
1

2011 4

3

AML MDS

FDA

EMA

PMDA

PMDA



2

1.
•
• 5

2. FDA EMA
FDA ) http://www.fda.gov/Drugs/DrugSafety/ucm250575.htm 
EMA)  http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/new

s/2011/03/news_detail_001225.jsp&murl=menus/news_and_events/news_a
nd_events.jsp&mid=WC0b01ac058004d5c1
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Second Primary Malignancies

3 CC-5013-MM-015 CALGB 100104 IFM 2005-02

CC-5013-MM-015 CALGB 100104 IFM 2005-02

PMDA FDA EMA

1 CC-5013-MM-015

1
CC-5013-MM-015 65 MM III

3 melphalan prednisone MP

MPR

1 9

3 MPR

MPR R MPR MPR p MP MPp p

3 1

5

1 CC-5013-MM-015

1 28
9 1 28

MPR R
Melphalan 0.18 mg/kg 1  4
Prednisone 2 mg/kg 1  4

10 mg/ 1  21

10 mg/

1  21
MPR p

Melphalan 0.18 mg/kg 1  4
Prednisone 2 mg/kg 1  4

10 mg/ 1  21
MPp p

Melphalan 0.18 mg/kg 1  4
Prednisone 2 mg/kg 1  4

1  21

25 mg/
1  21

dexamethasone
40 mg/

1  4 9  12
17  20
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459 455 MPR R 150 MPR

p 152 MPp p 153

2011 2 1

2.5 % MPR R 12 8.0%

MPR p 9 5.9% MPp p 4 2.6%

1 CC-5013-MM-015

MPR R
n = 150

MPR p
n = 152

MPp p
n = 153

%  12 (8.0) 9 (5.9) 4 (2.6) 
 7 (4.7) 5 (3.3) 1 (0.7) 

AML  4 (2.7) 2 (1.3) 0 (0.0) 
MDS AML 0 (0.0) 1 (0.7) 0 (0.0) 

MDS 1 (0.7) 2 (1.3) 1 (0.7) 
CMML  1 (0.7) 0 (0.0) 0 (0.0)

T T-ALL  1 (0.7) 0 (0.0) 0 (0.0)
 5 (3.3) 4 (2.6) 3 (2.0) 

%

2 CALGB 100104

1

CALGB 100104 70 MM B

Cancer and Leukemia Group B CALGB III

ASCT melphalan 200 mg/m2

2 ASCT 90  100 2

10 mg/

3 15 mg/ 3

2

2 CALGB 100104

ASCT
90  100

       

10 mg/
3 15 mg/

70
I

III 1
ASCT 2

ASCT
melphalan
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568 460 231

229

2011 2 2

1.6 % 18 7.8%

5 2.2%

2 CALGB 100104

n = 231 n = 229
%  18 (7.8) 5 (2.2) 

 10 (4.3) 1 (0.4) 
AML  4 (1.7) 0 (0.0) 
MDS AML 1 (0.4) 0 (0.0) 

MDS 3 (1.3) 1 (0.4) 
B B-ALL  1 (0.4) 0 (0.0)

Hodgkin’s Disease  1 (0.4) 0 (0.0)
 8 (3.5) 4 (1.7) 

%

3 IFM 2005-02

1

IFM 2005-02 65 MM

Intergroupe Francophone du Myelome IFM III

ASCT melphalan

200 mg/m2

3 ASCT

3 ASCT 6 2

1 28

25 mg/ 1  21 2

10 mg/ 3 15 mg/

3 IFM 2005-02

1 28 2
      

25 mg
1  21

10 mg
3

15 mg/

ASCT

ASCT 6

25 mg
1  21
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614 307

307 608 306 302

2011 1 3

3.1 % 17 5.6%

3 1.0%

3 IFM 2005-02

n = 306 n = 302
%  17 (5.6) 3 (1.0) 

 11 (3.4) 2 (0.7) 
AML  2 (0.7) 2 (0.7) 
MDS  3 (1.0) 0 (0.0) 

B B-ALL  2 (0.7) 0 (0.0) 
Hodgkin’s Disease  4 (1.3) 0 (0.0) 

 6 (2.0) 1 (0.3) 
%
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