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28 10.0% a)

151 40/25mg 148 125/80mg 150

MedDRA ver. 9.1J

 99.3% 150 99.3% 147 99.3% 149 

 72.8% 110 75.5% 111/147 b) 70.7% 106 

 70.2% 106 60.8% 90 62.0% 93 

 53.6% 81 59.5% 88 48.0% 72 

 37.1% 56 33.1% 49 43.3% 65 

 39.1% 59 36.7% 54/147 b) 41.3% 62 

 45.7% 69 42.6% 63 38.7% 58 

 28.5% 43 30.6% 45/147 b) 38.0% 57 

 34.4% 52 32.0% 47/147 b) 37.3% 56 

 35.1% 53 41.9% 62 36.7% 55 

 44.4% 67 36.7% 54/147 b) 32.7% 49 

 26.5% 40 25.9% 38/147 b) 31.3% 47 

 17.9% 27 31.8% 47 25.3% 38 

ALT  15.2% 23 22.4% 33/147 b) 23.5% 35/149 b)

 16.7% 25/150 b) 20.5% 30/146 b) 22.8% 34/149 b)

 26.5% 40 26.4% 39 21.3% 32 

 15.3% 23/150 b) 12.5% 18/144 b) 16.4% 24/146 b)

 11.9% 18 15.1% 22/146 b) 16.1% 24/149 b)

 13.9% 21 12.2% 18/147 b) 15.4% 23/149 b)

AST  8.6% 13 11.6% 17/147 b) 14.8% 22/149 b)

 19.2% 29 14.9% 22 14.7% 22 

 4.0% 6/150 b) 9.0% 13/144 b) 11.0% 16/146 b)

 7.3% 11 14.4% 21/146 b) 10.7% 16/149 b)

 13.9% 21 12.8% 19 9.3% 14 

 11.3% 17/150 b) 8.2% 12/146 b) 8.8% 13/148 b)

 9.3% 14 10.1% 15 6.0% 9 

 10.6% 16 7.4% 11 4.7% 7 
a)

10.0%

b)

29 10.0%

151 40/25mg 148 125/80mg 150

MedDRA ver. 9.1J

 39.7% 60 39.9% 59 43.3% 65 

 13.9% 21 10.1% 15 18.0% 27 

ALT  6.0% 9 11.6% 17/147 a) 11.4% 17/149 a)

 10.6% 16 11.5% 17 9.3% 14 
a)

125/80mg 1

2.6% 4/151 40/25mg 6.8% 10/148

125/80mg 6.0% 9/150 2

30 40/25mg

1 125/80mg 1

30 2

151 40/25mg 148 125/80mg 150

MedDRA ver. 9.1J

 2.6% 4 6.8% 10 6.0% 9 

 1.3% 2 4.1% 6/147 a) 4.0% 6 

 1.3% 2 4.7% 7 3.3% 5 

 0.0% 0 0.7% 1/147 a) 1.3% 2 

 0.7% 1 0.0% 0 1.3% 2 

a)
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(2)

 P040C1 5.3.5.1-2 19 20

18 CDDP 70mg/m
2

1 800 2 300

50

2 1 6 CDDP

2 31

1 CDDP 1

2 5 8 10

DEX CDDP 30 2 5

8 10 OND CDDP 30

1 P041 375/250mg

375/250mg

125/80mg 200

1

31

125/80mg 375/250mg

1

p.o.

OND 32mg i.v.

DEX 20mg p.o.

125mg p.o.

OND 32mg i.v.

DEX 20mg p.o.

375mg p.o.

OND 32mg i.v.

DEX 20mg p.o.1

2 5
p.o.

DEX 8mg p.o.

 80mg p.o.

DEX 8mg p.o.

 250mg p.o.

DEX 8mg p.o.

40/25mg 125/80mg

1

p.o.

OND 32mg i.v.

DEX 20mg p.o.

 40mg p.o.

OND 32mg i.v.

DEX 20mg p.o.

 125mg p.o.

OND 32mg i.v.

DEX 20mg p.o.2

2 5
p.o.

DEX 8mg p.o.

 25mg p.o.

DEX 8mg p.o.

 80mg p.o.

DEX 8mg p.o.

p.o i.v.

