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1 

 

1.     P.2 

2.   P.4 

3.     P.5 

4.    P.12 

5.   P.14 

6.  P.16 

  



2 

1

2016 28 6

2  

 

 

 

  

 

B  

 B B

B  

 

 CD19 T  

 

 

 

 

1.  

 

2.  

2 8



3 

 

 

T  

30 kg 1 8 mg/kg

30 kg 1 12 mg/kg  

 

 

  

 

 

 

3.  

−150  

4.  

5 3

 

500 mg/m2 1 1 3

30 mg/m2 1 1 3

 

5.  

CD19 CAR T 2.0 106 /kg 100

kg 2 108 5 30

 

 



4 

2  

T

CD19 CAR

T

 

CAR CD19 scFv CD28

CD3ζ CD19

T

CD19 B

 

 

5 3

LD

CRS

LD

ICU
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3  

B B

DLBCL B PMBCL

TFL B HGBCL

 

 

 

/ KTE-C19-101 ZUMA-1  

18 DLBCL PMBCL TFL

/ KTE-C19-101

ZUMA-1  

 

 

 

 WHO 2008 DLBCL1 PMBCL TFL  

  

 PD 4

SD SD 6

 

 PD 2

SD SD 6  

 SCT 12 PD  

 SCT  

 CD20  

 central nervous system: CNS  

 ECOG PS 0 1  

 

 

 CLL  

  

 CD19  

 CAR T T  

 

CAR T 2.0×106 ±20% /kg

100 kg 2×108 /body 1.0×106

/kg 30  

5

3 LD

LD

 

                                                   
1  DLBCL  

DLBCL  

T / B  

DLBCL 

Epstein-Barr virus DLBCL 



6 

(1) LD  

100/μL

100/μL

LD 2

2  

 500 mg/m2 1 1 3

30 mg/m2 1 1 3  

(2) ZUMA-1  

1 DLBCL 2 PMBCL TFL

International Working Group 2007 J Clin Oncol 2007; 25: 579-86

CR

PR 2 2

 

 

2 2016 8 24  

 

%  

1 

51  

2 

11  

CR 24 47.1   8 72.7  

PR 15 29.4   2 18.2  

SD  8 15.7  0 

PD 3 5.9  0 

 1 2.0  1 9.1  

CR PR  

95%CI*1 %  

p *2 

39 

76.5 62.5, 87.2  

0.0001 

10 

90.9 58.7, 99.8  

*1 Clopper-Pearson *2 20%

0.017 

 

 

 

2017 1 27  

 

%  

1 

72  

2 

20  

1 2

 

92  

CR  34 47.2  14 70.0  48 52.2  

PR  24 33.3   3 15.0  27 29.3  

SD   9 12.5   2 10.0  11 12.0  

PD  4 5.6  0 4 4.3  

  1 1.4  1 5.0  2 2.2  

CR PR  58 17 75 

                                                   
2  1 DLBCL 51 3

1 2

 



7 

 

%  

1 

72  

2 

20  

1 2

 

92  

95%CI*1 %  

p *2 

80.6 69.5, 88.9  85.0 62.1, 

96.8  

81.5 72.1, 

88.9  

0.0001 

*1 Clopper-Pearson *2 20% 0.0075 

 

ZUMA-1 3

 

 

 

ZUMA-1 2018 8 11  

 

%  

DLBCL 

77  

PMBCL 

8  

TFL 

16  

CR 41 53.2  6 75.0  12 75.0  

PR 23 29.9  0  2 12.5  

SD  8 10.4  1 12.5  1 6.3  

PD 4 5.2  1 12.5  0 

 1 1.3  0 1 6.3  

CR PR  

95%CI* %  

64 

83.1 72.9, 90.7  

6 

75.0 34.9, 

96.8  

14 

87.5 61.7, 

98.4  

* Clopper-Pearson  

 

 

ZUMA-1 2018 8 11  

 

%  

DLBCL 

65  

PMBCL 

4  

TFL 

7  

HGBCL 

6  

CR 38 58.5  3 75.0  3 42.9  4 66.7  

PR 17 26.2  0 2 28.6  2 33.3  

SD 6 9.2  1 25.0  1 14.3  0 

PD 3 4.6  0 0 0 

 1 1.5  0 1 14.3  0 

CR PR  

95%CI* %  

55 

84.6 73.5, 

92.4  

3 

75.0 19.4, 

99.4  

5 

71.4 29.0, 

96.3  

6 

100 54.1, 

100  

* Clopper-Pearson  

 

