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1.

2.

2 8

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
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1.
1.1

T CD19

CAR T

CAR CD19 scFv CD28

CD3 CD19 T

CD19

B

LBCL DLBCL PMBCL tFL HGBCL 2

HSCT 1 HSCT

2021 1

B B

B

30 10 1 30

8

1.2
Kite LBCL HSCT 1

LBCL ZUMA-7 2018 1

ZUMA-7 2021 9 2022 4

YESCARTA is indicated for the treatment of:

Adult patients with large B-cell lymphoma that is refractory to first-line chemoimmunotherapy or that relapses 

within 12 months of first-line chemoimmunotherapy. 

Adult patients with relapsed or refractory large B-cell lymphoma after two or more lines of systemic therapy, 

including diffuse large B-cell lymphoma DLBCL not otherwise specified, primary mediastinal large B-

cell lymphoma, high grade B-cell lymphoma, and DLBCL arising from follicular lymphoma. 

Limitations of Use: YESCARTA is not indicated for the treatment of patients with primary central nervous system 

lymphoma. 

ZUMA-7 2021 11 2022 9

ZUMA-7 HSCT 1

LBCL
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2.

3.

4.

5.
ZUMA-7

6.
1 1

1

ZUMA-7 

HSCT

LBCL

359
180
179

CD19 CAR T 2
106 /kg 1 106

/kg 100 kg 2
108

2 3 1
2 3

HSCT HDCT

8.

6.1
6.1.1
6.1.1.1 CTD 5.3.5.1-1 ZUMA-7 2018 1
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2021 3 18
HSCT LBCL 350 1 175

14

77 2

2

WHO 2016 Blood 2016; 127: 2375-90 LBCL

DLBCL*

tFL
HGBCL MYC BCL2 BCL6

CD20 1 PD
SD PR 12 PD

CR 12
ECOG PS 0 1

HSCT HDCT

HSCT HSCT
CD19 CAR T T
CLL PMBCL

* DLBCL
DLBCL NOS DLBCL DLBCL Epstein-Barr virus DLBCL THRLBCL

CD19 CAR T 2 106 /kg 1 106

/kg 100 kg 2 108

500 mg/m2

30 mg/m2 1 1 3 LD LD

3

5 50

R-ICE2 R-

ESHAP3 R-GDP4 R-DHAP5 R-DHAX6 2 3 1 2 3

1 EFS 0.67 2.5%
90% 250

350 175
2 375 mg/m2 5,000 mg/m2 24 2

AUC5 800 mg 2 100 mg/m2 1 3

3 375 mg/m2 1 40 mg/m2 1 4 500 mg 1
4 1 5 25 mg/m2 1 4 2,000 mg/m2 5

4 375 mg/m2 1 8 1,000 mg/m2 1 8
40 mg 1 4 75 mg/m2 AUC5 1

5 375 mg/m2 40 mg 1 4 100 mg/m2 1
2,000 mg/m2 1 2 2

6 375 mg/m2 40 mg 1 4
100 mg/m2 24 1 2,000 mg/m2 1 2 2
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2 3 HSCT HDCT 7

CAR T 8

Lugano J Clin Oncol 2014; 32: 3059-68

EFS

359 1 1 180 179

2 1 178

6 2 2 1 1 172 LD

2 2 170 11

8 1 1 PET

1 168 1 80 44.7%

11 9 1 1 69

HSCT 5 64 HDCT

2 HSCT 1

62 HSCT 359

170

168

EFS Kaplan-Meier 3 1

p 0.0001 log-rank

3 EFS 2021 3 18

180 179
EFS % 108 60.0 144 80.4

% 11 6.1 6 3.4
PD % 82 45.6 75 41.9

150 SD % 4 2.2 0
% 9 5.0 63 35.2

% 2 1.1 0
95%CI 8.3 4.5, 15.8 2.0 1.6,2.8

95%CI *1 0.398 0.308, 0.514
p *2 0.0001

*1 PD SD PR CR 6
6 12 sAAIPI 0 1 2 3 Cox

*2 2.5% log-rank Cox

7

8 179 100 55.8% CAR T
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1 EFS Kaplan-Meier 2021 3 18