1 200 86 125/80mg 80

375/250mg 34

2 380 126 40/25mg 120

125/80mg 134

4 376 126 40/25mg 119 125/80mg

131 ITT

2 1 CDDP 0

120 Complete Response

43.7% 55/126 40/25mg 58.8% 70/119 125/80mg

71.0% 93/131 40/25mg 95%

15.2% 2.8%, 27.5% 125/80mg 27.3% 15.7%, 39.0% 40/25mg

125/80mg p=0.014

p<0.001
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CDDP

Tukey-Ciminera-Heyse

1 2

73.6% 156/212 40/25mg 74.2% 89/120

125/80mg 79.9% 171/214 375/250mg 85.3% 29/34

52.8% 112/212 40/25mg 55.8% 67/120 125/80mg

58.9% 126/214 375/250mg 52.9% 18/34 1

2 6 2 6 76.7% 46/60

125/80mg 79.0% 49/62 375/250mg 73.9% 17/23

51.7% 31/60 125/80mg 58.1% 36/62

375/250mg 60.9% 14/23 2 6

10.0% 32 35

32 10.0% 1 2 a)

212 40/25mg 120 125/80mg 214 375/250mg 34

MedDRA ver.9.1J

 73.6% 156 74.2% 89 79.9% 171 85.3% 29 

 17.0% 36 15.0% 18 21.5% 46 20.6% 7 

 13.7% 29 14.2% 17 13.6% 29 14.7% 5 

 11.3% 24 11.7% 14 12.6% 27 20.6% 7 

 9.0% 19 15.8% 19 12.1% 26 8.8% 3 

 9.9% 21 5.8% 7 11.2% 24 0.0% 0 

 12.3% 26 10.8% 13 10.7% 23 11.8% 4 

 10.8% 23 7.5% 9 9.3% 20 11.8% 4 

 10.4% 22 7.5% 9 8.4% 18 8.8% 3 

 6.1% 13 1.7% 2 2.8% 6 11.8% 4 

a)
10.0%

33 10.0% 1 2 a)

212 40/25mg 120 125/80mg 214 375/250mg 34

MedDRA ver. 9.1J

 52.8% 112 55.8% 67 58.9% 126 52.9% 18 

 9.9% 21 9.2% 11 11.2% 24 8.8% 3 

 7.5% 16 12.5% 15 10.7% 23 5.9% 2 

 10.8% 23 10.8% 13 10.3% 22 5.9% 2 

a)
10.0%

34 10.0% 1 2 6

60 125/80mg 62 375/250mg 23

MedDRA ver. 9.1J

 76.7% 46 79.0% 49 73.9% 17 

 13.3% 8 22.6% 14 8.7% 2 

 16.7% 10 17.7% 11 26.1% 6 

 13.3% 8 17.7% 11 17.4% 4 

 8.3% 5 14.5% 9 8.7% 2 

 10.0% 6 12.9% 8 8.7% 2 

 10.0% 6 12.9% 8 0.0% 0 

 11.7% 7 11.3% 7 8.7% 2 

 15.0% 9 11.3% 7 4.3% 1 

 1.7% 1 11.3% 7 0.0% 0 

 13.3% 8 9.7% 6 21.7% 5 

 10.0% 6 8.9% 5/56 a) 0.0% 0/22 a)

 10.0% 6 8.9% 5/56 a) 0.0% 0/22 a)

 13.3% 8 6.5% 4 13.0% 3 

 6.7% 4 4.8% 3 17.4% 4 
a)
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35 10.0% 1 2 6

