
 
 

    

21 6 MCL
 

 

 
 

 



 

1 
 

 
27 5 19  

 
 

 
 

 
 

 3mg 
 

  
 

  
 

 26 10 17  
 

 1 3mg  
 

 4 6  
 

 22 235 22 11
10 1110 2

 
 

  
 



 

2 
 

 
 

27 5 19  
 

 3mg 
 

  
 

  
 

 26 10 17  
 

 

 
 

 
 

  
 

 
 

 1  
1 1

1.3mg/m2 1 4 8 11 22 25 29
32 10 33 42

6 1 4
5 1 1 1 8 22 29

13 30 42 6
1 9 72

 
2  

1 1 1.3mg/m2

2 2 1 4 8 11
10 12 21 3 1

72 8

1 4 1 8 15 22
13 23 35

5 1  
3  

1 1
1.3mg/m2 1 4 8 11

10 12 21 3 1
6 6

8 72



 

3 
 

 
 

 
  

 
  



 

4 
 

1  
 

27 4 9  
 

 
 3mg 
  
  
 26 10 17  
 1 3mg  

  
 

 
 1  

1 1
1.3mg/m2 1 4 8 11 22 25 29

32 10 33 42
6 1 4

5 1 1 1 8 22 29
13 30 42 6

1 9 72
 

2  
1 1 1.3mg/m2

2 2 1 4 8 11
10 12 21 3 1

72
8

1 4 1 8 15 22
13 23 35

5 1  
3  

1 1
1.3mg/m2 1 4 8 11

10 12 21
3 1 6 6

8
72  

4  
1 1 1.3mg/m2

1 4 8 11 10
12 21 3 1

72  
 

 
 

 



 

5 
 

 
 
1  

1  
Millennium Pharmaceuticals Johnson & Johnson 

Pharmaceutical Research & Development Janssen Research & Development
26S

26S
NF-κB  

2006 10
2011 9

2012 12
 

 
2  

MCL
Millennium Pharmaceuticals MCL

M34103-053 053 2003 Millennium 
Pharmaceuticals Janssen Research & Development MCL

26866138-LYM-3002 LYM3002 2008
 

053 2006 6 MCL
2006 12 VELCADE (bortezomib) for 

Injection is indicated for the treatment of patients with mantle cell lymphoma who have received at 
least 1 prior therapy.

LYM3002 2014 7 2014 10
VELCADE is indicated for the treatment of patients with mantle cell lymphoma.

 
EU LYM3002 2014 6 MCL

2015 1 VELCADE in combination with rituximab, 
cyclophosphamide, doxorubicin and prednisone is indicated for the treatment of adult patients with 
previously untreated mantle cell lymphoma who are unsuitable for haematopoietic stem cell 
transplantation.  

2015 2 MCL 80
 

 
2010 4 3

5
MCL

22 5 21 0521 1 0521 1
2010 5 LYM3002 LYM3002

 
2010 11

22 235  
 
2  
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Leukemia 2008; 22: 179 85  
MCL SP53 MINO Grant 519 Jeko-1

IC50 10 20nmol/L  
SP53 MINO Grant 519 Jeko-1 MCL 3

V

 
 

Jeko-1 SCID

3  
 

 

18 8 10
3mg MCL

 
 
3  

 
 

PK 1
MCL MM

PK 2 MCL PK
 

 
1 MCL MM PK  
MCL MM
26866138-CAN-1006 PK

PK MCL MM
 

 

PK  
 n tmax h * Cmax ng/mL  AUC72h ng h/mL  

MCL  4 0.08 0.08, 0.10  117 8.4 238 78.0 
MM  14 0.08 0.07, 0.10  132 57.7 220 40.3 

*  
 

2 MCL PK  
MCL PK

MCL PK



 

7 
 

 MM PK
24 11 8 3mg

 1 PK MCL MM

 
 

1 MCL  
MCL 26866138-

LYM-3002 LYM3002 M34103-053 053

 
MCL

MCL
 

 MCL MM PK
1 MCL MM

PK  
 MM AUClast

24 11 8 3mg  
 MCL PK

2 MCL PK  
 

 
MCL PK MCL PK

MCL

4  
 

2  
LYM3002

VcR-CAP
VcR-CAP

VcR-CAP PK
3mg 10mg/mL

100mg 500mg 10 50
5mg

 
 MM JNJ-26866138-JPN-MM-102 JPN-

MM-102
PK 23 8 15

3mg  
 VcR-CAP

 
 90%

VcR-CAP
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 CYP1A2 2C19 3A4

3mg

 
 

