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62 P052 P054 10.0% a)

550 125/80mg 544 550 125/80mg 544

 72.5% 399 74.3% 404  12.7% 70 10.8% 59 

 12.5% 69 18.4% 100 5.6% 31 10.8% 59 

 11.8% 65 12.7% 69  7.5% 41 10.3% 56 

MedDRA ver.9.1J 
a)

10.0%

P052 P054 P071

P052 P054

‡‡‡‡‡‡

P071 2

4 5 7 10.0% 63

63 P071 10.0%

2 4 5 7

428

125/80mg

438 359

125/80mg

385

125/80mg

75MedDRA ver.9.1J

 78.5% 336 77.4% 339 78.0% 280 84.9% 327 54.7% 41 

 22.2% 95 24.0% 105 17.8% 64 17.1% 66 0.0% 0 

 21.5% 92 21.9% 96 17.8% 64 21.8% 84 9.3% 7 

 16.4% 70 16.4% 72 9.2% 33 9.4% 36 4.0% 3 

 18.0% 77 12.3% 54 13.6% 49 10.4% 40 1.3% 1 

 7.5% 32 7.1% 31 11.4% 41 11.9% 46 22.7% 17 

 4.7% 20 8.2% 36 7.5% 27 10.1% 39 4.0% 3 

5 7

4 120

120 5 7

2 4

125/80mg 4.9 5.8%

ONO-7436-01 P052 P054

P071

3

ONO-7436-01 1 125/80mg

1

P052 P054 3.8%

21/550 125/80mg 3.7% 20/544 2 6

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

P052 P054 2

                                                       
‡‡‡‡‡‡ possibly probably definitely
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64

64 P052 P054 2

2 6

550 125/80mg 544 438 125/80mg 413

 21  20  23  28

 2  5  2  5

 2  3  2  5

 2  2  2  3

 0  2  1  1

 1  2  0  0

 1  1  2  3

 0  1  3  2

 2  1  1  1

 3  1  0  1

 2  1  0  1

 2  1  0  0

 0  0  1  2

P071 5 7

2 4 125/80 mg 1 3

ONO-7436-01 P052 P054 P071

3

ONO-7436-01 2.6% 4/151

40/25mg 6.8% 10/148 125/80mg 6.0% 9/150

2 30

 (1) CINV ONO-7436-01

P052 P054

13.6% 75/550 125/80mg 13.4% 73/544 2 6

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

1.0% 65

65 P052 P054 1.0%

2 6

550 125/80mg 544 438 125/80mg 413MedDRA ver.9.1J

 13.6% 75 13.4% 73 18.5% 81 19.1% 79 

 1.1% 6 2.2% 12 1.4% 6 2.4% 10 

 0.9% 5 1.7% 9 1.6% 7 1.5% 6 

 1.3% 7 1.3% 7 1.4% 6 1.0% 4 

 0.4% 2 0.9% 5 0.9% 4 1.5% 6 

 0.5% 3 0.7% 4 1.1% 5 0.7% 3 

 0.4% 2 0.6% 3 0.2% 1 2.2% 9 

 0.4% 2 0.6% 3 0.7% 3 1.9% 8 

 0.4% 2 0.6% 3 0.5% 2 1.5% 6 

 0.4% 2 0.6% 3 0.9% 4 1.2% 5 

 0.0% 0 0.4% 2 0.5% 2 1.2% 5 
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P071 4.2%

18/428 125/80 mg 3.4% 15/438 2 4

3.9% 14/359 125/80 mg 4.7% 18/385 5 7

125/80mg 1.3% 1/75 2 4

2 51 52

 (5) 

