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(5) 

1) 

1.0 mg/m2 28 1.3 mg/m2 26

2.7.6.2.8-18  2.7.6.2.8-19  2.7.6.2.8-20

1.0 mg/m2 48.4 mg 2.1 73.0 mg 1.3 mg/m2 46.8 mg

10.0 86.3 mg 1.0 mg/m2 142.6 5 1

228 1.3 mg/m2 115.9 4 12 172

1.0 mg/m2 92.2% 1.3 mg/m2 81.9%

1.0 mg/m2 1 8

100% 96% 93% 86% 79% 79% 79% 75% 1.3 mg/m2

1 8 100% 96% 92%

77% 65% 62% 46% 46% 1.0 mg/m2

26.5 1 32 1.3 mg/m2 21.2 4 32

1.0 mg/m2 3.7 4.0 1.3 mg/m2 3.4 4.0

1.0 mg/m2 16 1.3 mg/m2 12 28

1.0 mg/m2 521.3 mg 180.0 960.0 mg 1.3 mg/m2

376.7 mg 80.0 640.0 mg 1.0 mg/m2 1 2 1.3 mg/m2

1 1.0 mg/m2 3 8

5 6 8 10 14 13 1.3 mg/m2 2 8 1 3 2 6 7 6 7

1.3 mg/m2 1 2

2 160 mg

1.0 mg/m2 1

1 8 4% 11% 0% 7% 11% 4% 7% 14% 1.3 mg/m2

1 1 8 15% 19% 35%

27% 15% 23% 0% 12% 1.0mg/m2

1.0 mg/m2 1 8

0% 0% 0% 0% 4% 4% 11% 11% 1.3 mg/m2

1 4% 2 15%

3 19% 4 8 15%

1 1

1.3 mg/m2 5 6 4% 1/26
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2) 

20

 2.7.6.2.8-21

4

 2.7.6.2.8-21

MedDRA 8.0 PT

SOC NCI-CTC ver.2

 2.7.6.2.8-22 54 1

Grade3 1 1.0 mg/m2 71% 20/28 1.3 mg/m2

81% 21/26

 2.7.6.2.8-22 N=54

1.0 mg/m2

(n=28)
n (%) 

1.3 mg/m2

(n=26)
n (%) 

1 28 (100) 26 (100) 
1 26 (93) 25 (96) 

Grade3 1 20 (71) 21 (81) 
Grade4 1 2 (7) 3 (12) 

1 11 (39) 11 (42) 
3 (11) 10 (38) 
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20 1.3 mg/m2 1 016-0001

20

20 7 7 6

1 84

1 014-0001

 2.7.6.2.8-23

20 41% 22/54 1.0 mg/m2 39% 11/28

1.3 mg/m2 42% 11/26 4%

2/54 11% 6/54 9% 5/54

6% 3/54 4% 2/54

24% 13/54 1.0 mg/m2 29% 8/28 1.3 mg/m2 19% 5/26

4% 2/54

6% 3/54 4% 2/54

 2.7.6.2.8-24

4 1.0 mg/m2 1 1.3 mg/m2 3
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 2.7.6.2.8-23 N=54

MedDRA/J v8.0 
 (SOC) 
 (PT) (n=54)

1.0mg/m2

(n=28)
1.3mg/m2

(n=26)
1 22 (41) 11 (39) 11 (42) 

10 (19) 4 (14) 6 (23) 
6 (11) 0 6 (23) 
2 (4) 2 (7) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 0 1 (4) 