142 64 78

111 47 64 9 21

14 7 22 10

12 7 5 B

7 COVID-19 2 B

1 2

1 1 B 10

2

150
150

15 5
5

6 B
B B

331 PCR B B
B Grade 4 399

B Grade 3
422 168

248 332
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10 COVID-19 2 /

HSCT

1 12 3 COVID-19 2

1

6.R
6.R.1

HSCT 1 LBCL

ZUMA-7

ZUMA-7

ZUMA-7

2 LBCL

ZUMA-1 J201

2 11 17

CD19 B LBCL CD19

Blood 1988; 71: 13-29 Clin Cancer Res 2011; 17: 6448-58

ZUMA-7

 
2 LBCL /

ZUMA-1 2 LBCL

J201

2 11 17

ZUMA-7 ZUMA-1 J201

6.R.3.1

J201 CD19 CAR T Cmax AUC28d ZUMA-1

ZUMA-1

ZUMA-7 ZUMA-1

LBCL
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HSCT 1 LBCL

ZUMA-7 HSCT 1

LBCL

6.R.2
HSCT 1 LBCL

6.R.2.1
ZUMA-7

HSCT 1 LBCL

R-ICE R-ESHAP R-GDP R-DHAP

HSCT HDCT ZUMA-7

6.R.2.2
ZUMA-7 EFS

EFS

HSCT 1

LBCL HSCT HDCT

EFS

HSCT 1

LBCL PFS OS

EFS PFS

OS

6.R.2.3
HSCT 1 LBCL
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ZUMA-7 2021 3 18