  

                                                   
3  ZUMA-1 101 DLBCL77 76.2% PMBCL8 7.9%

TFL16 15.8% 84 DLBCL with 

small B-cell lymphoma ZUMA-1 2

82 DLBCL69 68.3% PMBCL4 4.0% TFL9 8.9%

PMBCL 2 TFL 4 DLBCL

WHO 2016 HGBCL 42

DLBCL TFL 4 2 HGBCL
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KTEC19-A-J201 J201  

20 DLBCL PMBCL TFL HGBCL

II KTEC19-A-J201

J201  

 

 

 

 WHO 2016 DLBCL4 PMBCL TFL HGBCL

 

  

 PD 4

SD SD 6

 

 PD 2

SD SD 6  

 SCT 12 PD  

 SCT  

 CD20  

 TFL FL DLBCL

 

 CNS  

 ECOG PS 0 1  

 

 

 CLL  

  

 CD19  

 CAR T T  

 

CAR T 2.0×106 ±20% /kg

100 kg 2×108 /body 1.0×106

/kg 30  

5

3 LD

LD

5 mg/day 5

 

(1) LD  

100/μL

100/μL

                                                   
4  DLBCL  

DLBCL  

B  

T / B  

DLBCL 

Epstein-Barr virus DLBCL  



9 

LD 2

2  

 500 mg/m2 1 1 3

30 mg/m2 1 1 3  

 

(2) J201  

International Working Group 2007 J Clin Oncol 2007; 25: 579-

86 CR PR

1 5  

 

1 2019 7 15  

 
%  

10  

CR 3 30.0  

PR 6 60.0  

SD 1 10.0  

PD 0 

CR+PR  

95%CI* %  

9 

90.0 55.5, 99.7  

* Clopper-Person  

 

 

 

2019 10 23  

 
%  

15  

CR  4 26.7  

PR  9 60.0  

SD 1 6.7  

PD 1 6.7  

CR+PR  

95%CI* %  

13 

86.7 59.5, 98.3  

* Clopper-Pearson  

 

J201  

 DLBCL14 12/14

95%CI % 85.7 57.2, 98.2  

 PMBCL 1 PR  

 HGBCL 1 CR  

 TFL 1 PD  

  

                                                   
5  10 10 6
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/ KTE-C19-101 ZUMA-1 2018 8

11  

1 2 108/108 100%

107/108 99.1% 10%

 

 

10%  

ZUMA-1 1 2  

 

 

MedDRA ver.21.0  

%  

108  

Grade Grade 3  

 107 99.1  71 65.7  

   

 12 11.1  9 8.3  

 16 14.8  13 12.0  

FN 16 14.8  16 14.8  

   

γ  13 12.0  0 

   

 20 18.5  1 0.9  

   

 28 25.9  9 8.3  

   

 24 22.2  1 0.9  

 39 36.1  25 23.1  

 30 27.8  2 1.9  

 19 17.6  8 7.4  

 17 15.7  8 7.4  

   

 34 31.5  1 0.9  

 16 14.8  0 

   

 54 50.0  12 11.1  

   

 30 27.8  9 8.3  

   

 18 16.7  0 

   

 11 10.2  0 

   

 90 83.3  13 12.0  

 34 31.5  1 0.9  

 36 33.3  0 

 

1 2

24 54/108 46

4

1

1  
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KTEC19-A-J201 J201 2019 10

23  

16/16 100% 16/16 100%

10% 10  

 

10 10% J201  

 

 

MedDRA ver.21.0  

%  

16  

Grade Grade 3  

 16 100  16 100  

   

 2 12.5  0 

   

 6 37.5  4 25.0  

 6 37.5  6 37.5  

FN 4 25.0  4 25.0  

 4 25.0  3 18.8  

 4 25.0  2 12.5  

 2 12.5  2 12.5  

   

γ  3 18.8  2 12.5  

   

 2 12.5  0 

   

 2 12.5  0 

   

 2 12.5  1 6.3  

   

 2 12.5  1 6.3  

   

 5 31.3  2 12.5  

   