60 125/80mg 62 375/250mg 23

MedDRA ver. 9.1J

 51.7% 31 58.1% 36 60.9% 14 

 11.7% 7 16.1% 10 4.3% 1 

 6.7% 4 14.5% 9 17.4% 4 

 6.7% 4 12.9% 8 8.7% 2 

 10.0% 6 9.7% 6 17.4% 4 

 6.7% 4 8.1% 5 13.0% 3 

 10.0% 6 8.1% 5 4.3% 1 

 10.0% 6 6.5% 4 0.0% 0 

 1.7% 1 3.2% 2 13.0% 3 

2 125/80mg 8 375/250mg

1 125/80mg 2

2 6 3

125/80mg 3

36

36

125/80mg 375/250mg

1

2

 1

 1

 1

 1

 1

 1

 1

 1

 1

 1

1

2 6

 2

 1

 1

 1

 1

12.3% 26/212 40/25mg

16.7% 20/120 125/80mg 21.5% 46/214 375/250mg 20.6%

7/34 2 6 15.0% 9/60 125/80mg

27.4% 17/62 375/250mg 8.7% 2/23

2 6 2 37

38

37 2 1 2

212 40/25mg 120 125/80mg 214 375/250mg 34

MedDRA ver.9.1J

 12.3% 26 16.7% 20 21.5% 46 20.6% 7 

 2.8% 6 5.8% 7 6.1% 13 5.9% 2 

 1.4% 3 3.3% 4 2.3% 5 2.9% 1 

 0.5% 1 0.0% 0 1.9% 4 0.0% 0 

 0.0% 0 0.0% 0 1.9% 4 0.0% 0 

 0.9% 2 0.8% 1 1.4% 3 5.9% 2 

 0.0% 0 0.8% 1 1.4% 3 0.0% 0 

 0.0% 0 0.8% 1 1.4% 3 0.0% 0 

 0.0% 0 0.0% 0 1.4% 3 0.0% 0 

 0.0% 0 0.0% 0 0.9% 2 5.9% 2 

 0.9% 2 0.0% 0 0.9% 2 0.0% 0 

 0.0% 0 0.8% 1 0.9% 2 0.0% 0 

 0.0% 0 0.0% 0 0.9% 2 0.0% 0 

 0.9% 2 0.8% 1 0.5% 1 0.0% 0 

 0.9% 2 0.8% 1 0.5% 1 0.0% 0 

 0.9% 2 0.0% 0 0.5% 1 0.0% 0 

 0.9% 2 0.0% 0 0.0% 0 0.0% 0 

 0.9% 2 0.0% 0 0.0% 0 0.0% 0 

 0.9% 2 0.0% 0 0.0% 0 0.0% 0 
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38 2 1 2 6

60 125/80mg 62 375/250mg 23

MedDRA ver.9.1J

15.0% 9 27.4% 17 8.7% 2 

 1.7% 1 9.7% 6 0.0% 0 

 0.0% 0 4.8% 3 0.0% 0 

 0.0% 0 3.2% 2 0.0% 0 

 0.0% 0 3.2% 2 0.0% 0 

 0.0% 0 3.2% 2 0.0% 0 

 3.3% 2 1.6% 1 0.0% 0 

 3.3% 2 1.6% 1 0.0% 0 

 3.3% 2 0.0% 0 0.0% 0 

(3)

 P052 5.3.5.1-3 4.1 20 20
§§§

18
****

CDDP 70mg/m
2

500

58

2 1 CDDP 70mg/m
2

2 CDDP

2 6 39

1 CDDP 11 1

2 3 8 10 DEX 1

CDDP 30 2 4 8 10 1 1

125/80mg 8 10 5 8 1 2

OND 1 CDDP 30

39

125/80mg

1

p.o.

OND 32mg i.v. a)

DEX 20mg p.o.

125mg p.o.

OND 32mg i.v. a)

DEX 12mg p.o.

2 3
p.o.

DEX 16mg p.o.

 80mg p.o.

DEX 8mg p.o.

4  DEX 16mg p.o.  DEX 8mg p.o.

p.o i.v.
a) 12 18 40kg 0.15mg/kg i.v.

CDDP 30 4 8

530 267 125/80mg 263 4

††††
2 125/80mg 2

CDDP 5

525 263 125/80mg 262 4

2 125/80mg 2 modified ITT

1 CDDP

0 120 Complete Response

                                                       
§§§

**** 1 12 18 40kg
†††† 6 2
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52.3% 136/260
‡‡‡‡

125/80mg 72.7% 189/260

95% 20.4% 12.2%, 28.5% 125/80mg

p<0.001

CDDP

CDDP 0

120 Complete Response

50.0% 1/2 125/80mg 100.0% 2/2

65.7% 174/265

125/80mg 67.0% 175/261 35.1%

93/265 125/80mg 36.0% 94/261 10.0%

40 10.0%

§§§§

40 10.0%

265 125/80mg 261 265 125/80mg 261

 65.7% 174 67.0% 175  8.7% 23 10.7% 28 

 9.1% 24 15.7% 41  13.2% 35 8.4% 22 

 6.8% 18 13.8% 36      

MedDRA ver.9.1J 

3.8% 10/265 125/80mg 2.7% 7/261

2 1

1 125/80mg

1 1 1

1

17.7% 47/265 125/80mg 16.1% 42/261

2 41

41 2

265 125/80mg 261 265 125/80mg 261

 17.7% 47 16.1% 42  0.0% 0 0.8% 2 

 0.0% 0 2.7% 7  1.1% 3 0.4% 1 

 1.9% 5 2.3% 6  1.1% 3 0.4% 1 

 1.1% 3 1.5% 4  0.8% 2 0.4% 1 

 0.0% 0 1.5% 4 0.8% 2 0.4% 1 

 0.0% 0 1.1% 3  0.8% 2 0.4% 1 

 0.0% 0 1.1% 3  0.8% 2 0.0% 0 

 0.8% 2 0.8% 2  0.8% 2 0.0% 0 

 0.8% 2 0.8% 2  0.8% 2 0.0% 0 

 0.4% 1 0.8% 2 0.8% 2 0.0% 0 

 0.0% 0 0.8% 2  0.8% 2 0.0% 0 

 0.0% 0 0.8% 2  0.8% 2 0.0% 0 

MedDRA ver.9.1J 

2 6 P054

(4)