7 (13) 4 (14) 3 (12) 
5 (9) 3 (11) 2 (8) 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 0 1 (4) 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
6 (11) 2 (7) 4 (15) 
3 (6) 1 (4) 2 (8) 
2 (4) 1 (4) 1 (4) 
1 (2) 0 1 (4) 
1 (2) 1 (4) 0 
3 (6) 2 (7) 1 (4) 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 0 1 (4) 
2 (4) 0 2 (8) 
1 (2) 0 1 (4) 
1 (2) 0 1 (4) 
2 (4) 1 (4) 1 (4) 
2 (4) 1 (4) 1 (4) 
1 (2) 0 1 (4) 
1 (2) 0 1 (4) 
2 (4) 1 (4) 1 (4) 
2 (4) 1 (4) 1 (4) 
2 (4) 1 (4) 1 (4) 
1 (2) 0 1 (4) 
1 (2) 1 (4) 0 
1 (2) 0 1 (4) 
1 (2) 0 1 (4) 
1 (2) 0 1 (4) 
1 (2) 0 1 (4) 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
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 2.7.6.2.8-24
N=54

(mg/m2) (MedDRA/J v8.0 PT) (Cycle/Day)
Gradeb

1.0 03-0002 C4 / D12 3 
 06-0011 C3 / D12 2 
 09-0003 +6a 2 

+6a 2
 09-0005 C6 / D9 3 
 11-0001 C2 / D5 3 
 11-0004 C5 / D18 2 

+2a 2 
 14-0004 C1 / D1 3 c

 17-0002 +4a 4 d

1.3 02-0008 +3a 2 
 04-0002 C2 / D1 3 

+21a 3 
 11-0003 C2 / D4 3 

C1 / D11 2 
C1 / D11 2 
C1 / D11 2 
C1 / D11 2 

 11-0008 C3 / D18 2 
 14-0002 C1 / D5 4 

C5 / D12 3 
a
b Grade1= Grade2= Grade3= Grade4=
c
d

 Grade3 Grade4

Grade3  2.7.6.2.8-25 Grade3

76% 41/54 1.0 mg/m2 71% 20/28 1.3 mg/m2 81% 21/26

Grade3 24% 13/54

17% 9/54 11% 6/54

9% 5/54
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 2.7.6.2.8-25 Grade3 N=54

MedDRA/J v8.0 
 (SOC) 
 (PT) (n=54)

1.0mg/m2

(n=28)
1.3mg/m2

(n=26)
1 41 (76) 20 (71) 21 (81) 

24 (44) 12 (43) 12 (46) 
13 (24) 8 (29) 5 (19) 
9 (17) 3 (11) 6 (23) 
6 (11) 3 (11) 3 (12) 
5 (9) 2 (7) 3 (12) 
2 (4) 1 (4) 1 (4) 

12 (22) 6 (21) 6 (23) 
4 (7) 2 (7) 2 (8) 
4 (7) 1 (4) 3 (12) 
2 (4) 2 (7) 0 
2 (4) 1 (4) 1 (4) 
1 (2) 0 1 (4) 
1 (2) 1 (4) 0 

11 (20) 6 (21) 5 (19) 
5 (9) 3 (11) 2 (8) 
3 (6) 1 (4) 2 (8) 
3 (6) 1 (4) 2 (8) 
1 (2) 1 (4) 0 
1 (2) 0 1 (4) 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 

10 (19) 3 (11) 7 (27) 
6 (11) 2 (7) 4 (15) 
2 (4) 1 (4) 1 (4) 
2 (4) 0 2 (8) 
1 (2) 0 1 (4) 
1 (2) 0 1 (4) 
1 (2) 0 1 (4) 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 

7 (13) 3 (11) 4 (15) 
4 (7) 0 4 (15) 
2 (4) 2 (7) 0 
1 (2) 1 (4) 0 

7 (13) 4 (14) 3 (12) 
5 (9) 3 (11) 2 (8) 
1 (2) 0 1 (4) 
1 (2) 1 (4) 0 
4 (7) 0 4 (15) 
2 (4) 0 2 (8) 
1 (2) 0 1 (4) 
1 (2) 0 1 (4) 
3 (6) 2 (7) 1 (4) 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 0 1 (4) 



