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1.  

2016 28 6 2

 

 

 

 

 

 

 

 

 

B  

 B B

B  

 

 

CD19 T

 

 B

2 1

 

 

1 2

 

 B

2

 

 



3 

 

 

 

1.  

 

2.  

1 10

 

 

 

3.  

−130

 

 

4.  

2 7

 

30 mg/m2 1 1 3

300 mg/m2 1 1 3

 

 

5.  

CAR T CD8 20

106 50 106 CD4 20 106 50 106

100 106 44 106 100 106 CD8 CD4

1 0.8 1.2 CD8 CD4

 

 

 

 

T  

30 kg 1 8 mg/kg 30 

kg 1 12 mg/kg  
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2.  

CD4 T CD8 T

CD19 CAR T

 

CAR CD19 scFv IgG4

CD28 4-1BB

CD3ζ CAR

EGFRt CD19 T

CD19 B  

2 7 3

CAR T LD

CRS

LD

ICU  
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3.  

B DLBCL

B PMBCL B HGBCL

tiNHL

 

 

 

3.1. I 017001  

B NHL

017001

1  

 
1  

 

 B NHL  

 DLBCL DLBCL* DLBCL MYC BCL2 BCL6

HGBCL PMBCL 3B FL3B

CD20 2

HSCT  

 MCL 1 MCL  

 Lugano J Clin Oncol 2014; 32: 3059-68 PET  

 ECOG PS 0 1 **  

 

 90 HSCT 6

3  

 CAR T T  

  

* de novo tiNHL 

** 5 ECOG PS 2  

 

CD19 CAR T CD8 T CD4

T 50 100 150 106 CD8 T CD4 T

 

LD LD 2 7

1 300 mg/m2

LD 7

 

1 LD  

300 mg/m2 30 mg/m2 1 1 3

/

3 LD

/  

2 017001  

DLBCL 100 106 CD8 T 50 106 CD4

T 50 106
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Lugano J Clin Oncol 2014; 32: 3059-68

2 95%CI 74.4% 66.2, 81.6 95%CI

40%  

 
2 PAS 2019 4 12  

 

%  

PAS DL2S  

133  

CR  72 54.1  

PR  27 20.3  

SD 13 9.8  

PD  14 10.5  

Non-PD*  2 1.5  

  5 3.8  

CR PR  99 

95% CIa %  74.4 66.2, 81.6  

a Clopper-Pearson  

* PET CT

CR PR SD non-PD

non-PD  

 

DLBCL 3  

 
3 DLBCL 2019 8 12  

 
%  

256  

CR  136 53.1  

PR  50 19.5  

SD 28 10.9  

PD  28 10.9  

Non-PD*  4 1.6  

  10 3.9  

CR PR  186 

95% CIa %  72.7 66.8, 78.0  

a Clopper-Pearson  

* PET CT

CR PR SD non-PD

non-PD  

 
017001 4  

 
4  

017001 DLBCL 2019 8 12  

  DLBCL 

 

131  

HGBCL 

 

33  

tiNHL FL3B 

 

3  

PMBCL 

 

14  

 

 

256  

TFL* 

57  

TFL*  

18  

         

 

CR+PR

n %  

89 

67.9  

25

75.8  

48 

84.2  

11

61.1  

2 

66.7  

11 

78.6  

186

72.7  

95% 

CIa  

59.2, 

75.8  

57.7, 

88.9  

72.1, 

92.5  

35.7, 

82.7  

9.4, 

99.2  

49.2, 

95.3  

66.8, 

78.0  
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CR 

 

CR

n %  

64 

48.9  

20

60.6  

36 

63.2  

7 

38.9  

2 

66.7  

7 

50.0  

136

53.1  

95% 

CIa  

40.0, 

57.7  

42.1, 

77.1  

49.3, 

75.6  

17.3, 

64.3  

9.4, 

99.2  

23.0, 

77.0  

46.8, 

59.4  

a Clopper-Pearson  

*  

 

3.2. JCAR017-BCM-001 BCM-001  

B NHL

BCM-001

5  

 
5  

 

 B NHL  

 1 WHO 2016 Blood 2016; 127: 2375-90 DLBCL* DLBCL

MYC BCL2 BCL6 HGBCL FL3B

CD20 2

 