 
 

 
VcR-CAP

 
 

 
 

1
1 2

1

        

 
 

26866138-
LYM-3002  

HDT/SCT

MCL 

487
243
244 

VcR-CAP
R-CHOP  

 M34103-
053  MCL 

155 
21 1 1

1.3mg/m2 1 4 8 11
  

  26866138-
LYM-2034  B

DLBCL 

164 
84 
80 

VcR-CAP
R-CHOP 

 
 

HDT/SCT MCL DLBCL
B

VcR-CAP

R-CHOP
 

 

  

VcR-CAP 
21 1 1 1.3mg/m2 1 4 8 11

R375mg/m2 CPA750mg/m2 DXR50mg/m2 1
PSL100mg/m2 1 5  

R-CHOP 
21 1 R375mg/m2 CPA750mg/m2 DXR50mg/m2 VCR1.4mg/m2

2mg 1 PSL100mg/m2 1 5
 

R CPA DXR VCR
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PSL  

1
5.3.5.1.1 26866138-LYM-3002 2008 5

2013 12 2
HDT/SCT

MCL 486 VcR-CAP
R-CHOP

28 128
VcR-CAP R-CHOP

6 6 8
 

487 VcR-CAP 243 R-CHOP 244 intent-to-treat
ITT ITT

1 482 VcR-CAP 240 R-CHOP 242
 

IRC
PFS 173 295

PFS

Lan-DeMets O’Brien-Fleming α
IRC PFS Kaplan-Meier

PFS ITT IRC 2013 12 2
 VcR-CAP  R-CHOP  

 243 244 
%  133 54.7  165 67.6  

95%  751 604, 969  437 365, 513  
95% *1 0.63 0.50, 0.79  

p *2 0.001 
*1 IPI Cox *2 IPI

log-rank 0.048 
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PFS Kaplan-Meier ITT IRC 2013 12 2

30 VcR-CAP 11
R-CHOP 14 VcR-CAP
2 R-CHOP 1 VcR-CAP 2

1 R-CHOP

1 VcR-CAP 2
1 R-CHOP

1

2
5.3.5.2.1 M34103-053 2003 6 2007 8

MCL 152
35

21 1 1 1.3mg/m2 1 4 8 11
17

155

TTP 95%
189 123, 211

28 12
6 2

1
1
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1
5.3.5.4.1 26866138-LYM-2034 2010 1 2013 6

B B 164
VcR-CAP R-CHOP

57
164 VcR-CAP 84 R-CHOP 80

161 VcR-CAP 82 R-CHOP 79
30 VcR-CAP 3 R-CHOP 3

VcR-CAP 1
VcR-CAP 1 R-CHOP

1  

1  
HDT/SCT MCL

1
LYM3002 R-CHOP

LYM3002 HDT/SCT MCL
MCL

CHOP R-CHOP
PFS

CHOP J Clin Oncol 2005; 23: 1984-92
LYM3002 National 

Comprehensive Cancer Network Clinical Practice Guidelines in Oncology, Non-Hodgkin’s 
Lymphomas NCCN v.1.2006 R-
CHOP MCL LYM3002

R-CHOP R-CHOP
J Clin Oncol 2002; 20: 1288-94

LYM3002 100mg/m2 1 5

2
LYM3002 IRC PFS

LYM3002 HDT/SCT MCL
MCL

Crit Rev Oncol Hematol 2012; 82: 78-101 HDT/SCT
MCL PFS

OS
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HDT/SCT MCL
PFS OS

LYM3002 OS
HDT/SCT MCL time-to-event

MCL PFS
OS IRC PFS

3
LYM3002 IRC PFS R-CHOP

VcR-CAP 1

PFS

PFS ITT 2013 12 2
 VcR-CAP  R-CHOP  

 243 244 
%  128 52.7  179 73.4  

95%  934 763, 1136  490 427, 561  
95% *1 0.51 0.41, 0.65  

p *2 0.001 
*1 IPI Cox *2 IPI log-
rank

 
OS Kaplan-Meier

OS ITT 2013 12 2
 VcR-CAP  R-CHOP  

 243 244 
%  71 29.2  87 35.7  

95%  NE 1,704, NE  1,714 1,436, NE  
95% *1 0.80 0.59, 1.10  

p *2 0.173 
NE *1 IPI Cox *2 IPI

log-rank
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OS Kaplan-Meier ITT 2013 12 2