P071

ONO-7436-01 P052 P054 P071

3

ONO-7436-01

0.0% 0/151 40/25mg 1.4% 2/148 125/80mg 0.7%

1/150 40/25mg 1 125/80mg

1

052 P054

6.5% 36/550 125/80mg 8.1% 44/544 2 6

27.2% 119/438 125/80mg 27.8% 115/413

1.0%

2 6

0.5% 2/438 125/80mg 1.2% 5/413

0.7% 3/420 125/80mg 1.0% 4/383
§§§§§§

P071

1.2% 5/428 125/80mg 1.6% 7/438 2 4

1.1% 4/359 125/80 mg 1.8% 7/385 5

7 1.0%

ONO-7436-01 P052 P054 P071

P052 125/80mg

0.4% 1/265 125/80mg 2.3% 6/261

P052

                                                       
§§§§§§
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/

/

2004

7 125/80mg 2

PICC peripherally inserted centralized catheter

P004L1 P007L1 P007 P012 P040C1 P044

66

P052 P054 P071 125/80mg

67

66 P004L1 P007L1 P007 P012 P040C1 P044

40/25mg 125/80mg 375/250 mg

 120 241 36 460 

 1.7% 2  0.0% 0  0.0% 0  0.0% 0

67 P052 P054 P071

 P052 P054 P071 

125/80mg 125/80mg 125/80mg

 265 261 285 283 428 438 

 0.4% 1  2.3% 6  0.7% 2 0.0% 0  0.0% 0  0.0% 0

2003 3 26

2008 9 25 Periodic Safety Update 

Report PSUR 3 3 2 1

P052 125/80mg

P052 125/80mg

1.5% 4/265 125/80mg 3.8% 10/261

125/80mg 10 4

2 1
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4

68 125/80mg

68 P052

 6 8

 215 332.22 116.28 255.60 99.86 -76.62 82.48 

125/80mg  208 328.73 124.91 247.92 98.28 -80.81 90.82 

P004L1 P007L1 P007 P012 P040C1 P044

69

P052 P054 P071 125/80mg

70

69 P004L1 P007L1 P007 P012 P040C1 P044

40/25mg 125/80 mg 375/250 mg

 120 241 36 460 

 2.5% 3  0.8% 2  2.8% 1  1.3% 6

70 P052 P054 P071

 P052 P054 P071 

125/80mg 125/80mg 125/80mg

 265 261 285 283 428 438 

1.5% 4  3.8% 10  0.4% 1 0.0% 0  0.2% 1  0.5% 2

(5)

5-HT3 DEX

5-HT3 24

ONO-7436-01 P052

P054 P071 2 5 0 120

Complete Response

(3)

CINV MASCC ASCO NCCN

CINV

ASCO MASCC
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AC NCCN

AC AC AC

CINV

ONO-7436-01 P052 P054 P071

120 CINV

120

ONO-7436-01 P052

P054 CINV 5-HT3

DEX 2

P071 CINV

(6)

ONO-7436-01 1 125mg 2 5

80mg 1 1 P052 P054 P071

1 125mg 2 3 80mg 1 1

ONO-7436-01 P052 P054 P071

1 125mg 2 80mg 1 1

5-HT3

5-HT3

3
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P004L1 P007L1 P007 P012

5-HT3 DEX 3 5

CINV

P040C1 5

P040C1 Kaplan-Meier

CDDP 72

P007L1 P007

2 3 5

P052 P054 P071

3 1 125mg 2 3 80mg 3

ONO-7436-01 P040C1

5

3

4

BEP

CDDP VIP CDDP CDDP

4 BEP

VIP

4

NCCN Antiemesis V.2, 2009

3

4 5 80mg

3

ASCO J Clin Oncol 24: 2932-2947, 2006

BEP VIP

2
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ONO-7436-01 5

P052 P054 P071 5 P040C1

3 1 125 mg 2 3 80 mg

120

P052 P054 P071 72

3

5 P040C1

P052 P054 P071

5 3

4

4

ONO-7436-01 P040C1

3

4 4

(8)

5

5

P040C1 40/25 mg 1 40mg 2 5 25mg

125/80 mg 1 125mg 2 5 80mg 375/250 mg 1 375mg

2 5 250mg 5 375/250mg

125/80 mg 40/25 mg

Complete Response

71 72 125/80 mg 1 125mg 2 5 80mg

 (2) 

P040C1

71 P040C1 Complete Response

 Complete Response
95%

p
 a)

 43.7% 55/126  – 

40/25mg  58.8% 70/119  15.2% 2.8%, 27.5%

125/80mg  71.0% 93/131  27.3% 15.7%, 39.0%

vs. 40/25mg p=0.014

vs. 125/80mg p<0.001

a)

Tukey-Ciminera-Heyse
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72 P040C1