 2 WHO 2016 Blood 2016; 127: 2375-90 DLBCL* DLBCL

MYC BCL2 BCL6 HGBCL FL3B

CD20 1

HSCT  

 3 1 2  

  

 ECOG PS 0 1 **  

 

 CD19 HSCT 2  

 T B B PMBCL EBV

DLBCL  

* de novo TFL  

** 2 ECOG PS 2

HSCT / 2 3

 

 

CD19 CAR T CD8 T CD4 T

100 106 CD8 T 50 106 CD4

T 50 106  

LD

LD 2 7

1 300 mg/m2

LD 7  

1 LD  

300 mg/m2 30 mg/m2 1 1 3

/

3 LD

/  

2 BCM-001  
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2019 9 13

Lugano J Clin Oncol 2014; 32: 3059-68

6 95%CI 58.8% 40.7, 75.4

40% 3 10 95%CI

70.0% 34.8, 93.3  

 

6 2019 9 13  

  

1 

24  
3 

10  
 

34  
CR 7 29.2  5 50.0  12 35.3  
PR 6 25.0  2 20.0  8 23.5  
SD 6 25.0  0 6 17.6  

Non-PD* 1 4.2  0 1 2.9  

PD 4 16.7  3 30.0  7 20.6  

CR PR  13 54.2  7 70.0  20 58.8  
95% CIa  32.8, 74.4  34.8, 93.3  40.7, 75.4  

p b - - 0.020 

a Clopper-Pearson  

b 0.025  

* PET CT CR

PR SD non-PD non-

PD  
 

2020 6 19 7

95%CI 63.0% 47.5, 76.8 3 10

95%CI 70.0% 34.8, 93.3  

 

7 2020 6 19  

  

1 

36  
3 

10  
 

46  
CR 12 33.3    5 50.0  17 37.0  
PR 10 27.8    2 20.0  12 26.1  
SD 7 19.4  0 7 15.2  

Non-PD* 1 2.8  0 1 2.2  

PD 6 16.7    3 30.0  9 19.6  

CR PR  22 61.1  7 70.0  29 63.0  
95% CIa  43.5, 76.9   34.8, 93.3  47.5, 76.8  

a Clopper-Pearson  

* PET CT CR

PR SD non-PD non-

PD  

 
BCM-001 8  

 
8  

BCM-001 2020 6 19  

  DLBCL 

 

30  

HGBCL 

 

4  

tiNHL 

TFL  

10  

FL3B 

 

2  

 

 

46  

 CR+PR

n %  

17 56.7  2 50.0  8 80.0  2 100  29 63.0  
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 95% CIa  37.4, 74.5  6.8, 93.2  44.4, 97.5  15.8, 100  47.5, 76.8  

CR 

 

CR

n %  

9 30.0  2 50.0  4 40.0  2 100  17 37.0  

95% CIa  14.7, 49.4  6.8, 93.2  12.2, 73.8  15.8, 100.0  23.2, 52.5  

a Clopper-Pearson  
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3.3. I 017001  

DLBCL 269 267 99.3%

201 74.7% 2019 8 12

5% 9  

 

9 5% 017001 2019 8 12  

  

 

 (%) 

N=269 

MedDRA/J Ver. 21.0   3  

 201 ( 74.7) 93 ( 34.6) 

   

 113 ( 42.0) 6 (  2.2) 

 22 (  8.2) 0 

   

 36 ( 13.4) 2 (  0.7) 

 30 ( 11.2) 0 

 26 (  9.7) 1 (  0.4) 

 22 (  8.3) 3 (  1.1) 

 17 (  6.3) 11 (  4.1) 

   

 48 ( 17.8) 1 (  0.4) 

 19 (  7.1) 0 

   

 44 ( 16.4) 43 ( 16.0) 

 37 ( 13.8) 28 ( 10.4) 

 31 ( 11.5) 27 ( 10.0) 

 14 (  5.2) 13 (  4.8) 

   

 31 ( 11.5) 2 (  0.7) 

   

 15 (  5.6) 0 

   

 20 (  7.4) 0 

   

 28 ( 10.4) 4 (  1.5) 

   

 16 (  5.9) 1 (  0.4) 

 