LYM3002 IRC PFS
PFS R-CHOP VcR-CAP

VcR-CAP R-CHOP
OS

LYM3002

4
LYM3002 IRC PFS Kaplan-Meier

PFS ITT IRC 2013 12 2
 VcR-CAP  R-CHOP  

 7 11 
%  1 14.3  7 63.6  

95%  NE 308, NE  595 316, NE  
95% *1 0.39 0.04, 3.52  

p *2 0.384 
NE *1 IPI Cox *2 IPI

log-rank
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PFS Kaplan-Meier  
ITT IRC 2013 12 2

LYM3002 LYM3002
PFS

2

MCL
MM MCL

MM

18 8 10
3mg 23 8 15 3mg

24 11 8 3mg MCL
 

MCL

1
LYM3002 MCL

 
LYM3002 VcR-CAP R-CHOP
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LYM3002  

 
%  

VcR-CAP  
240  

R-CHOP  
242  

 238 99.2  238 98.3  
Grade 3  223 92.9  206 85.1  
Grade 5  16 6.7  17 7.0  

  90 37.5   72 29.8  
 21 8.8  17 7.0  

   
 180 75.0  NA 

  2 0.8   1 0.4  
  9 3.8   1 0.4  

  8 3.3  0 
 NA 20 8.3  

  6 2.5   3 1.2  
   

  97 40.4  NA 
 0  1 0.4  

  75 31.3   26 10.7  
  41 17.1  17 7.0  
 NA 11 4.5  

 22 9.2  19 7.9  
NA

 
R-CHOP VcR-CAP 10% Grade

VcR-CAP 87.9% R-CHOP 73.6%
72.1% 19.0% 50.8% 37.2% 50.0% 38.4%

30.8% 13.2% 30.4% 9.1% 29.2% 15.3% 24.6%
13.6% 20.4% 8.3% R-CHOP VcR-CAP
5% Grade 3 84.6% 66.9%

56.7% 5.8% 43.8% 29.3% 27.9% 8.7%
R-CHOP VcR-CAP 10% 5%
Grade 3 R-CHOP

VcR-CAP 2% 10.8%
8.3% 7.9% 2.9% 4.2% 1.7% 3.3% 0.4%

R-CHOP VcR-CAP 10%
 

VcR-CAP 10%
143/240 59.6% 67/240 27.9% 51/240 21.3%

10% 33/240 13.8%
 

MCL MM

MCL LYM3002 VcR-CAP 053
MM 26866138-MMY-3002 MMY-3002

MPB
MM 7 JNJ-26866138-JPN-MM-101 JNJ-26866138-JPN-MM-

201 M34100-024 M34100-025 M34101-029 M34101-039
26866138-MMY-3021 MMY-3021
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1.3mg/m2

MCL MM

LYM3002 053 MMY-3002 7

 

%  
MCL  MM  

LYM3002  
VcR-CAP  

240  

053  
 

155  

MMY-3002  
MPB  
369  

7  
 

660  
 238 99.2  152 98.1  367 99.5  659 99.8  

Grade 3  223 92.9  109 70.3  337 91.3  527 79.8  
Grade 5  16 6.7   5 3.2  31 8.4   9 1.4  

  90 37.5   61 39.4  178 48.2  312 47.3  
 21 8.8   41 26.5   63 17.1  232 35.2  

 180 75.0   37 23.9  292 79.1  395 59.8  
  97 40.4   57 36.8  184 49.9  281 42.6  

MCL MM 7 053
10% 053 65.2% 7 46.5%

39.4% 27.3% 29.7% 17.9%
27.7% 13.2% 5% Grade 3

053 7
10% 43.9% 56.4% 21.3% 39.5%

19.4% 36.2% 18.1% 33.5% 6.5% 23.0% 5.2%
15.8% 4.5% 18.2% 1.9% 15.5% 1.3% 16.2%

5% Grade 3 11.0% 29.7%
3.9% 16.4% 3.2% 11.4%

MM MCL

 

LYM3002 MCL R-CHOP VcR-CAP
VcR-CAP

Grade 
5

VcR-CAP MCL
MM

MCL  

2
LYM3002

LYM3002
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LYM3002

 

