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［販 売 名］  ポテリジオ点滴静注20mg 

［一 般 名］ モガムリズマブ（遺伝子組換え） 

［申 請 者 名］ 協和発酵キリン株式会社 

［申請年月日］ 平成 25 年 7 月 19 日 

 

［審 議 結 果］ 

平成 26 年 2 月 28 日に開催された医薬品第二部会において、本品目の一部変

更承認申請を承認して差し支えないとされ、薬事・食品衛生審議会薬事分科会

に報告することとされた。 

本品目の再審査期間は 10 年とするとされた。 
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2
T

PTCL T CTCL
KW-0761-001 CCR4

PTCL 0761-007
T ATL 0761-009

CTCL 0761-010

2013 11

2007 2 CCR4 ATL PTCL CTCL
0761-0501 2010 8 CCR4

ATL 0761-003 9 CCR4
PTCL CTCL 0761-004

0761-010

0761-003 0761-004 CCR4 T
CCR4 T

CCR4 T
CCR4 T

T T
2013 3 25

298

2

CC 4 CCR4 T PTCL
ADCC d- -0621

CC 4 CCR4 T PTCL
1 CD3 T

0.1 100 g/mL
ADCC CD3

E 51 51Cr release assay 51Cr
E T 50 1 1 g/mL ADCC

CCR4 T CTCL HH HuT78
ADCC HH

SCID
24 1 17 20mg

CCR4 PTCL CTCL
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3

1

horse radish peroxidase
ELISA

ECLA
ELISA

24 1 17
20mg ECLA

2 CC 4 CCR4
CC 4 CCR4

FCM FCM
IHC

IHC

CCR4 T ATL T
PTCL T CTCL

PK

1 5.3.5.1-1 0761-003 2010 8 2012 4
CCR4 ATL 54 PK 29 mLSG15 *

mLSG15 mLSG15

* mLSG15 28 1
1mg/m2 350mg/m2

40mg/m2

40mg/m2 VCAP 1 30mg/m2

60mg/m2 40mg/m2 AMP
8 2.4mg/m2 250mg/m2

100mg/m2/ 3 40mg/m2/ 3
VECP 15 17 3

4 2 4 VCAP 2
40mg/body 15mg/body

10mg/body J Clin Oncol 2007; 25: 5458-64

mLSG15 mLSG15 1.0mg/kg 2
VCAP 1 VCAP 4 2

VCAP 3 VECP VECP 3
8

Cmax Ctrough 15,263 3,228ng/mL 8
22,814 9,421ng/mL Cmax Ctrough
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2 5.3.5.2-1 0761-004 2010 9 2012 5
CCR4 PTCL CTCL 37 PK 37

1.0mg/kg 1 8
Cmax Ctrough 4 33,232 20,692ng/mL

8 45,941 29,017ng/mL Cmax Ctrough

3 PPK
0761-003 0761-004
0761-0501 0761-002 PK 99 1,273

2- NONMEM
PK PPK PK CL

V1 Body mass index
BMI

ALT ATL ATL PTCL
CTCL mLSG15

CL V1 ALT BMI
ALT CL BMI V1

5%
24 1 17 20mg

V1 BMI

PPK ALT
PK

0761-003 0761-004 ALT
27 49 27 44IU/L 9/29 2/37

infusion reaction
Grade

ALT
PK

0761-0501 0761-002 0761-003 0761-004
PK

4
CCR4 ATL 29 0761-003 CCR4 PTCL CTCL 37

0761-004 ECLA
0761-004 1

ELISA
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1 PK
PTCL CTCL ATL PK

PTCL CTCL 0761-004 ATL 0761-002
PK PK

PTCL CTCL ATL PK

PTCL CTCL
0761-004

ATL
0761-002

ng/mL ng/mL
4 20 33,232.4 8,253.2 17 28,400.6 8,572.8
5 16 20,692.0 5,975.7 11 17,541.1 8,178.4
8 9 45,940.7 9,251.2 5 40,214.5 13,267.8
8 7 9 29,017.4 13,328.6 4 33,638.3 10,572.2
8 28 7 19,357.6 13,088.8 4 16,107.1 6,088.4