                                                       
‡‡‡‡ Complete Response modified ITT 1
§§§§ 10.0%
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P054

66.7% 2/3 125/80mg

66.7% 2/3

1 125/80mg 1

3 2 4

125/80mg 3 2 2 1 6

2 6

(4)

 P054 5.3.5.1-4 4.1 20 20
*****

18 CDDP 70mg/m
2

500

18

P052 1 2 P052

39

568 285 125/80mg 283

CDDP

43 525 263 125/80mg 262 modified ITT

1 CDDP 0

120 Complete Response

43.3% 114/263 125/80mg 62.7% 163/260
†††††

95% 19.3% 11.0, 27.7% 125/80mg

p<0.001

CDDP

78.9% 225/285

125/80mg 80.9% 229/283 53.0% 151/285

125/80mg 59.7% 169/283 10.0%

42 43

42 10.0%

285 125/80mg 283 285 125/80mg 283

 78.9% 225 80.9% 229  10.9% 31 12.0% 34 

 15.8% 45 20.8% 59  11.6% 33 10.2% 29 

 14.4% 41 15.2% 43  12.6% 36 8.8% 25 

 14.7% 42 14.5% 41 8.9% 25/280
 a)

 11.8% 33/280
 a)

 12.3% 35 13.1% 37 ALT  6.0% 17/281
 a)

 10.0% 28/280
 a)

MedDRA ver.9.1J
a)

                                                       
*****

††††† Complete Response modified ITT 2
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43 10.0% a)

285 125/80mg 283

MedDRA ver.9.1J

 53.0% 151 59.7% 169 

 11.6% 33 15.9% 45 

 8.8% 25 10.2% 29 

a)

10.0%

3.9% 11/285 125/80mg 4.6% 13/283

1 1 1

1 1 1

1 1 125/80mg

1 1 1

1

9.8% 28/285 125/80mg 11.0% 31/283

2 44

44 2

285 125/80mg 283 285 125/80mg 283

 9.8% 28 11.0% 31  0.0% 0 0.7% 2 

 2.1% 6 1.8% 5  0.0% 0 0.7% 2 

 0.7% 2 1.8% 5  0.0% 0 0.7% 2 

 0.4% 1 1.8% 5  0.0% 0 0.7% 2 

 0.7% 2 1.1% 3 0.7% 2 0.4% 1 

 0.7% 2 1.1% 3  0.7% 2 0.0% 0 

 0.4% 1 0.7% 2  0.7% 2 0.0% 0 

 0.4% 1 0.7% 2  0.7% 2 0.0% 0 

 0.4% 1 0.7% 2      

MedDRA ver.9.1J 

P052 P054 2 6

2 6

‡‡‡‡‡

§§§§§
11.4% 50/438 125/80mg 11.6% 48/413

10.0%

5.3% 23/438 125/80mg 6.8% 28/413

2 1 1

1 1 1 1

1 1 125/80mg

1 1

1 1 1

1 1 1 1

1

18.5% 81/438 125/80mg 19.1% 79/413

                                                       
‡‡‡‡‡ possibly probably definitely
§§§§§ possibly probably definitely
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2 45

45 2 2 6

438 125/80mg 413 438 125/80mg 413

MedDRA ver.9.1J MedDRA ver.9.1J

 18.5% 81 19.1% 79  0.7% 3 0.7% 3 

 1.4% 6 2.4% 10  0.0% 0 0.7% 3 

 0.2% 1 2.2% 9  0.0% 0/414 
a)

 0.5% 2/383 
a)

 0.7% 3 1.9% 8  0.5% 2 0.5% 2 

 1.6% 7 1.5% 6  0.5% 2 0.5% 2 

 0.9% 4 1.5% 6  0.2% 1 0.5% 2 

 0.5% 2 1.5% 6  0.2% 1 0.5% 2 

 0.9% 4 1.2% 5  0.0% 0 0.5% 2 

 0.5% 2 1.2% 5  0.0% 0 0.5% 2 

 1.4% 6 1.0% 4  0.0% 0 0.5% 2 

 0.9% 4 1.0% 4  0.7% 3 0.2% 1 

 0.7% 3 1.0% 4  0.7% 3 0.2% 1 

 0.2% 1 1.0% 4  0.5% 2 0.2% 1 

 0.0% 0 1.0% 4  0.5% 2 0.0% 0 

 0.0% 0 1.0% 4  0.5% 2 0.0% 0 

 1.1% 5 0.7% 3  0.5% 2 0.0% 0 

 0.7% 3 0.7% 3  0.5% 2 0.0% 0 

a)

(5)

 P071 5.3.5.1-5 5.1 5.2 20 20
******

18 CDDP

820

109

2 1

2 2

7 46 5 7

125/80mg 1 1 2

3 1 1 DEX 1

30 OND 1

30 60 2 3 12 1 2

46

125/80mg

1

p.o.