%  
  

VcR-CAP  
7  

R-CHOP  
11  

VcR-CAP  
233  

R-CHOP  
231  

 7 100  11 100  231 99.1  227 98.3  
Grade 3  7 100  11 100  216 92.7  195 84.4  
Grade 5  0 0 16 6.9   17 7.4  

 0 1 9.1   90 38.6    71 30.7  
  1 14.3  0 20 8.6   17 7.4  

     
 7 100  NA 173 74.2  NA 

 0 0  2 0.9    1 0.4  
 0 0  9 3.9    1 0.4  

 0 0  8 3.4  0 
 NA 1 9.1  NA  19 8.2  

 0 0  6 2.6    3 1.2  
     

  5 71.4  NA  92 39.5  NA 
 0 0 0   1 0.4  

  5 71.4  1 9.1   70 30.0    25 10.8  
  5 71.4   2 18.2   36 15.5   15 6.5  
 NA 0 NA  11 4.5  

  1 14.3   4 36.4  21 9.0   15 6.5  
NA

LYM3002 VcR-CAP
20%

VcR-CAP 20%  
LYM3002  

 
 

MedDRA ver.16.0  

%  
 

7  
 

233  
Grade Grade 3  Grade Grade 3  

 7 100  7 100  231 99.1  216 92.7  
     

 7 100  7 100  204 87.6  196 84.1  
 6 85.7  5 71.4  167 71.7  131 56.2  

 4 57.1  0 118 50.6   37 15.9  
 3 42.9  3 42.9   71 30.5   64 27.5  

 3 42.9  3 42.9   38 16.3   33 14.2  
 2 28.6  2 28.6  118 50.6  103 44.2  

     
 4 57.1  0  52 22.3  15 6.4  

 2 28.6  0  35 15.0   1 0.4  
 2 28.6  0  2 0.9  0 

 1 14.3  0  69 29.6   8 3.4  
     

 3 42.9  1 14.3   70 30.0  11 4.7  
 6 85.7  0  54 23.2   1 0.4  
 4 57.1  0  55 23.6   1 0.4  

 2 28.6  0  24 10.3   3 1.3  
     

 3 42.9  1 14.3   51 21.9  11 4.7  
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MedDRA ver.16.0  

%  
 

7  
 

233  
Grade Grade 3  Grade Grade 3  

 2 28.6  0 17 7.3   4 1.7  
 2 28.6  0  4 1.7  0 

     
 0 0  49 21.0   3 1.3  

     
 5 71.4  0  41 17.6   2 0.9  

     
 4 57.1  0  29 12.4   2 0.9  

 2 28.6  0 11 4.7  0 
     
 3 42.9  0  24 10.3   1 0.4  
     

 2 28.6  0  4 1.7  0 
 

LYM3002 VcR-CAP 20%

10% Grade 3

20%
10% Grade 3

10%
6/7 85.7% 137/233 58.8%

2/7 28.6% 15/233 6.4%
10%

2/7 28.6% 14/233 6.0% 2/7
28.6% 20/233 8.6% 1/7 14.3% 2/233 0.9%
 

MCL MCL
LYM3002

Grade Grade 3
Grade 5

B HBV
 

 LYM3002 R-CHOP VcR-CAP
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 HBV
25 9 17 0917 1  10

3
 

LYM3002 MedDRA

LYM3002

 
 

MedDRA/J ver.16.0  

%  
LYM3002  

VcR-CAP  
240  

R-CHOP  
242  

Grade 
Grade 3 

 Grade 
Grade 3 

 
 225 93.8  218 90.8  207 98.3  185 76.4  

 211 87.9  203 84.6  178 73.6  162 66.9  
 173 72.1  136 56.7   46 19.0  14 5.8  

 122 50.8   37 15.4   90 37.2   33 13.6  
 120 50.0  105 43.8   93 38.4   71 29.3  

  74 30.8   67 27.9   32 13.2  21 8.7  
  41 17.1   36 15.0   34 14.0   33 13.6  

  8 3.3   3 1.3   3 1.2   1 0.4  
  3 1.3   2 0.8   1 0.4  0 
  2 0.8  0  2 0.8  0 
  2 0.8  0  1 0.4  0 
  1 0.4   1 0.4   1 0.4   1 0.4  