2
ECLA

ECLA
200 500 1,000 2,000ng/mL

16 16 32 64
FDA

250 500ng/mL
200ng/mL Guidance for Industry:Assay 

Development for Immunogenicity Testing of Therapeutic Proteins Dec 2009
0761-003 0761-004

131 45 34%
3

ECLA

ECLA
ELISA 1

0761-003 0761-004
ECLA

PK
PK
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1
2 1 1

5

0761-0501 CCR4
ATL PTCL CTCL

16
0.01 0.1 0.5

1.0mg/kg 1 4 PK

0761-003 CCR4 ATL
54
25
29

mLSG15
mLSG15

mLSG15
VCAP
VECP

1.0mg/kg 2
8

PK

0761-004 CCR4
PTCL CTCL

38 1.0mg/kg 1
8 PK

KW-0761-
001

PTCL
CTCL

42
0.1 0.3 1.0mg/kg

1 4
2

KW-0761-
002

PTCL
CTCL

1
1.0mg/kg 1 4

2

ATL T PTCL T CTCL T PK mLSG15
1

0761-0501
24 1

17 20mg

PK

1
1 5.3.5.1-1 0761-003 2010 8 2012 4

CCR4 ATL 44 22 mLSG15
mLSG15

19
mLSG15 mLSG15 1.0mg/kg 2

VCAP 1 VCAP 4 2
VCAP 3 VECP VECP 3

8 mLSG15
1

54 mLSG15 25 mLSG15 29
mLSG15 1 53

28 mLSG15
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2 1

2 5.3.5.2-1 0761-004 2010 9 2012 5
* CCR4 PTCL CTCL 35

15

* CR CRu
PR

1.0mg/kg 1 8
8

1.0mg/kg 1 8

38 1 37

4

* %
37

CR 4 10.8
CRu 1 2.7
PR 8 21.6
SD 13 35.1
PD 11 29.7
NE 0

95% % 13 35.1 20.2, 52.5
CR CRu PR CR CRu PR SD

PD NE
*

CR 2 75%
CRu 2 75%

PR 2 50% 75% SD PR PD
PD 2 50%

Severity-Weighted Assessment Tool mSWAT
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CR CR CR CR

CRu 
CR CR CR

CRu CR CR

PR

CR CR CR
CRu CR CR

PR PR PR

SD CR CRu PR PD NE
PD PD PD PD

NE

CR CRu PR SD PD NE

28 1

1
1 5.3.5.2-5 KW-0761-001

PTCL CTCL 47
18 29

5
0.1 0.3 1.0mg/kg 1 4

2 PD 2
CR 4

42 9 33

30 3
2 1

2 5.3.5.2-7 KW-0761-002
KW-0761-001 CR PTCL CTCL

1
1.0mg/kg 1 4 2

PR SD PD 2
CR 4

1 CTCL 22

1
CCR4 PTCL CTCL
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0761-004
CCR4 T

1. 2
CCR4 ATL 0761-003

2
CCR4 PTCL CTCL

0761-004

ATL PTCL CTCL
0761-0501 National Comprehensive Cancer Network NCCN

Japan Clinical Oncology Group JCOG
ATL

CTCL Physician’s Global Assessment of 
Clinical Condition J Clin Oncol 2001; 19: 2456-71

