg  125/80mg

1

p.o.

DEX * 12mg i.v.

GRN 40 g/kg i.v.

40mg p.o.

DEX * 8mg i.v.

GRN 40 g/kg i.v.

125mg p.o.

DEX * 6mg i.v.

GRN 40 g/kg i.v.

2 3
p.o.

DEX * 8mg i.v.

 25mg p.o.

DEX * 6mg i.v.

 80mg p.o.

DEX * 4mg i.v.

4 5 p.o.  25mg p.o.  80mg p.o.

p.o i.v.

*

449 151 40/25mg 148 125/80mg 150

10 439 150

40/25mg 143 125/80mg 146 Full Analysis Set FAS

1

CDDP 0 120 Complete Response

50.3% 75/149
‡‡‡

40/25mg 66.4% 95/143 125/80mg 70.5% 103/146

40/25mg 95% 16.1% 4.9%, 27.2% 125/80mg

20.2% 9.3%, 31.1% 40/25mg 125/80mg

p=0.0053 p=0.0004
2

99.3% 150/151 40/25mg 99.3%

147/148 125/80mg 99.3% 149/150

39.7% 60/151 40/25mg 39.9% 59/148 125/80mg 43.3%

65/150 10.0%

28 29

                                                       
‡‡‡ 3 2

FAS 1