  1 0.4  0 0 0 
  1 0.4  0 0 0 

  1 0.4  0  2 0.8   1 0.4  
  1 0.4  0  1 0.4   1 0.4  

 0 0  2 0.8   2 0.8  
 0 0  1 0.4   1 0.4  

 0 0  1 0.4  0 

LYM3002 Grade 5 VcR-CAP 1/240 0.4%
R-CHOP

VcR-CAP 43/240 17.9% 26 10.8%
12 5.0% 8 3.3% 6 2.5% 4

1.7% 1 0.4% R-CHOP 31/242
12.8% 20 8.3% 13 5.4% 5

2.1% 3 1.2% 2 0.8% 1
0.4% VcR-CAP

5/240 2.1% R-CHOP 2/242 0.8%  
LYM3002 1

G-CSF
2009 9 16 179/487

G-CSF Grade 4
G-CSF

 
LYM3002 R-CHOP

VcR-CAP Grade 3 EMA
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MCL EU
 

 

LYM3002 VcR-CAP R-CHOP Grade 3

LYM3002 G-CSF

 

4 HBV
HBV

HBV MedDRA B B
B

 
LYM3002 HBV

 
LYM3002 B

2010 9 23
315/487 HBV HBV

HBs HBV HBc HBV
HBs

8 HBV

 

HBV LYM3002  

B HBV Grade HBs 
 

HBc 
 

VcR-CAP 69  B    1 42 2 
VcR-CAP  44  B   5 293   
R-CHOP  75    3 85 5  

R-CHOP 70  B  
    

1 45 2  
2 50 2  
5 72 2  

R-CHOP 58  B     5 210 
HBV B HBs HBV HBc HBV  

LYM3002 HBs VcR-CAP 4 R-CHOP 2
HBV VcR-CAP 1 R-CHOP

2 R-CHOP 1/2 50.0% HBV
VcR-CAP 3 HBV

HBc HBs VcR-CAP 16 R-CHOP 18
HBV VcR-CAP 4

R-CHOP 7 HBV
VcR-CAP 1/12 8.3% R-CHOP 1/11 9.1% HBV

 
LYM3002 HBV

HBV VcR-CAP
HBV
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VcR-CAP HBV
HBV

 

LYM3002 VcR-CAP B
HBc HBs HBV

HBV
LYM3002

B

3

LYM3002 HDT/SCT MCL

 
 

 

1 2
LYM3002 HDT/SCT

MCL

 

1  

MCL
2013  2013

 3  
2012 MCL

 NCCN v.1.2015 MCL
VcR-CAP

MCL
 National Cancer Institute Physician Data Query NCI PDQ Adult Non-Hodgkin Lymphoma 

Treatment 2015 1 9 MCL
50% MCL

 Wintrobe’s Clinical Hematology, Thirteenth Edition Lippincott Williams & Wilkins, 2014, 
USA 053 MCL

33%
 Williams Hematology, Eighth Edition The McGraw-Hill Companies, Inc, 2010, USA 053

MCL 33%



 

22 
 

 DeVita, Hellman, and Rosenberg’s Cancer: Principles & Practice of Oncology 10th edition
Lippincott Williams & Wilkins, 2014, USA MCL

29% 5%

LYM3002 VcR-CAP HDT/SCT
MCL

053 MCL
MCL

 LYM3002 MCL VcR-
CAP 1

2 VcR-CAP

2  
 

 
HDT/SCT MCL

MCL

 

LYM3002
MCL

 
 

 
 
2 HDT/SCT MCL  

HDT/SCT MCL
 

HDT/SCT MCL
HDT/SCT

HDT/SCT MCL
HDT/SCT
 

LYM3002 HDT/SCT

HDT/SCT
PFS  
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HDT/SCT PFS ITT IRC 2013 12 2  

 
VcR-CAP  R-CHOP  

 
95%CI *   

95%CI    
95%CI  

 208  668 537, 902  206 432 362, 513  0.66 0.51, 0.85  
 205  695 576, 929  202 437 365, 511  0.63 0.49, 0.81  
  35 1,515 774, NE   38 504 318, 773  0.42 0.21, 0.84  
  38  993 461, NE   42 366 319, 793  0.59 0.31, 1.13  

HDT/SCT
HDT/SCT

HDT/SCT HDT/SCT
NE * IPI Cox  

HDT/SCT R-
CHOP VcR-CAP PFS
HDT/SCT MCL

HDT/SCT VcR-CAP
 

 
HDT/SCT MCL

MCL VcR-CAP
HDT/SCT MCL

HDT/SCT VcR-CAP

LYM3002 HDT/SCT MCL

 
 HDT/SCT

 
 

 