0761-004 mSWAT
CTCL MF

SS Global Response 
Score J Clin Oncol 2011; 29: 2598-607 mSWAT

PTCL CTCL

0761-004 PTCL CTCL 95%
CI 34.5% 10/29 17.9%, 54.3% 37.5% 3/8 8.5%, 75.5%

33.3% 11/33 58.3% 7/12
100% 1/1

0761-004

% %CR CRu PR SD PD NE
PTCL

PTCL-NOS 16 55.2 1 0 2 6 7 0 3 18.8
AITL 12 41.4 3 0 3 3 3 0 6 50.0
ALK ALCL 1 3.4 0 1 0 0 0 0 1 100

CTCL
MF 7 87.5 0 0 2 4 1 0 2 28.6
CD30 PCLPDs 1 12.5 0 0 1 0 0 0 1 100

CR CRu PR CR CRu PR SD PD
NE PTCL T PTCL-NOS T

AITL T ALK ALCL
CTCL T MF CD30 PCLPDs

CD30 T
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PTCL
PTCL

PTCL
pralatrexate romidepsin 29

25% J Clin Oncol 2011; 29: 1182-9 J Clin Oncol 2012; 30: 631-6
0761-004 PTCL 34.5%

pralatrexate romidepsin
CTCL QOL

J Clin Oncol 2011; 29: 2598-607 CTCL
CTCL QOL

CTCL
CTCL

CTCL
0761-004 mSWAT

Global Response Score
95%CI 37.5% 3/8 8.5%, 75.5% 50% 4/8 15.7%, 84.3%

CTCL MF SS

0761-010

CCR4 PTCL CTCL

3

24 1 17 20mg
infusion reaction

CCR4 PTCL CTCL

CCR4 PTCL CTCL

1 CCR4 PTCL CTCL

CCR4 PTCL CTCL 0761-004
CCR4 ATL 0761-002
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%
0761-004 0761-002

37 27
37 100 27 100
1 2.7 0

12 32.4 6 22.2
Grade 3 32 86.5 26 96.3

36 97.3 27 100
2 5.4 1 3.7

CCR4 PTCL CTCL
ATL

CCR4 PTCL CTCL 0761-004
MedDRA SOC 36/37 97.3% 21/37

56.8% 17/37 45.9%
16/37 43.2%

ATL 24 1
17 20mg

0761-003 CCR4 ATL

0761-003 mLSG15 mLSG15
mLSG15 mLSG15 20%

mLSG15 Grade 3
mLSG15 Grade 3

CMV mLSG15 mLSG15
10% Grade 3

mLSG15 mLSG15
Grade 10% 0761-003

MedDRA/J version15.1

%
mLSG15 mLSG15

29 24
Grade Grade 3 Grade Grade 3

24 82.8 4 13.8 15 62.5 0
23 79 3  8 27.6 15 62.5  3 12.5
20 69.0 1 3.4 13 54.2 0
15 51.7 1 3.4 10 41.7 0
14 48 3 0  7 29.2 0
13 44.8 0 8 33.3 0
13 44.8 4 13.8 7 29.2 0
10 34 5 0  5 20.8 0 
12 41.4 6 20.7 0 0

8 27.6 3 10.3 3 12.5 1 4.2
 7 24 1 0  3 12.5 0 

7 24 1 5 17.2 2 8.3 2 8.3
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MedDRA/J version15.1

%
mLSG15 mLSG15

29 24
Grade Grade 3 Grade Grade 3

7 24 1 0 2 8.3 0
6 20.7 1 3.4 2 8.3 0

 8 27.6 2 6.9 0 0 
8 27.6 0 0 0

 6 20.7 0 1 4.2 0
6 20.7 0 1 4.2 0
6 20.7 0 1 4.2 1 4.2

 5 17 2 2 6.9 1 4.2 1 4.2
CMV 4 13.8 2 6.9 0 0

4 13.8 0 0 0
 3 10 3 0 0 0

3 10 3 0 0 0
3 10 3 3 10.3 0 0

 3 10 3 0 0 0
3 10 3 0 0 0
3 10 3 0 0 0

CMV

CCR4 ATL 24 1 17
20mg 0761-004 CCR4 PTCL

CTCL CCR4
PTCL CTCL

CCR4 ATL 0761-003
mLSG15 Grade 3

0761-002 1 Grade 3
2

3
0761-003

mLSG15 mLSG15 Grade 3

2

0761-003 mLSG15 Grade 3 2/29 6.9%
Grade 4 Grade 3 1/29 3.4%

Grade 3 1 2
3 Grade 3 1

97 284 52 667 mLSG15
0761-004 Grade 2 1/37 2.7%

10 33 0761-003 0761-004

ATL
1
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0761-003
mLSG15 0761-004