 14 87.5  2 12.5  

 4 25.0  0 

 2 12.5  0 

   

 7 43.8  7 43.8  

 7 43.8  7 43.8  

 5 31.3  5 31.3  

 5 31.3  5 31.3  

ALT  2 12.5  1 6.3  

AST  2 12.5  1 6.3  

GGT  2 12.5  2 12.5  

 

2/16 12.5%
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4  

LD

 

 

  

-1 1 4  

(1) 

1 1

 

(2) ICU A301 

1 1  1 4  4

 

(3) 

1

 

(4) 

 

 

-2 

1 3

1 1 1

 

(1) 6 3

 

(2) 1

 

(3) 5  
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-1  

24

CRS

 

 

-2  

 

 

-3  
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5  

 

 WHO

11  

B  

 DLBCL PMBCL TFL HGBCL 

 

 CD19 T  

 

 

 

  

 

 

 CNS  

  

  

 3

 

 

 

 

 

 

  

  

  

 

 ECOG Performance Status 2-46  

                                                   
6  ECOG Performance Status 

Score  

0  

1  

 

2 50%  



15 

  

 

Diffuse large B-cell lymphoma, NOS DLBCL  

Other lymphomas of large B cells B  

• T-cell/histiocyte-rich large B-cell lymphoma T / B  

• Primary diffuse large B-cell lymphoma of the CNS DLBCL  

• Primary cutaneous diffuse large B-cell lymphoma, leg type DLBCL  

• EBV-positive diffuse large B-cell lymphoma, NOS Epstein-Barr virus DLBCL  

• Diffuse large B-cell lymphoma associated with chronic inflammation DLBCL  

• Lymphomatoid granulomatosis  

• Large B-cell lymphoma with IRF4 rearrangement IRF4 B  

• Primary mediastinal (thymic) large B-cell lymphoma B  

• Intravascular large B-cell lymphoma B  

• ALK-positive large B-cell lymphoma ALK B  

• Plasmablastic lymphoma  

• HHV8-positive diffuse large B-cell lymphoma, NOS HHV8 DLBCL  

• Primary effusion lymphoma  

High-grade B-cell lymphoma B  

• High-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 rearrangements MYC BCL2 BCL6

B  

• High-grade B-cell lymphoma, NOS B  

B-cell lymphoma, unclassifiable B  

•  B-cell lymphoma, unclassifiable, with features intermediate between diffuse large B-cell lymphoma and classic 

Hodgkin lymphoma B

B  

Provisional entities are listed in italics. 

  

                                                   

3 50%  

4  
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6  

 

 

 

 infusion reaction

infusion reaction 1

 

 CRS

CRS

CRS

ZUMA-1

J201 CRS

2.0 1 12 2.0 1 11 J201 12

 

 

12 CRS J201  

Grade  *  

Grade 1 

 

 

 

 

 24

8 mg/kg

800 mg/body

 

  

Grade 2 

 

 

 

0.5 1.0 L

 

 

 

 

 8 mg/kg 800 

mg/body

 

 

8

 

 24

 

24

1 mg/kg

1 2
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Grade  *  

3

CRS

4

 

 

 

 Grade 3  

Grade 3 

 ICU

 

 Grade 2

 

 1 

mg/kg

1 2

 

 

 

 

 Grade 4  

Grade 4 

 Grade 3

 

 /

 

 Grade 2

 

 

1,000 mg 1 1 3

 

 

 

 

  

*

CRS  

 

 

J201 13

 

 

13 J201  

Grade  *  

Grade 1 

 

 

 

 

    

Grade 2 

 

 

 

CRS  

  

 

CRS  

 8 mg/kg 800 

mg/body

 

 

CRS  

 10 mg

6

 

 

CRS  

 

24
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Grade  *  

 

 

 

MRI

 

 

 

8

 

 24

3

CRS

4

 

 

 

 

10 mg

6

 

 

 

 

 Grade 3  

Grade 3 

 ICU

 

 Grade 2

 

 10 mg

6

 

 

 

 

 Grade 4  

Grade 4 

 Grade 3

 

 

 

 Grade 2

 

 

1,000 mg 1 1 3

 

 

 

 

  

*

CRS  

 

 

HHV-6

PML

MRI

 

 

 

 

 

 B C
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HIV

HIV

 

 

 

 

 

 