OND16mg p.o.

DEX 20mg p.o.

125mg p.o.

OND 16mg p.o.

DEX 12mg p.o.

2 3
p.o.

OND 16mg p.o.

 80mg p.o.

OND p.o.

p.o i.v.

866 428 125/80mg 438

9 857 424 125/80mg 433

modified ITT

1 0

120 Complete Response

                                                       
****** 2 4
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42.5% 180/424 125/80mg 50.8% 220/433

95% 8.4% 1.7%, 15.0% 125/80mg

p=0.015 55

55

78.5% 336/428

125/80mg 77.4% 339/438 51.9% 222/428

125/80mg 54.3% 238/438 2 4

78.0% 280/359 125/80mg 84.9% 327/385

48.5% 174/359 125/80mg 51.9% 200/385

5 7 125/80mg 54.7% 41/75

125/80mg 22.7% 17/75 2 4

10.0% 47 50

5 7 10.0%
††††††

22.7% 17/75

10.0%

47 10.0% a)

428 125/80mg 438 428 125/80mg 438

 78.5% 336 77.4% 339  16.4% 70 16.4% 72 

 22.2% 95 24.0% 105  18.0% 77 12.3% 54 

 21.5% 92 21.9% 96      

MedDRA ver.9.1J 
a)

10.0%

48 10.0%

428 125/80mg 438 428 125/80mg 438

 51.9% 222 54.3% 238  14.3% 61 13.9% 61 

 13.3% 57 14.2% 62  15.9% 68 10.0% 44 

MedDRA ver.9.1J 

49 10.0% 2 4 a)

359 125/80mg 385 359 125/80mg 385

 78.0% 280 84.9% 327  11.4% 41 11.9% 46 

 17.8% 64 21.8% 84  13.6% 49 10.4% 40 

 17.8% 64 17.1% 66 7.5% 27 10.1% 39 

MedDRA ver.9.1J
a)

10.0%

50 10.0% 2 4

359 125/80mg 385

MedDRA ver.9.1J

 48.5% 174 51.9% 200 

 13.6% 49 14.0% 54 

 12.0% 43 8.1% 31 

5 7 2 4 125/80mg

1 3

4.2% 18/428 125/80mg

                                                       
†††††† 10.0%
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3.4% 15/438 2 4 3.9% 14/359

125/80mg 4.7% 18/385 5 7 125/80mg 1.3% 1/75

2 4 2

51 52

51 2

428 125/80mg 438 428 125/80mg 438

 4.2% 18 3.4% 15  0.0% 0 0.5% 2 

 1.9% 8 1.6% 7  0.5% 2 0.0% 0 

 0.7% 3 0.5% 2 0.5% 2 0.0% 0 

 0.5% 2 0.2% 1      

MedDRA ver.9.1J

52 2 2 4

359 125/80mg 385

MedDRA ver.9.1J

 3.9% 14 4.7% 18 

 1.4% 5 1.8% 7 

 0.6% 2 0.3% 1 

(1)

P040C1 ONO-7436-01

P052 P054

P071

ONO-7436-01 P040C1

DEX

5-HT3 53

 DEX

J Clin Oncol 18: 3409-3422, 

2000  OND GRN

Cancer 89: 2301-2308, 2000

CDDP CDDP

CDDP CDDP

Complete Response

Complete Response
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53

ONO-7436-01 P040C1

DEX

DEX i.v.

1 1

3 1 12mg 2 3 8 mg

DEX p.o.

1 1

5 1 20mg 2 5 8mg

5-HT3

GRN i.v.

1 1

1 40 g/kg

OND i.v.

1 1

1 32 mg/body

77 4 73

70 80%

Br Med J 1: 1323-1324, 1979 CINV

DeVita, Hellman, and Rosenberg’s CANCER: 

Principles & Practice of Oncology 8th ed., 2008 CINV QOL

NCCN

 Antiemesis V.3, 2009 CINV

NK1

ONO-7436-01

ONO-7436-01 P052 P054 P071

(2)

CINV Multinational Association of 

Supportive Care in Cancer MASCC http://www.mascc.org/mc/ 



61

page.do?sitePageId=88041 2009 5 ASCO

American Society of Clinical Oncology J Clin Oncol 24: 2932-2947, 2006

NCCN Antiemesis V.2, 2009 CINV 54

54 CINV

 MASCC  ASCO  NCCN

90%

5-HT3

DEX 3

CINV

DEX 2

5-HT3

DEX 3

5-

HT3 DEX 3

H2

PPI

CINV

DEX 2

30 90%

ADR

CY AC

5-

HT3 DEX 3

5-HT3 DEX 2

ADR

CY AC

5-HT3

DEX 3

AC

5-HT3 DEX

2

CBDCA CDDP <50mg/m2

ADR

CPT-11 MTX 250

1,000mg/m2

5-

HT3 DEX 3

H2

PPI

ADR CBDCA CDDP CPT-11 CY
DEX MTX PPI

National Cancer Institute Physician Data Query NCI-

PDQ
®

ASCO NCCN

, 2006

NCCN

ONO-7436-01 P052 P054 P071

(3)