3

0761-003 mLSG15 12/29 41.4%
2 1/29 3.4%

3 2 1 Grade 3
16

5 Grade 4 1 Grade 
3 2 2 mLSG15 7/24 29.2%

Grade 3 JCOG
ATL JCOG9801 mLSG15
Grade 3 7/57 13% mLSG15

J Clin Oncol 2007; 25: 5458-64
0761-004 2/37 5.4% 1/37 2.7%

1 Grade 3 

ATL

0761-003 Grade 3 mLSG15

4 infusion reaction
0761-002 0761-003 0761-004

infusion reaction
24 1 17 20mg

0761-003 0761-004
infusion reaction

30 0761-002
infusion reaction 24/27 88.9%

2 3 infusion reaction

infusion reaction
0761-003 0761-004 30

2
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infusion reaction 0761-003 mLSG15 13/29 44.8%
0761-004 9/37 24.3% Grade 3 infusion reaction
0761-003 1/29 3.4% 0761-004

0761-002 Grade 3 infusion reaction
3/27 11.1%

0761-003 0761-004
0761-002 infusion reaction

0761-003 0761-004

5

4
CCR4 T

CCR4 T 1 2

CCR4 T T

2 3
CCR4 T

CCR4 T

1

CCR4 PTCL CTCL

CCR4 PTCL CTCL

PTCL
CHOP

PTCL pralatrexate
PTCL

CTCL
2012; 122: 1513-31
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CTCL
CTCL NCCN 

Non-Hodgkin's Lymphomas Clinical Practice Guidelines in Oncology v.2.2013
CTCL

0761-004 CCR4 PTCL CTCL

CCR4 PTCL CTCL

2 PTCL CTCL
0761-004 PTCL CTCL

0761-004 PTCL 29 78.4% CTCL 8
21.6% PTCL PTCL- PTCL-NOS

16 T AITL 12
ALK ALCL 1 CTCL

MF 7 CD30 T CD30 PCLPDs
1

0761-004 PTCL CTCL
PTCL

NK/T NKTCL-
T EATL
T HSTL

T SPTCL
T PTCL-NOS

T AITL
ALK ALCL
ALK ALCL

CTCL
MF

SS
CD30 T CD30 PCLPDs

CD8 T
CD4 T

0761-004

0761-004 SS KW-0761-001
19 SS

47.1% 8/17 NK/T NKTCL-
T EATL T HSTL
T SPTCL ALK ALCL T

CD8 T
CD4 T

CCR4 NKTCL- 0 0/5
3.7% 1/27 EATL 0 0/24 100% 2/2 HSTL 0% 0/1 SPTCL 100%
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1/1 ALK ALCL 4.2 1/24 100% 5/5 CD8
T 0 0/5 100% 1/1

Histopathology 2011; 58: 395-407 Am J Surg Pathol 2006; 30: 1111-9 T
CD4 T CCR4

0761-004 KW-0761-001
SS 0761-004

PTCL CTCL
1

PTCL
CTCL

0761-004
0761-004

CCR4
CCR4

0761-004 CCR4

CCR4 T T

3 CCR4
CCR4

0761-004 CCR4 IHC SS
FCM

2 CC 4 CCR4 FCM
IHC IHC
10% 25% 1

25% 50% 2 50%
3 1 2 3

PTCL 2/4 50.0% 2/4 50.0% 6/21 28.6%
CTCL 0/2 0% 1/2 50.0% 2/4 50.0%

CCR4 PTCL CTCL

CCR4 PTCL CTCL
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CCR4 PTCL
CCR4 PTCL 0761-007