 2.7.6  M34100-024  344

MedDRA/J v8.0 
 (SOC) 
 (PT) (n=54)

1.0mg/m2

(n=28)
1.3mg/m2

(n=26)
3 (6) 2 (7) 1 (4) 
2 (4) 2 (7) 0 
1 (2) 0 1 (4) 
2 (4) 1 (4) 1 (4) 
2 (4) 1 (4) 1 (4) 
2 (4) 1 (4) 1 (4) 
2 (4) 1 (4) 1 (4) 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 
1 (2) 1 (4) 0 

Grade4  2.7.6.2.8-26 Grade4 9% 5/54

Grade4 2% 1/54

Grade4 Grade3

 2.7.6.2.8-26 Grade4 N=54

(mg/m2)
Grade4

(MedDRA/J v8.0 PT) (Cycle / Day)
1.0 14-0006 C4 / D18 

 17-0002 +4 a b

1.3 06-0008 +15 a

 11-0005 +4 a

 14-0002 C1 / D5 
a
b

 2.7.6.2.8-27

24% 13/54 1.0 mg/m2 11% 3/28 1.3 mg/m2 38%

10/26

1.0 mg/m2 7% 2/28 1.3 mg/m2 23% 6/26

9% 5/54 4% 2/54

13 9 CR

PR
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 2.7.6.2.8-27 N = 54

(mg/m2) (MedDRA/J v8.0 PT) (Cycle / Day)
Gradeb

1.0 02-0001 2
C1 / D22 1 

 14-0004 C1 / D1 3 c

 17-0002 +4 a 4 d

1.3 01-0002 +6 a 3
 02-0009 C1 / D8 3 

+10 a 3 
 03-0001 C2 / D6 3 

C3 / D1 3 
 03-0005 +1 a 3 
 04-0002 C2 / D1 3 

+21 a 3 d

 06-0008 +1 a 3 
 11-0003 C2 / D4 3 
 14-0002 C5 / D11 3 

C5 / D11 3 
C5 / D12 3 

 14-0005 +29 a 2 
 16-0001 +3 a 2 e

a
b Grade1= Grade2= Grade3= Grade4=
c
d
e

1 52% 28/54

1.0 mg/m2 39% 11/28 1.3 mg/m2 65% 17/26 1.3 mg/m2

9% 5/54 7% 4/54

6% 3/54

22% 12/54 1.0 mg/m2 18%

5/28 1.3 mg/m2 27% 7/26

7% 4/54 4% 2/54

1 4 5 5 6 3

7 8 1

22% 12/54 1.0 mg/m2

11% 3/28 1.3 mg/m2 35% 9/26 12 1

10 2 1.3 mg/m2 1.0 mg/m2 1.0 mg/m2 0.7 mg/m2

2 0.7 mg/m2

11% 6/54 4% 2/54 1.3 mg/m2
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1

1 1 2 2 3 3

4 1 5 2 7 3

10%  2.7.6.2.8-28

2.7.6.2.8.4 30% 70% 38/54

54% 29/54 44% 24/54 41% 22/54 37% 20/54

37% 20/54 35% 19/54 31% 17/54

31% 17/54 30% 16/54 30% 16/54

30% 16/54

 2.7.6.2.8-28 10%
N = 54

MedDRA/J v8.0 
PT (n=54)

1.0 mg/m2

(n=28)
1.3 mg/m2

(n=26)
1 54 ( 100) 28 ( 100) 26 (100) 