EFS 3

6.1.1.1

PFS 2021 3 18

Kaplan-Meier 4 2

4 PFS 2021 3 18

180 179
% 96 53.3 103 57.5

95%CI 14.7 5.4, NE 3.7 2.9, 5.3
95%CI * 0.490 0.368, 0.652

* PD SD PR CR
6 6 12 sAAIPI 0 1 2 3

Cox

2 PFS Kaplan-Meier 2021 3 18

OS 2021 3 18 Kaplan-Meier 5

3
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5 OS 2021 3 18

180 179
% 72 40.0 81 45.3

95%CI NE 28.3, NE 35.1 18.5, NE
95%CI * 0.730 0.530, 1.007

* PD SD PR CR
6 6 12 sAAIPI 0 1 2 3

Cox

3 OS Kaplan-Meier 2021 3 18

6 11

11 CLL ALK LBCL ALK B
1
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6 *1

2021 3 18

DLBCL NOS tFL HGBCL 

110 116 19 27 43 27
EFS % 68 61.8 97 83.6 10 52.6 24 88.9 23 53.4 18 66.7

95%CI 5.4 3.9, 14.9 1.8 1.6, 2.7 28.6 3.6, NE 2.7 1.6, 7.3 21.5 3.7, NE 2.1 1.5, 6.6
CR 70 34 16 10 30 9

% 63.6 29.3 84.2 37.0 69.8 33.3
95% CI*2 % 53.9, 72.6 21.2, 38.5 60.4, 96.6 19.4, 57.6 53.9, 82.8 16.5, 54.0

CR PR 92 57 17 15 36 12
% 83.6 49.1 89.5 55.6 83.7 44.4

95% CI*2 % 75.4, 90.0 39.7, 58.6 66.9, 98.7 35.3, 74.5 69.3, 93.2 25.5, 64.7

THRLBCL Epstein-Barr virus DLBCL DLBCL

5 6 2 0 1 0
EFS % 4 80.0 2 33.3 2 100 1 100

95%CI 3.7 3.0, NE NE 5.0, NE 3.6 2.3, NE 3.3
CR 1 5 0 0

% 20.0 83.3 0 0
95% CI*2 % 0.5, 71.6 35.9, 99.6 0.0, 84.2 0.0, 97.5

CR PR 3 5 1 1
% 60.0 83.3 50.0 100

95% CI*2 % 14.7, 94.7 35.9, 99.6 1.3, 98.7 2.5, 100
*1
*2 Clopper-Pearson

ZUMA-7 HSCT

1 LBCL

ZUMA-7 EFS

ZUMA-7 PFS EFS

ZUMA-7 OS

6.R.3 8. 
HSCT 1 LBCL

12

12 CRS TLS 2
11 17
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LBCL

HSCT 1

LBCL

6.R.3.1
HSCT 1 LBCL

ZUMA-7 2021 3 18

LBCL ZUMA-1 13 J201 14

7

13 LBCL
/ CD19 CAR T 2 106 /kg 1 106 /kg

100 kg 2 108 2 11 17

14 LBCL
CD19 CAR T 2 106 /kg 1 106 /kg

100 kg 2 108 2 11 17
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7 ZUMA-7 ZUMA-1 J201 *1

%
ZUMA-7 ZUMA-1 J201

170 168 108 16
170 100 168 100 108 100 16 100

Grade 3 155 91.2 140 83.3 104 96.3 16 100
85 50.0 77 45.8 58 53.7 13 81.3
14 8.2 7 4.2 9 8.3 0

CRS*2 157 92.4 100 92.6 13 81.3
Grade 3 CRS 11 6.5 12 11.1 1 6.3

*3 138 81.2 104 61.9 95 88.0 6 37.5
Grade 3 44 25.9 16 9.5 37 34.3 0

*4 102 60.0 33 19.6 71 65.7 0
Grade 3 36 21.2 1 0.6 34 31.5 0

*5 136 80.0 135 80.4 98 90.7 16 100
Grade 3 128 75.3 126 75.0 89 82.4 16 100

*6 70 41.2 51 30.4 43 39.8 12 75.0
Grade 3 24 14.1 19 11.3 29 26.9 2 12.5
*1 ZUMA-7 ZUMA-1 2021 3 18 J201 2019 10 23

ZUMA-1
3 3

24 ZUMA-7

*2 CRS Case Report Form CRF CRS CRF
CRS CRS

CRS
*3 MedDRA SOC
*4 8 PT
*5 MedDRA SMQ MedDRA PT

MedDRA SMQ
*6 MedDRA HLGT SMQ

SMQ COVID-19
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8 *

* ZUMA-7 ZUMA-1 MedDRA ver.23.1 J201 MedDRA ver.21.0

ZUMA-7 10%

158 92.9% 43 25.6% 75 44.1%

29 17.3% 75 44.1% 25 14.9% 70 41.2% 43 25.6%

47 27.6% 14 8.3% 58 34.1% 17 10.1% 44

25.9% 1 0.6% 37 21.8% 13 7.7% 40 23.5%

4 2.4% 42 24.7% 18 10.7% 29 17.1% 2 1.2%

36 21.2% 0 0% 19 11.2% 2 1.2%

19 11.2% 1 0.6%

10% Grade 3

73 42.9% 28 16.7% 20 11.8% 0

0%

5% 27

15.9% 8 4.8% 17 10.0% 1 0.6%

15 8.8% 3 1.8% 9 5.3% 0 0%

HSCT 1 LBCL

ZUMA-7 ZUMA-1 10%

ZUMA-7 58 34.1% ZUMA-1 21 19.4%
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ZUMA-7 ZUMA-1 10%