CCR4 PTCL
CCR4 CTCL CTCL MF SS

0761-010
1 2 0761-010 CCR4

CCR4

0761-004 0761-004
PTCL CTCL

CCR4 CCR4 PTCL
CTCL

CCR4

CCR4

4
0761-004 CR CRu

PR
PTCL CTCL

0761-004 PTCL
CTCL

PR
0761-004

PTCL CTCL

CCR4 PTCL CTCL

CCR4 PTCL CTCL 0761-004

5

1 1mg/kg 1 8
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200mL
200mL 250mL

2 4 infusion reaction

infusion reaction
30

200mL
250mL 2

1
CCR4 PTCL CTCL

0761-004
CCR4 PTCL CTCL

2

0761-004 PTCL CTCL
8

8

6 AITL 3 MF 2 PTCL-NOS 1
CR 1 PR 5 6 8

PR 4 SD 2 6

2 Grade 3 Grade 2

1 9
8

0761-004

3

200mL 200 250mL
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200mL 1
200mL

200mL 250mL

6

CCR4 PTCL CTCL

0761-004
infusion reaction

B
CMV

0761-004
2.7% 95% 1 111

150
CCR4 PTCL CTCL

CCR4 ATL 24 1 17
20mg

8 7 24
31

0761-004 CCR4 ATL

CCR4 PTCL CTCL

CCR4 ATL

0761-004

4 2 PTCL CTCL
4 4
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1 0761-003
mLSG15 29/29 100% mLSG15 24/24 100%

mLSG15 29/29
100% mLSG15 24/24 100% 10%

10%

MedDRA/J version15.1

%
mLSG15

29
mLSG15

24
Grade Grade 3 Grade Grade 3

29 100 29 100 24 100 24 100
28 96.6 28 96.6 22 91.7 19 79.2
26 89.7 26 89.7 21 87.5 21 87.5

0 0 3 12.5 0
19 65.5 1 3.4 15 62.5 0
18 62.1 0 15 62.5 0
16 55.2 4 13.8 13 54.2 4 16.7
15 51.7 1 3.4 10 41.7 0
13 44.8 0 8 33.3 0

3 10.3 0 4 16.7 0
4 13.8 0 1 4.2 0
1 3.4 0 4 16.7 0
1 3.4 0 3 12.5 0
3 10.3 0 1 4.2 0
3 10.3 0 1 4.2 0
3 10.3 0 0 0
3 10.3 0 0 0

24 82.8 4 13.8 15 62.5 0
14 48.3 0 15 62.5 0
10 34.5 0 5 20.8 0

7 24.1 0 2 8.3 0
4 13.8 0 3 12.5 0
3 10.3 0 1 4.2 0
3 10.3 0 0 0
4 13.8 0 1 4.2 0
5 17.2 0 3 12.5 0
4 13.8 3 10.3 3 12.5 3 12.5
4 13.8 3 10.3 2 8.3 1 4.2
4 13.8 1 3.4 1 4.2 0

CMV 4 13.8 0 1 4.2 0
CMV 4 13.8 2 6.9 0 0

3 10.3 0 1 4.2 0
0 0 3 12.5 0

29 100 29 100 23 95.8 22 91.7
29 100 26 89.7 23 95.8 17 70.8
28 96.6 28 96.6 23 95.8 18 75.0
29 100 29 100 22 91.7 21 87.5
20 69.0 1 3.4 13 54.2 0
12 41.4 2 6.9 11 45.8 1 4.2

ALT 12 41.4 2 6.9 10 41.7 2 8.3
AST 9 31.0 2 6.9 8 33.3 1 4.2

9 31.0 3 10.3 6 25.0 1 4.2
8 27.6 4 13.8 7 29.2 2 8.3
5 17.2 0 7 29.2 1 4.2
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MedDRA/J version15.1

%
mLSG15

29
mLSG15

24
Grade Grade 3 Grade Grade 3

8 27.6 3 10.3 3 12.5 1 4.2
4 13.8 0 6 25.0 0
4 13.8 0 6 25.0 0
7 24.1 0 3 12.5 0
5 17.2 1 3.4 5 20.8 0
7 24.1 5 17.2 2 8.3 2 8.3
6 20.7 0 1 4.2 0