4
MCL

MCL
1 1 1.3mg/m2

1 4 8 11 10 12 21
3 1 6 6

8 72

MCL
1 1 1.3mg/m2 1 4 8 11

10 12 21 3 1
72
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 MCL
 

1 2 3
MCL

 
MCL

3 1
 

1 1 1.3mg/m2

1 4 8 11 10 12 21
3 1 6 6
8 72

 

 
 
 

1

LYM3002 1.3mg/m2

1 4 8 11 10 12 21
3 1 72

LYM3002

 
LYM3002

MCL

1 MCL
MCL

 MCL
ASH Annual Meeting 2014; Abstract 148

2014 ASCO Annual Meeting; Abstract 8554 ASH Annual Meeting 2014; Abstract 1740
MCL

 MM MMY-3021



 

25 
 

24 11 8 3mg

LYM3002
MCL

 
 MCL LYM3002

1 2 3
 

 MCL
1 MCL

 
 MCL MCL

MM
 

LYM3002 VcR-CAP

 

 
 

 

2
MCL

LYM3002

LYM3002

 

 
 MCL

 100,000/μL 1,500/μL
8.0g/dL

 Grade 1*

* CTCAE Common Terminology Criteria for Adverse Events v4.0
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Grade 3*

7 Grade 4*

10,000/μL
 

750/μL 25,000/μL
2  

• 
 

• 
1 1.3mg/m2

1.0mg/m2 1.0mg/m2 0.7mg/m2  
1

25,000/μL
750/μL  

2 2
 

Grade 3*

 

Grade 2*  
1

1.3mg/m2 1.0mg/m2 1.0mg/m2

0.7mg/m2  
* CTCAE Common Terminology Criteria for Adverse Events v4.0  

3  
LYM3002 VcR-CAP

6 6 8
MCL VcR-CAP

9 LYM3002
VcR-CAP  
 R-CHOP J Clin Oncol 

2005; 23: 1984-92 R-CHOP 6
VcR-CAP R-CHOP

6  
 VcR-CAP 1 50mg/m2

400mg/m2

8
 

 

5  
 

MCL
 

EU MCL EU

2  
LYM3002

50  
MCL 24

 
 

 
2 MCL
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LYM3002
MCL

 

 
 

 

 

1 26866138-LYM-3002  
VcR-CAP 238/240 99.2% R-CHOP 238/242 98.3%

VcR-CAP 231/240 96.3%
R-CHOP 226/242 93.4% 10%

 
 

10%  

 
 

MedDRA J/ver.16.0  

%  
VcR-CAP  R-CHOP  

240  242  
Grade Grade 3  Grade Grade 3  

 238 99.2  223 92.9  238 98.3  206 85.1  
     

 211 87.9  203 84.6  178 73.6  162 66.9  
 173 72.1  136 56.7   46 19.0  14 5.8  

 122 50.8   37 15.4   90 37.2   33 13.6  
 120 50.0  105 43.8   93 38.4   71 29.3  

  74 30.8   67 27.9   32 13.2  21 8.7  
  41 17.1   36 15.0   34 14.0   33 13.6  

     
  28 11.7  17 7.1  15 6.2  11 4.5  

 
  70 29.2   8 3.3   37 15.3   5 2.1  
  56 23.3  15 6.3   47 19.4   6 2.5  

  38 15.8   7 2.9   26 10.7   2 0.8  
  37 15.4   1 0.4   25 10.3   1 0.4  

     
  73 30.4  12 5.0  22 9.1   5 2.1  
  60 25.0   1 0.4   38 15.7   2 0.8  
  59 24.6   1 0.4   33 13.6  0 
  30 12.5   1 0.4  13 5.4  0 

  26 10.8   3 1.3  21 8.7   1 0.4  
     

  54 22.5  12 5.0   48 19.8   6 2.5  
  25 10.4   9 3.8   2 0.8  0 

 
  49 20.4   3 1.3  20 8.3  0 

     
  46 19.2   2 0.8  23 9.5   2 0.8  

     
  33 13.8   2 0.8   33 13.6   4 1.7  
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MedDRA J/ver.16.0  