CINV

(3)

ONO-7436-01 P052 P054 P071

CINV 5-HT3 DEX 2

DEX

ONO-7436-01 P052 P054 P071

DEX

P052 P054 DEX 1998

MASCC 1999 ASCO J Clin Oncol 17: 2971-2994, 

1999 4 1 20mg 1
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2 4 8mg 1 2 125/80mg

DEX DEX P041 1

12mg 1 2 4 8mg 1 1

P041 DEX 1 20mg 2 5 8mg DEX 1

12mg 2 5 4mg 1 125mg 2 5 80mg

DEX AUC0-24 90% 1 1.29 1.17, 1.44 5

1.03 0.89, 1.20 2) 

 (8) DEX OND

P071 DEX 1999 ASCO

125/80mg DEX

P052 P054

ONO-7436-01 DEX

4

20mg 1 1 2 http://www.mhlw.go.jp/shingi/2004/05/s0521-5t.html

2009 5 DEX

1 12mg 2 3 8mg 1 1

DEX

P041 125/80mg DEX 50% 1 6 mg 2 3

4 mg 40/25mg 25% 1 8 mg 2 3 6 mg

DEX P041 1 125mg 2 5

80mg DEX 1 20mg 2 5 8mg DEX

AUC0-24 90% 1 2.17 1.95, 2.40 5 2.20 1.89, 

2.55 DEX AUC0-24

1 5 AUC0-24 0.85 1.30

CINV DEX CDDP 50mg/m
2

DEX 4mg 8mg 12mg 20mg Complete 

Protection 60.9% 61.0% 66.9% 71.0% Complete Protection

69.2% 69.1% 78.5% 83.2% 20mg 4mg 8mg

12mg J Clin Oncol 16: 2937-

2942, 1998 CDDP

CBDCA CY DEX DEX 24mg

8mg 8mg+6 4mg 4 3 Complete 

Protection J Clin Oncol 22: 725-729, 2004

DEX 8mg 7

http://www.mhlw.go.jp/shingi/ 

2004/05/s0521-5t.html 2009 5

1966 1999
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DEX 32 5,613

J Clin Oncol 18: 3409-3422, 2000 ) DEX

) 20mg

20mg DEX

DEX P041

DEX 20mg DEX

DEX

ONO-7436-01

P052 P054 P071 DEX

Complete Response

ONO-7436-01 P052 P054 P071

0 120 Complete Response

ONO-7436-01 P052 P054 P071

0 120 Complete Response

55 56

55 ONO-7436-01 Complete Response

Complete Response

95%
p a)

 50.3% 75/149  – 

40/25mg  66.4% 95/143  16.1% 4.9%, 27.2%

125/80mg  70.5% 103/146  20.2% 9.3%, 31.1%

vs. 40/25mg p=0.0053

vs. 125/80mg p=0.0004

a) 2

56 Complete Response

Complete Response

125/80mg
95%  p a)

P052 52.3% 136/260 b) 72.7% 189/260  20.4% 12.2%, 28.5%  p<0.001 c)

P054 43.3% 114/263  62.7% 163/260 d) 19.3% 11.0%, 27.7%  p<0.001 e)

P071 42.5% 180/424  50.8% 220/433  8.4% 1.7%, 15.0%  p=0.015 f)

a)