40/25mg 125/80mg

 71.4% 90/126 75.6% 90/119 83.2% 109/131
Complete Response 

 45.2% 57/126 63.9% 76/119 72.7% 96/132

 39.7% 50/126 53.8% 64/119 64.9% 85/131

 66.7% 84/126 72.3% 86/119 79.4% 104/131Complete Protection 

 41.3% 52/126 58.0% 69/119 67.4% 89/132

 31.0% 39/126 44.5% 53/119 47.3% 62/131

 58.7% 74/126 63.0% 75/119 67.9% 89/131Total Control 

 32.5% 41/126 51.3% 61/119 51.5% 68/132

P052 P054 P071 125/80mg 1 125mg 2 3

80mg

1 125mg 2 3 80mg

P052 P054 P071

P052 P054 P071 125/80mg

125/80mg 1

125mg 2 80mg

ONO-7436-01 40/25 mg 1 40mg 2 5

25mg 125/80 mg 1 125mg 2 5 80mg

(3) 55 57

1 40mg 2 25mg

ONO-7436-01 P040C1

40/25mg 125/80mg CINV QOL

1

125mg 2 80mg

1 125mg 2

80mg 1 1

5-HT3

5-HT3

5-HT3 ASCO J Clin Oncol 24: 

2932-2947, 2006 5-HT3

5-HT3

NCCN Antiemesis V.3, 2008 5-HT3
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5-HT3

5-HT3

5-HT3

5-HT3

5-HT3

 CYP3A4

CYP3A4 DTX PTX CPT-11

CYP3A4

CYP3A4 DTX

P051 P101 DTX

ONO-7436-01 P052 P054 P071

CYP3A4

73

CYP3A4 CYP3A4

CYP3A4

CYP3A4

73 ONO-7436-01 P052 P054 P071
CYP3A4

CYP3A4 CYP3A4

125/80mg 125/80mg

ONO-7436-01 98.9% 92/93 100.0% 103/103 100.0% 58/58  97.9% 46/47

P052 P054 77.3% 194/251 78.6% 209/266 68.6% 205/299  70.1% 195/278

P071 75.0% 3/4  75.0% 3/4  78.5% 333/424  77.4% 336/434

ONO-7436-01 3.2% 3/93  5.8% 6/103 1.7% 1/58  6.4% 3/47

P052 P054 13.5% 34/251 15.0% 40/266 13.7% 41/299  11.9% 33/278

P071 25.0% 1/4  0.0% 0/4  4.0% 17/424  3.5% 15/434
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CYP3A4

CYP3A4

CINV

NK1

 DEX

ASCO J Clin Oncol 24: 2932-2947, 2006 CINV

DEX mPSL DEX

P064

mPSL AUC0-24 1.34 2.46

2)  (13) 

P064

CINV DEX

DEX

DEX CYP3A4

DEX
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DEX

ONO-7436-01 4

40/25 mg 4 125/80 mg 4

40/25mg 1 DEX mPSL

CYP3A4

DEX

CYP3A4

2)  (2) 

CYP3A4

P041 P064 DEX AUC0-24

1 2.17 5 2.20 mPSL AUC0-24

1.34 2.46

3

3

NCCN Antiemesis V.3, 

2008 ASCO J Clin Oncol 24: 2932-2947, 2006 DEX

CHOP CY ADR
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DEX

ASCO

DEX

CHOP

(7)

P052 6 3 12 14 17

125/80mg 3 14 15 15

CDDP 0 120 Complete Response

50.0% 1/2 125/80mg

100.0% 2/2
*******

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

P052

                                                       
******* 6 2 1 125/80mg 1
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12 18

P097

74

74

 1  2  3  4

125mg p.o.

OND 0.15 mg/kg 1 3 i.v.

DEX 8mg p.o.

80mg p.o.

OND 0.15 mg/kg 1 3 i.v.

DEX 4mg p.o.

80mg p.o.

–

DEX 4mg p.o.

–

–

DEX 4mg p.o.

p.o.

OND 0.15 mg/kg 1 3 i.v.

DEX 16mg p.o.

p.o.

OND 0.15 mg/kg 1 3 i.v.

DEX 8mg p.o.

–

DEX 8mg p.o.

–

–

DEX 8mg p.o.

p.o. i.v.