30 3

1

1 30

6 31 8/269 3.0%

2

1

1

31 99 3

4
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MCL 17 30

TLS 1 31

1 TLS

 

 

3.4. JCAR017-BCM-001 BCM-001  

1 3 46 46 100%

42 91.3% 2020 6 19

5% 10  

 

10 5%  

JCAR017-BCM-001 2020 6 19  

  

 

 (%) 

N = 46 

MedDRA/J Ver. 21.0   3  

 42 ( 91.3) 29 ( 63.0) 

   

 24 ( 52.2) 23 ( 50.0) 

 18 ( 39.1) 12 ( 26.1) 

 18 ( 39.1) 13 ( 28.3) 

 11 ( 23.9) 10 ( 21.7) 

 6 ( 13.0) 6 ( 13.0) 

 4 (  8.7) 2 (  4.3) 

 3 (  6.5) 2 (  4.3) 

   

 18 ( 35.1) 0 

 6 ( 13.0) 0 

   

 19 ( 41.3) 2 (  4.3) 

 4 (  8.7) 0 

   

 4 (  8.7) 3 (  6.5) 

 4 (  8.7) 1 (  2.2) 

   

 7 ( 15.2) 3 (  6.5) 

   

 3 (  6.5) 0 

 

30 1 1

30

31 2

1 3 1 1

1

31 19  
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4.  

LD

 

  

-1 (1) (4)  

(1) 

1 1

 

(2) ICU A301

1 1 1 4 4

 

(3) 

1 

 

(4) 

 

 -2 B

11 (1) (3)

1 11 (1)

1  

11:  

(1) 6 3  

(2) 1

 

(3) 5  
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-1  

24

CRS

 

-2  

B

 

-3  
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5.  

 

 WHO

12  

B  

 DLBCL PMBCL tiNHL HGBCL 

 

 

CD19 T

 

 tiNHL B 2

1

 

 tiNHL 1 2

 

 B tiNHL

2

 

 

Grade 3B

2

 

 

  

 

 

 B PCNSL  

  

 

2  

1
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 ECOG Performance Status1 3 4 ECOG Performance Status 2

 

 

 

12 B WHO  

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 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  

 

 

 

                                                 
1 ECOG Performance Status 

Score  

0  

1  

 

2 50%  

3 50%  

4  
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6.  

 

 

 

 

  

 infusion reaction

infusion reaction 30 60

H1

 

 CRS

CRS CRS

BCM-001 CRS 13

017001 BCM-001 CRS

5.0 1 14 4.0 2 14

CRS  

 

13: CRS  

Grade   

Grade 1 

38.5  

72  

 

72  

8 mg/kg 1

800 mg 10 mg 24

 

Grade 2 

 

FiO2 0.4

1

72  

8 mg/kg 1 800 mg

10 mg 12 24

 

72  

8 mg/kg 1 800 mg

10 mg 12 24

 



17 

 

Grade   

Grade 2

 

24 CRS

 

10 20 mg

6 12

 

CRS

 

20 mg 6

2 mg/kg 2 mg/kg 1 4

7  

2 CRS

3

24 3 4

 

Grade 3 

 

FiO2 0.4

Grade 3

Grade 4

 

8 mg/kg 1 800 mg

10 mg 12

 

24 CRS

Grade 2  

Grade 4 

 

Grade 4

 

8 mg/kg 1 800 mg

20 mg 6

 

24 CRS

Grade 2  

  CRS

CRP

 

 3 CRS

 

 Grade 2

 

 Grade 3 ICU

 

 Grade 3

 

 

Lee Grade Lee 2014  

*  
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BCM-001

14 017001 BCM-

001

9.0 1 66 7.0 4 13  

 

14:  

Grade   

Grade 1 72  

72 10 mg 12 24 2

3  

Grade 2 10 mg 12 2 3

3

 

24

20 mg 6  

24

2 mg/kg 2 mg/kg 1 4 7

 

Grade 3 10 20 mg 8 12 Grade 

3  

24

Grade 2

 

1 2 

g 24

1.5 g/m2

 

Grade 4 20 mg 6  

24

Grade 2

 

1 2 

g 24

1.5 g/m2

 

NCI CTCAE  
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PML

MRI

 

 B C

HIV

B C

HIV

B 

C  

 

 

 γ

 

 

 

 

 

 

 