38 ( 70) 19 ( 68) 19 ( 73) 
29 ( 54) 13 ( 46) 16 ( 62) 
24 ( 44) 7 ( 25) 17 ( 65) 
22 ( 41) 9 ( 32) 13 ( 50) 
20 ( 37) 9 ( 32) 11 ( 42) 
20 ( 37) 5 ( 18) 15 ( 58) 
19 ( 35) 11 ( 39) 8 ( 31) 
17 ( 31) 7 ( 25) 10 ( 38) 
17 ( 31) 8 ( 29) 9 ( 35) 
16 ( 30) 9 ( 32) 7 ( 27) 
16 ( 30) 9 ( 32) 7 ( 27) 
16 ( 30) 7 ( 25) 9 ( 35) 
15 ( 28) 10 ( 36) 5 ( 19) 
15 ( 28) 6 ( 21) 9 ( 35) 
14 ( 26) 6 ( 21) 8 ( 31) 
14 ( 26) 4 ( 14) 10 ( 38) 
13 ( 24) 5 ( 18) 8 ( 31) 
13 ( 24) 7 ( 25) 6 ( 23) 
13 ( 24) 4 ( 14) 9 ( 35) 
12 ( 22) 7 ( 25) 5 ( 19) 
12 ( 22) 7 ( 25) 5 ( 19) 
11 ( 20) 7 ( 25) 4 ( 15) 
11 ( 20) 6 ( 21) 5 ( 19) 
11 ( 20) 9 ( 32) 2 (  8) 
10 ( 19) 3 ( 11) 7 ( 27) 
9 ( 17) 4 ( 14) 5 ( 19) 



 2.7.6  M34100-024  347

MedDRA/J v8.0 
PT (n=54)

1.0 mg/m2

(n=28)
1.3 mg/m2

(n=26)
9 ( 17) 2 (  7) 7 ( 27) 
9 ( 17) 4 ( 14) 5 ( 19) 
9 ( 17) 5 ( 18) 4 ( 15) 
9 ( 17) 2 (  7) 7 ( 27) 
8 ( 15) 2 (  7) 6 ( 23) 
8 ( 15) 2 (  7) 6 ( 23) 
8 ( 15) 3 ( 11) 5 ( 19) 
8 ( 15) 3 ( 11) 5 ( 19) 
8 ( 15) 4 ( 14) 4 ( 15) 
7 ( 13) 3 ( 11) 4 ( 15) 
7 ( 13) 4 ( 14) 3 ( 12) 
7 ( 13) 2 (  7) 5 ( 19) 
7 ( 13) 1 (  4) 6 ( 23) 
6 ( 11) 2 (  7) 4 ( 15) 
6 ( 11) 4 ( 14) 2 (  8) 
6 ( 11) 0 6 ( 23) 
6 ( 11) 3 ( 11) 3 ( 12) 
6 ( 11) 4 ( 14) 2 (  8) 
6 ( 11) 2 (  7) 4 ( 15) 
6 ( 11) 2 (  7) 4 ( 15) 
6 ( 11) 2 (  7) 4 ( 15) 
6 ( 11) 5 ( 18) 1 (  4) 

1.3 mg/m2 1.0 mg/m2 20%

1.3 mg/m2 65% 1.0 mg/m2 25% 1.3 

mg/m2 58% 1.0 mg/m2 18% 1.3 mg/m2 38% 1.0 mg/m2 14%

1.3 mg/m2 35% 1.0 mg/m2 14% 1.3 mg/m2 23% 1.0 mg/m2 0%

1.0 mg/m2 1.3 mg/m2 20%

1.3 mg/m2 8% 1.0 mg/m2 32%

 20S

20S  2.7.6.2.8-29 1.3 mg/m2

26 11 20S

11 1 1 20S 60%

3 60% 80% 4 80% 4

Grade3 20S
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 2.7.6.2.8-29 1.3 mg/m2 20S N=11

20S  (%) 
<60

(n=3)
60  <80 

(n=4)
80

(n=4)
Grade3    

n (%) 3 (100) 2 (50) 3 (75) 
90% 37, 100 10, 90 25, 99 

   
n (%) 1 (33) 1 (25) 3 (75) 
90% 2, 86 1, 75 25, 99 

   
n (%) 0 2 (50) 2 (50) 
90% 0, 63 10, 90 10, 90 

(i)