%  
VcR-CAP  R-CHOP  

240  242  
Grade Grade 3  Grade Grade 3  

     
  27 11.3   1 0.4  18 7.4  0 

 
VcR-CAP 90/240 37.5% R-CHOP 72/242 29.8%

3 VcR-CAP
26 10.8% 19 7.9% 12 5.0% 10 4.2%

8 3.3% 6 2.5%
4 1.7% 3 1.3% R-CHOP

20 8.3% 13 5.4% 7 2.9%
5 2.1% 4 1.7% 3

1.2% VcR-CAP 26 14
12 8 7 6 4

3 2 1 R-CHOP
19 12 5 4 3

2 1  
VcR-CAP 21/240 8.8% R-CHOP

17/242 7.0% VcR-
CAP 3 1.3%

2 0.8%

1 0.4% R-CHOP
2 0.8%

B

1 0.4% VcR-CAP 3
2

1 R-CHOP 2
B

1
 

 
2 M34103-053  

152/155 98.1%
145/155 93.5% 10%

 
 

  



 

29 
 

10%  

 
 

MedDRA/J ver.4.0  

%  
 

155  
Grade Grade 3  

 152 98.1  109 70.3  
   

  96 61.9   19 12.3  
  32 20.6   1 0.6  

  30 19.4   2 1.3  
  29 18.7   8 5.2  

   
  77 49.7   4 2.6  
NOS  73 47.1  12 7.7  

  68 43.9   4 2.6  
NOS  43 27.7   4 2.6  
NOS  24 15.5   8 5.2  

  18 11.6   3 1.9  
   

NOS  59 38.1  14 9.0  
  43 27.7   5 3.2  

  37 23.9   5 3.2  
NOS  26 16.8  0 

   
NOS  43 27.7   3 1.9  

NOS  19 12.3  0 
   

NOS  35 22.6   7 4.5  
  34 21.9  0 

   
NOS  27 17.4   1 0.6  

   
  32 20.6   3 1.9  

  22 14.2   2 1.3  
   

  36 23.2   5 3.2  
NOS  26 16.8  0 

   
  33 21.3   1 0.6  

   
  33 21.3   17 11.0  

NOS  27 17.4   4 2.6  
   

  24 15.5  0 
NOS not otherwise specified 

 
61/155 39.4% 2

NOS NOS 10 6.5% 7 4.5% NOS5
3.2% NOS NOS 4 2.6%

NOS 3 1.9% NOS
NOS

NOS 2 1.3% NOS
NOS 4 NOS NOS 3



 

30 
 

2 NOS NOS
NOS 1  

46/155 29.7% 2
NOS10 6.5% 9

5.8% NOS5 3.2% NOS 4
2.6% 3 1.9% NOS NOS

NOS
NOS 2 1.3% NOS10 8

4 NOS 3 NOS
NOS NOS

NOS 2 1  

3 26866138-LYM-2034  
VcR-CAP 81/82 98.8% R-CHOP 79/79 100%

VcR-CAP 80/82 97.6%
R-CHOP 75/79 94.9% 10%

 
 

10%  

 
 

MedDRA J/ver. 15.0  

%  
VcR-CAP  R-CHOP  

82  79  
Grade Grade 3  Grade Grade 3  

 81 98.8  72 87.8  79 100  70 88.6  
     

 65 79.3  64 78.0   66 83.5  64 81.0  
 40 48.8  30 36.6   7 8.9  2 2.5  

 19 23.2  4 4.9   17 21.5  7 8.9  
 19 23.2  18 22.0   24 30.4  18 22.8  

 7 8.5  7 8.5   16 20.3  16 20.3  
     

 26 31.7  4 4.9   11 13.9  1 1.3  
 25 30.5  4 4.9   11 13.9  1 1.3  
 24 29.3  1 1.2   25 31.6  1 1.3  
 22 26.8  3 3.7   20 25.3  0 

 12 14.6  0 7 8.9  0 
 10 12.2  1 1.2   9 11.4  1 1.3  

  9 11.0  1 1.2  4 5.1  0 
  9 11.0  1 1.2   8 10.1  1 1.3  

 
 22 26.8  1 1.2  18 22.8  0 
 21 25.6  2 2.4  12 15.2  1 1.3  

 14 17.1  0 7 8.9  0 
 10 12.2  1 1.2  14 17.7  1 1.3  

     
 23 28.0  4 4.9  15 19.0  1 1.3  

 12 14.6  2 2.4  10 12.7  0 
  9 11.0  0  8 10.1  0 

  9 11.0  2 2.4  0 0 
     

 11 13.4  1 1.2  6 7.6  0 
     

 14 17.1  0 11 13.9  0 
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MedDRA J/ver. 15.0  