Grade 3 ZUMA-7 ZUMA-1 5%

27 15.9% 6 5.6% 15 8.8% 3 2.8%

ZUMA-7 Grade 3

ZUMA-7

LBCL ZUMA-1 J201

CRS

LBCL

HSCT 1 LBCL

6.R.4

B

B B

B

CD19 T

12

1

6.R.2 6.R.3
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B

B B

B

CD19 T

CD19 T

1

6.R.4.1
HSCT 1

LBCL NCCN

NCCN v.5.2022 12 LBCL

Category 115

HSCT 1 LBCL

HSCT 1 LBCL

HSCT HDCT

J Clin Oncol 2010; 28: 4184-

90 J Clin Oncol 2014; 32: 3490-6 20%

HSCT HDCT

ZUMA-7

HSCT 1 LBCL

6.R.2 6.R.3

1

PMBCL

ZUMA-7 PMBCL HSCT 1

PMBCL

PMBCL EFS

EFS ZUMA-7

15 NCCN
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LBCL PMBCL

2 11 17

HSCT 1 PMBCL

ZUMA-7 CR 12

CR 12

J Clin Oncol 2010; 28: 4184-90 ZUMA-7

CR 12

CR 12 HSCT

CR 12 HSCT

ZUMA-7 PMBCL

CR 12 HSCT

ZUMA-7 CR

12

ZUMA-7

CR 12

LBCL

1

1

6.R.5

ZUMA-7

HSCT 1 LBCL
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6.R.2 6.R.3

HSCT 1 LBCL

7.

16 HSCT 1

LBCL

• ZUMA-7 HSCT 1 LBCL

6.R.3.1

• 70 HSCT

1 70

HSCT 1

LBCL

HSCT 1 LBCL

8.
6.1

16

CRS TLS
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8.1 ZUMA-7

163/170 95.9% 160/168 95.2%

10% 9

9 10% ZUMA-7

SOC
PT
MedDRA ver.23.1

%

170 168
Grade Grade 3 Grade Grade 3

170 100 155 91.2 168 100 140 83.3

75 44.1 73 42.9 29 17.3 28 16.7
71 41.8 51 30.0 91 54.2 65 38.7
22 12.9 14 8.2 41 24.4 37 22.0
4 2.4 4 2.4 46 27.4 46 27.4

71 41.8 4 2.4 66 39.3 7 4.2
69 40.6 3 1.8 116 69.0 9 5.4
34 20.0 0 58 34.5 0
33 19.4 0 55 32.7 1 0.6
24 14.1 5 2.9 25 14.9 2 1.2
5 2.9 0 29 17.3 3 1.8

158 92.9 15 8.8 43 25.6 1 0.6
71 41.8 11 6.5 87 51.8 4 2.4
47 27.6 1 0.6 14 8.3 0
20 11.8 0 28 16.7 1 0.6
17 10.0 0 9 5.4 0

19 11.2 0 1 0.6 0

46 27.1 43 25.3 37 22.0 31 18.5
52 30.6 49 28.8 47 28.0 47 28.0
30 17.6 12 7.1 64 38.1 60 35.7
31 18.2 29 17.1 21 12.5 18 10.7
31 18.2 1 0.6 16 9.5 3 1.8
24 14.1 1 0.6 15 8.9 1 0.6

16 9.4 0 25 14.9 4 2.4
19 11.2 1 0.6 14 8.3 1 0.6
19 11.2 6 3.5 10 6.0 0

70 41.2 5 2.9 43 25.6 2 1.2
44 25.9 2 1.2 1 0.6 0
29 17.1 20 11.8 2 1.2 0
36 21.2 2 1.2 21 12.5 1 0.6
36 21.2 12 7.1 0 0
19 11.2 5 2.9 2 1.2 0

40 23.5 9 5.3 4 2.4 0
21 12.4 0 26 15.5 1 0.6

42 24.7 1 0.6 18 10.7 0
37 21.8 16 9.4 13 7.7 7 4.2
14 8.2 5 2.9 20 11.9 2 1.2

5 2.9 0 21 12.5 1 0.6
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SOC
PT
MedDRA ver.23.1