 2.7.6.2.8-8

140 109/L 440 109/L 1.0 mg/m2 166.64 109 /L 1.3 mg/m2

208.04 109 /L 8 1

1.0 mg/m2 195.62 109 /L 1.3 mg/m2 278.33 109 /L

1 4 8 11

1

nadir

 2.7.6.2.8-8 N=54
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 2.7.6.2.8-9

138 172 g/L 121 151 g/L 1.0 mg/m2 111.89 g/L

1.3 mg/m2 113.52 g/L 1.0 mg/m2 8 11 122.54 g/L

1.3 mg/m2 8 8 126.44 g/L

 2.7.6.2.8-9 N=54

 2.7.6.2.8-10 1.0 

mg/m2 5.08 109 /L 1.3 mg/m2 5.46 109 /L

3.8 109 /L 9.8 109 /L

 2.7.6.2.8-11 1.0

mg/m2 3.16 109 /L 1.3 mg/m2 3.42 109 /L

2.00 109 /L 7.50 109 /L

1.0 mg/m2 5.25 109 /L 1.3 mg/m2

5.02 109 /L

g/
L
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 2.7.6.2.8-10 N=54

 2.7.6.2.8-11 N=54

(ii)

 2.7.6.2.8-12  2.7.6.2.8-13

 2.7.6.2.8-14

135 145 mmol/L 3.3 4.9 mmol/L
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97 110 mmol/L

 2.7.6.2.8-12 N=54

 2.7.6.2.8-13 N=54
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 2.7.6.2.8-14 N=54

(i)

1 1

120 140 mmHg 64 79 mmHg

1.0 mg/m2 1 1.3 mg/m2 2 1.3 mg/m2

1 01-0002 Grade 3 1.3 mg/m2 1

2 Grade1 2

1 1

36.2 36.8°C

41% 22/54 1.0 mg/m2 32% 9/28

1.3 mg/m2 50% 13/26 20% 11/54

1.0 mg/m2 11% 3/28 1.3 mg/m2 31% 8/26 Grade1

2 Grade3 1 11-0006 1.0 mg/m2

01-0002 1.3 mg/m2 01-0002

1.0 mg/m2

1.3 mg/m2 13 7

6 1 4
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1 1

74 86 bpm

1 1

18 20 rpm

(ii) Karnofsky

Karnofsky 60

1.3 mg/m2 1 60

Karnofsky 90 1.0 mg/m2 61% 17/28 1.3 mg/m2

54% 14/26

Karnofsky 1.0 mg/m2

87 1.3 mg/m2 85 Karnofsky

Karnofsky

Karnofsky 1.0 

mg/m2 84 1.3 mg/m2 80 Karnofsky

40

2.7.6.2.8.3

2 1.0 mg/m2 1.3 mg/m2

8

CR PR MR 1.0 mg/m2 33% 1.3 mg/m2

50% 90% 1.0 mg/m2 18.6% 1.3 

mg/m2 32.7% 1.3 mg/m2

20% CR PR 1.0 mg/m2 30% 1.3 mg/m2

38% CR PR 1.3 mg/m2 90% 22.6%

20%

CR 1.0 mg/m2 11% 1.3 mg/m2 4% 1 CRBlade

SWOG CR 15%
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1.0 mg/m2 1.3 mg/m2

20 1

20 7 6

1

1.0 mg/m2 1.3mg/m2

Grade3 76% 1.0 mg/m2

71% 1.3 mg/m2 81%

Grade3 SOC

1.0 mg/m2 43% 1.3 mg/m2 46%

Grade4 5

1.0 mg/m2 18% 1.3 mg/m2 58% Grade3

1.0 mg/m2 7% 1.3 mg/m2 15%

1.0 mg/m2 4% 1.3 mg/m2

15%

M34100-025

1.3 mg/m2

1.0 mg/m2
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2.7.6.2.8.4
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