b) Complete Response modified ITT 1
c) CDDP

d) Complete Response modified ITT 2
e) CDDP
f) 55 55

Complete Response

CINV 24

2 5

CINV 0 120 Complete 

Response
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ONO-7436-01 P052

P054 P071 125/80mg

ONO-7436-01 P052 P054 P071

Complete Protection Visual

Analog Scale VAS <25mm Total Control

VAS<5mm 57 58

ONO-7436-01

125/80mg

ONO-7436-01

125/80mg

CINV

ONO-7436-01 P052 P054

P071 CDDP

P071

P071 90%

ADR CY

AC 59 30% AC

DTX PTX

P071

57 ONO-7436-01

40/25mg 125/80mg

 50.3% 75/149 66.4% 95/143 70.5% 103/146

 83.3% 125/150 90.2% 129/143 87.0% 127/146Complete Response

 51.7% 77/149 69.9% 100/143 72.6% 106/146

 43.0% 64/149 53.1% 76/143 61.6% 90/146

 82.0% 123/150 80.4% 115/143 83.6% 122/146Complete Protection

 44.3% 66/149 55.2% 79/143 65.1% 95/146

 24.2% 36/149 28.0% 40/143 33.6% 49/146

 64.7% 97/150 63.6% 91/143 66.4% 97/146Total Control 

 26.2% 39/149 30.1% 43/143 34.2% 50/146

 51.0% 76/149 74.1% 106/143 76.7% 112/146

 83.3% 125/150 90.2% 129/143 89.7% 131/146

 53.0% 79/149 77.6% 111/143 78.8% 115/146

 79.2% 118/149 80.4% 115/143 80.8% 118/146

 96.0% 144/150 98.6% 141/143 95.2% 139/146

 79.9% 119/149 81.1% 116/143 82.2% 120/146

CDDP 0 120 CDDP 0 24 CDDP 24 120
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58 P052 P054 P071