%

170 168
Grade Grade 3 Grade Grade 3

42 24.7 7 4.1 42 25.0 6 3.6
27 15.9 7 4.1 17 10.1 5 3.0
44 25.9 10 5.9 49 29.2 11 6.5
45 26.5 31 18.2 29 17.3 21 12.5
27 15.9 1 0.6 17 10.1 3 1.8
22 12.9 1 0.6 12 7.1 0
21 12.4 10 5.9 8 4.8 4 2.4
20 11.8 1 0.6 34 20.2 4 2.4

58 34.1 3 1.8 17 10.1 1 0.6

75 44.1 19 11.2 25 14.9 5 3.0

13 7.6 3 1.8 21 12.5 4 2.4

85/170 50.0% 77/168 45.8%

2% 27 15.9% 17 10.0%

15 8.8% 9 5.3% 8 4.7% B 7 4.1%

6 3.5% 5 2.9%

4 2.4% 24 17 15 9

5 4 3

1

2% 22 13.1%

8 4.8% B 5 3.0% 4

2.4% 19 6 5

4 3 2

9.
9.1

2

9.2 GCP
2

10. 1
HSCT 1 LBCL

HSCT 1 LBCL
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2

4 11 22

4 4 27

1.

20 12 25 20 8

1.1
1 6.R.2 HSCT 1

LBCL ZUMA-7

EFS

HSCT 1 LBCL

1.2
1 6.R.3 HSCT 1

LBCL
17

LBCL

17 CRS TLS 2
11 17
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1.3
1 6.R.4

ZUMA-7

CR 12

1

B

B B

B

CD19 T

1.4
1 6.R.5

1.5
HSCT 1 LBCL

10

1 LBCL

300

LBCL
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1 7.

HSCT 1 LBCL

1 7.

HSCT 1

LBCL

3 1

10

Center for International Blood and Marrow Transplant Research CIBMTR
FormsNet

LBCL
8

300

CRS TLS

PFS OS

2.
2.1

2.2 GCP

CTD 5.3.5.1-1 GCP
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3.

13 1 21

B

B B

B

CD19 T

CD19 T

1

1.

2.

2 8

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
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1.

2.



i 

AUC area under the curve
CAR chimeric antigen receptor
CD cluster of differentiation
CI confidence interval
CLL chronic lymphocytic leukemia
COVID-19 Coronavirus disease 2

CR complete response
CRS cytokine release syndrome
DLBCL diffuse large B-cell lymphoma B
DLBCL NOS diffuse large B-cell lymphoma, Not otherwise 

specified
B

ECOG Eastern Cooperative Oncology Group
EFS event free survival
HDCT high dose chemotherapy
HGBCL high grade B-cell lymphoma B
HLGT high level group terms
HSCT hematopoietic stem cell transplant
IPI international prognostic index
Kite Kite Pharma, Inc.
LBCL large B-cell lymphoma B
LD lymphodepleting chemotherapy
MedDRA Medical Dictionary for Regulatory Activities 

Japanese version
ICH

NCCN National Comprehensive Cancer Network
NCCN National Comprehensive Cancer Network 

Clinical Practice Guidelines in Oncology, B-
Cell lymphomas

NE not evaluable
OS overall survival
PCR polymerase chain reaction
PD progressive disease
PET positron emissiom tomography
PFS progression free survival
PMBCL primary mediastinal large B-cell lymphoma B
PR partial response
PS performance status
PT preferred term
sAAIPI second-line age-adjusted IPI
scFv single-chain variable fragment
SD stable disease
SMQ standardised MedDRA queries MedDRA
SOC system organ class
tFL transformed follicular lymphoma
THRLBCL T-cell/histiocyte-rich large B-cell lymphoma T / B



ii

TLS tumor lysis syndrome
WHO World Health Organization
ZUMA-1 KTE-C19-101
ZUMA-7 KTE-C19-107

Cyclophosphamide Hydrate

Fludarabine Phosphate