14

77.8% 14/18 125/80mg 84.4%

27/32 16.7% 3/18 125/80mg 25.0%

8/32 10.0% 75

75 P097
10.0% a)

18 125/80mg 32 18 125/80mg 32

 77.8% 14 84.4% 27  5.6% 1 12.5% 4 

 11.1% 2 25.0% 8  0.0% 0 12.5% 4 

 22.2% 4 21.9% 7  22.2% 4 9.4% 3 

 16.7% 3 21.9% 7  16.7% 3 9.4% 3 

 5.6% 1 18.8% 6  11.1% 2 9.4% 3 

 5.6% 1 18.8% 6  11.1% 2 6.3% 2 

 0.0% 0 15.6% 5 11.1% 2 3.1% 1 

 0.0% 0 15.6% 5  11.1% 2 0.0% 0 

 0.0% 0 15.6% 5      

MedDRA ver.9.1J 
a) 10.0%

16.7% 3/18 125/80mg 34.4% 11/32

2 2

125/80mg 8

0 120 Complete Response

5.6% 1/18 125/80mg 28.6% 8/28

12 17
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(8)

318 CDDP

3 300 1,328 1,650

CDDP

 1 4

 CYP3A4 DTX PTX CPT-11

 DEX

1.

2. GCP

 RC869A101 5.3.3.1-1 RC869A102 5.3.3.1-3 ONO-7436-02

5.3.3.2-1 ONO-7436-01 5.3.5.1-1 GCP
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GCP

GCP 1

.
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 (2) 

21 7 9

1.

125mg 80mg

19 7 19

2.

 (1) 

20 12 25  20 8

1)

 (1) 4.  3) 

 (1) 

ONO-7436-01

ONO-7436-01

ONO-7436-01 P040C1

2)

ONO-7436-01 P052 P054 P071

0 120 Complete Response

125/80mg

125/80mg
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5-HT3 DEX 2

3 5-HT3

DEX 120

120

120

3)

NK1

4)

5-HT3

120

CINV
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120

120

5-HT3

 CINV 24

24

120

CINV

24

120 CINV

CINV

CINV

5)

(1)

ONO-7436-01 5

3 5 CINV

P040C1 P052 P054 P071

5

ONO-7436-01 P040C1 P052 P054

3

ONO-7436-01 P040C1 P052 P054 

P071 5 5
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3

3

5

(2)

ONO-7436-01 40/25mg 1 40mg 2 5 25mg

125/80mg 1 125mg 2 5 80mg

1 40mg 2 25mg

ONO-7436-01 P040C1

40/25mg 125/80mg CINV QOL

1 125mg 2 80mg 

 (1) 

1 125mg 2 80mg

P040C1

40/25mg 125/80mg

P052 P054 P071 125/80mg

1 125mg 2 80mg 

5-HT3 DEX

CYP3A4 CYP3A4

CYP3A4

RC869A102

CYP3A4

2

CYP3A4 2
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P052 P054 P071 2 CYP3A4

78 CYP3A4

78 P052 P054 P071 CYP3A4

CYP3A4  CYP3A4

125/80mg 125/80mg

P052 P054 

2 6
27.0% 55/204 26.7% 52/195  27.4% 64/234  28.9% 63/218

P071 

2 4
66.7% 2/3  100.0% 5/5  78.1% 278/356  84.7% 322/380

P071 

5 7
  0.0% 0/1    55.4% 41/74

P052 P054 

2 6
17.2% 35/204 16.4% 32/195  19.7% 46/234  21.6% 47/218

P071 

2 4
33.3% 1/3  0.0% 0/5  3.7% 13/356  4.7% 18/380

P071 

5 7
  0.0% 0/1    1.4% 1/74

CYP3A4 2

CYP3A4

1

125mg 2 80mg 1 1

3 5

5-HT3

5-HT3

1 1 30 2
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6)

CINV

              

              

7)

 1 4

 CYP3A4 DTX PTX CPT-11

 DEX 

NK1

P-gp

P-gp anthracycline

4

 CPT-11

ONO-7436-01 P052 P054 P071
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79

79

 4 1 24

3,000

24

Performance Status

1 2 1

2 1

Complete Response

2

 CDDP

CYP3A4 CYP3A4

3.  (1) 

 (1) 

77 17 

CINV QOL P040C1

40/25mg

125/80mg

P052

P054 P071 125/80mg

4.

8
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1

125mg 2 80mg 1 1