 P052  P054  P071

125/80mg  72.7% 189/260  62.7% 163/260  50.8% 220/433

 52.3% 136/260  43.3% 114/263  42.5% 180/424

95% 20.4% 12.2%, 28.5% 19.3% 11.0%, 27.7%  8.4% 1.7%, 15.0%

125/80mg  89.2% 231/259  82.8% 216/261  75.7% 327/432

 78.1% 203/260  68.4% 180/263  69.0% 292/423

95% 11.1% 4.8%, 17.4% 14.3% 7.1%, 21.6%  6.7% 0.7%, 12.6%

125/80mg  75.4% 196/260  67.7% 176/260  55.4% 240/433

 55.8% 145/260  46.8% 123/263  49.1% 208/424

Complete 

Response 

95% 19.6% 11.6%, 27.6% 20.9% 12.6%, 29.2%  6.4% -0.3%, 13.0%

125/80mg  63.4% 163/257  55.6% 145/261  42.5% 184/433

 49.2% 128/260  40.7% 107/263  36.8% 156/424

95% 14.2% 5.7%, 22.7% 14.9% 6.4%, 23.3%  5.7% -0.8%, 12.2%

125/80mg  84.8% 217/256  80.0% 208/260  68.7% 296/431

 74.6% 194/260  64.6% 170/263  64.3% 272/423

95% 10.2% 3.3%, 17.0% 15.4% 7.8%, 22.9%  4.4% -2.0%, 10.7%

125/80mg  66.4% 172/259  60.9% 159/261  46.9% 203/433

 51.5% 134/260  44.1% 116/263  42.5% 180/424

Complete 

Protection 

95% 14.9% 6.5%, 23.2% 16.8% 8.4%, 25.2%  4.4% -2.2%, 11.1%

125/80mg  45.5% 117/257  44.4% 116/261  28.9% 125/433

 40.0% 104/260  31.9% 84/263  27.1% 115/424

95% 5.5% -3.0%, 14.0% 12.5% 4.3%, 20.8%  1.7% -4.3%, 7.8%

125/80mg  70.7% 181/256  63.6% 166/261  55.9% 241/431

 64.2% 167/260  56.7% 149/263  52.5% 222/423

95% 6.5% -1.6%, 14.5% 6.9% -1.4%, 15.3%  3.4% -3.2%, 10.1%

125/80mg  49.0% 127/259  49.8% 130/261  32.1% 139/433

 42.7% 111/260  33.8% 89/263  31.1% 132/424

Total 

Control 

95% 6.3% -2.2%, 14.9% 16.0% 7.6%, 24.3%  1.0% -5.3%, 7.2%

125/80mg  77.7% 202/260  66.2% 172/260  75.7% 327/432

 55.0% 143/260  44.5% 117/263  58.7% 249/424

95% 22.7% 14.8%, 30.6% 21.7% 13.4%, 30.0%  17.0% 10.8%, 23.2%

125/80mg  90.0% 234/260  83.5% 218/261  87.5% 378/432

 79.3% 207/261  68.8% 181/263  77.3% 327/423

95% 10.7% 4.6%, 16.8% 14.7% 7.5%, 21.9%  10.2% 5.1%, 15.3%

125/80mg  80.8% 210/260  71.5% 186/260  80.8% 349/432

 58.8% 153/260  48.3% 127/263  69.1% 293/424

95% 21.9% 14.3%, 29.6% 23.2% 15.1%, 31.4%  11.7% 5.9%, 17.4%

125/80mg  80.8% 210/260  82.3% 214/260  58.7% 253/431

 70.8% 184/260  72.6% 191/263  56.2% 237/422

95% 10.0% 2.7%, 17.3% 9.7% 2.6%, 16.8%  2.5% -4.1%, 9.2%

125/80mg  94.2% 244/259  96.2% 251/261  82.8% 355/429

 88.8% 231/260  89.7% 236/263  80.0% 336/420

95% 5.4% 0.6%, 10.1% 6.4% 2.1%, 10.8%  2.8% -2.5%, 8.0%

125/80mg  81.2% 211/260  83.1% 216/260  62.7% 271/432

 73.5% 191/260  74.1% 195/263  59.8% 253/423

95% 7.7% 0.5%, 14.9% 8.9% 1.9%, 15.9%  2.9% -3.6%, 9.4%

CDDP 0 120 CDDP 0 24 CDDP 24 120

59 P071

438 428

 437 99.8% 428 100%

CY/DTX/ADR 2 0.5%  4 0.9%

CY/ADR 267 61.0% 258 60.3%

CY/ADR/  34 7.8%  30 7.0%

CY/ADR/PTX 2 0.5%  0 0%

CY/  35 8.0%  36 8.4%

CY/ / 91 20.8% 96 22.4%

CY/MTX/  6 1.4%  4 0.9%
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P071

P071 90% AC

NCCN Antiemesis V.1, 2004

NCCN Antiemesis V.2, 2009

ASCO J Clin Oncol 24: 2932-2947, 2006

MASCC Ann Oncol 17: 20-28, 2006

P071

P071

3

P071 OND 2

3

125/80mg

CINV 5-HT3

Br J Cancer 

77: 1487-1491, 1998; J Clin Oncol 14: 644-651, 1996

P052 P054 P071

VAS<25mm

P052 20 P054 20 P071 20

P052 P054 P071

125/80mg 60

VAS<25mm

6
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(8)

60

 1 2 3 4 5 6 

at risk  260 104 66 32 17 12 

 117 7 7 1 2 1 

 39 31 27 14 3 11 

Kaplan-Meier 55.0% 51.3% 45.9% 44.4% 39.2% 35.9%

at risk  260 132 101 61 42 31 

 58 6 8 0 2 0 

 70 25 32 19 9 31 

P052 

125/80mg

Kaplan-Meier 77.7% 74.2% 68.3% 68.3% 65.0% 65.0%

 1 2 3 4 5 6 

at risk  263 97 65 48 29 17 

 146 17 6 4 1 1 

 20 15 11 15 11 16 

Kaplan-Meier 44.5% 36.7% 33.3% 30.5% 29.5% 27.7%

at risk  260 124 84 58 28 20 

 88 15 6 8 1 1 

 48 25 20 22 7 19 

P054 

125/80mg

Kaplan-Meier 66.2% 58.2% 54.0% 46.5% 44.9% 42.6%

 1 2 3 4 5 6 

at risk  424 224 168 139 – – 

 175 47 20 12 – – 

 25 9 9 127 – – 

Kaplan-Meier 58.7% 47.6% 42.3% 38.8% – – 

at risk  432 296 258 234 – – 

 105 23 14 14 – – 

 31 15 10 220 – – 

P071 

125/80mg

Kaplan-Meier 75.7% 70.4% 66.8% 62.9% – – 

(4)

5-HT3

CDDP 50 100mg/m
2

60mg 100mg OND 32mg

P004L1

30 OND 23 P004L1

15.0% 61

2 OND

4
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61 P004L1 15.0%

60mg

14

100mg

16

OND 32mg 

23

 14.3% 2 0.0% 0 17.4% 4 

 0.0% 0 0.0% 0 4.3% 1 

 100.0% 14 93.8% 15 100.0% 23 

 85.7% 12 43.8% 7 69.6% 16 

 50.0% 7 62.5% 10 17.4% 4 

 57.1% 8 43.8% 7 39.1% 9 

/  50.0% 7 43.8% 7 34.8% 8 

 42.9% 6 31.3% 5 39.1% 9 

 50.0% 7 25.0% 4 30.4% 7 

ALT  35.7% 5 25.0% 4 17.4% 4 

 21.4% 3 25.0% 4 21.7% 5 

AST  28.6% 4 18.8% 3 8.7% 2 

 28.6% 4 18.8% 3 8.7% 2 

 42.9% 6 12.5% 2 43.5% 10 

 28.6% 4 12.5% 2 17.4% 4 

 28.6% 4 12.5% 2 4.3% 1 

 35.7% 5 6.3% 1 30.4% 7 

 28.6% 4 6.3% 1 17.4% 4 

 28.6% 4 6.3% 1 13.0% 3 

OND

CDDP 5-HT3

 AST ALT

OND

DTX 60 100mg/m
2

2

2 P051

2)

 (12) P051

OND

3

DEX 5-HT3 3

ONO-7436-01 P052 P054 P071

28 40 42 47

P052 P054

10.0% 62