%  
VcR-CAP  R-CHOP  

82  79  
Grade Grade 3  Grade Grade 3  

     
 10 12.2  0 4 5.1  0 

     
 13 15.9  0 5 6.3  0 

     
 10 12.2  0 6 7.6  0 

     
 8 9.8  3 3.7   9 11.4  2 2.5  

 
VcR-CAP 31/82 37.8% R-CHOP 27/79 34.2%

2 VcR-CAP
7 8.5% 5 6.1% 4 4.9%

2 2.4% R-CHOP
7 8.9% 5 6.3% 3 3.8%

VcR-CAP 7 4 3
2 1 R-CHOP

7 5 2  
VcR-CAP 6/82 7.3% R-CHOP 2/79

2.5% VcR-CAP
2 2.4%

γ 1 1.2% R-CHOP
1 1.3%

VcR-CAP 2
γ 1 R-CHOP
1  

 
1  

 
 
2 GCP  

5.3.5.1.1 GCP
GCP
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33 
 

2  
 

27 5 18  
 

 
 3mg 
  
  
 26 10 17  

 
 

20 12 25 20 8  
 

1  
1 3 1

HDT/SCT
MCL

26866138-LYM-3002 LYM3002
R-CHOP *1

VcR-CAP *2

 
*1

 
*2  

 
 

 
2  

1 3 2
MCL VcR-CAP

VcR-CAP
 

MCL VcR-CAP
 

 
 

 
3  

1 3 3
VcR-CAP LYM3002

LYM3002
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4  
1 3 4

LYM3002  
 

 
1 1 1.3mg/m2

1 4 8 11 10 12 21
3 1 6 6
8 72  

 
 

 
 

  
  
  

 

MM MCL
1 3 2 1

 
 MCL 1 3

4 1
 

 MM
 

 MM 26866138-MMY-3021
24 11 8 3mg

2013  
2013

 
 MM

MM MCL



 

35 
 

 
 

 
MCL

MCL
MCL

 
 

 
 

 
1 1 1.3mg/m2

1 4 8 11 10 12 21
3 1 6 6
8 72

 
 

 
  
 

 
  
  
  

 
5  

MCL 50
24

 
 

1 3 5
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 Stevens-

Johnson
Toxic Epidermal Necrolysis

TEN  

  
  

 

 
 MCL  

 
 

  
  
 MM  
 MM  
 MCL

 
50  

24  

  
  

 
MCL  

  
  
 MCL  
 24  
 50  

  
 

 

10  
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1  

1 1
1.3mg/m2 1 4 8 11 22 25 29 32

10 33 42 6 1 4
5 1 1 1 8 22 29

13 30 42 6 1 9
72  

2  
1 1 1.3mg/m2 2 2 1

4 8 11 10 12 21
3 1 72 8

1 4 1 8 15 22 13
23 35 5 1  

3  
1 1

1.3mg/m2 1 4 8 11 10 12 21
3 1 6 6

8 72
 

 
 

 
 

 
1

 
2

 
3

 
1 X CT

 
2

CT
 

4  
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1

 
2  
3

 
4  
5

 
1  

1 Grade 3/4*  
Grade 3

Grade 4

0.7mg/m2  
 

Grade 3/4  
  

1.3mg/m2 1.0mg/m2 
1.0mg/m2 0.7mg/m2 
0.7mg/m2  

*NCI-CTCAE v4.0 
 

2  

 
 

 
NCI-CTCAE Grade*   

Grade 1 
  

Grade 1 Grade 2
 

1.3mg/m2 1.0mg/m2 1.0mg/m2

0.7mg/m2  
Grade 2 Grade 3 

 
0.7mg/m2

1  
Grade 4   
*NCI-CTCAE v4.0 

 
2  

 
 100,000/μL 1,500/μL 8g/dL

 
 Grade 1*  
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Grade 3 7
Grade 4

10,000/μL  

750/μL 25,000/μL
2  

 

1 1.3mg/m2

1.0mg/m2 1.0mg/m2 0.7mg/m2  
1

25,000/μL 750/μL
 

2 2
 

Grade 3  

 

Grade 2
1

1.3mg/m2 1.0mg/m2 1.0mg/m2

0.7mg/m2  

 
5 1 2

 
*NCI-CTCAE v4.0 
 
6  

1  
1 3.0mL  

 
2  

1 1.2mL  
 

 

  
mg/    

 
 3.0mg 3.0mL 1.0mg/mL 

 3.0mg 1.2mL 2.5mg/mL 
 
 