QT 3 10.3 0 3 12.5 1 4.2
4 13.8 0 2 8.3 0

C- 3 10.3 0 2 8.3 0
4 13.8 0 1 4.2 0
4 13.8 2 6.9 1 4.2 0
4 13.8 0 1 4.2 0
1 3.4 0 4 16.7 1 4.2

23 79.3 8 27.6 15 62.5 3 12.5
13 44.8 4 13.8 7 29.2 0

4 13.8 2 6.9 3 12.5 2 8.3
4 13.8 4 13.8 3 12.5 2 8.3
5 17.2 2 6.9 1 4.2 1 4.2
4 13.8 0 1 4.2 0
3 10.3 1 3.4 2 8.3 0
3 10.3 0 2 8.3 0

0 0 3 12.5 0
7 24.1 0 8 33.3 0
5 17.2 0 2 8.3 0
3 10.3 0 3 12.5 0
1 3.4 0 3 12.5 0

14 48.3 0 7 29.2 0
11 37.9 0 9 37.5 0
8 27.6 1 3.4 8 33.3 0
4 13.8 0 4 16.7 0
2 6.9 0 3 12.5 0
3 10.3 0 1 4.2 0
4 13.8 0 0 0
6 20.7 0 10 41.7 0
3 10.3 0 0 0
8 27.6 0 0 0
6 20.7 0 1 4.2 0
3 10.3 3 10.3 0 0

23 79.3 0 18 75.0 0
12 41.4 6 20.7 0 0

6 20.7 0 5 20.8 0
6 20.7 1 3.4 2 8.3 0
8 27.6 2 6.9 0 0
6 20.7 0 1 4.2 1 4.2
4 13.8 0 1 4.2 0
3 10.3 0 0 0
2 6.9 0 3 12.5 0
4 13.8 0 1 4.2 0
4 13.8 0 1 4.2 0

0 0 3 12.5 0
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CMV ALT AST

mLSG15 12/29 41.4% mLSG15 9/24
37.5% mLSG15

CMV 2 6.9%
CMV

1 3.4% mLSG15 2
8.3%

1 4.2%
mLSG15 CMV 2

CMV
1 mLSG15 2

1
mLSG15 6/29 20.7% mLSG15

4/24 16.7%
mLSG15 3 10.3%

1 3.4% mLSG15
1 4.2% mLSG15 3

1 mLSG15
1

2 0761-004
37/37 100%

36/37 97.3% 10%

10%

MedDRA/J version15.1

%

37
Grade Grade 3

37 100 32 86.5
6 16.2 3 8.1
4 10.8 0
4 10.8 0

13 35.1 0
5 13.5 0
6 16.2 0

31 83.8 28 75.7
16 43.2 5 13.5
15 40.5 1 2.7
14 37.8 7 18.9

ALT 8 21.6 1 2.7
8 21.6 1 2.7
8 21.6 1 2.7

AST 6 16.2 0
6 16.2 2 5.4
4 10.8 0
4 10.8 0
4 10.8 0
4 10.8 0
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MedDRA/J version15.1

%

37
Grade Grade 3

6 16.2 1 2.7
5 13.5 1 2.7
4 10.8 0

ALT AST

12/37 32.4% CMV
2 5.4%

2
1 2.7%

CMV 2
2

1
2/37 5.4%

CMV 1 2.7%

6/6 100%
100%

3 KW-0761-001
1

9/9 100% 8/9
88.9% 2

2

MedDRA/J version12.0

%
0.1mg

3
0.3mg

3
1mg

3 9

Grade
Grade 3

Grade
Grade 3

Grade
Grade 3

Grade
Grade 3

3 100 0 3 100 0 3 100 1 33.3 9 100 1 11.1
1 33.3 0 1 33.3 0 1 33.3 0 3 33.3 0

0 0 2 66.7 0 1 33.3 0 3 33.3 0
1 33.3 0 0 0 1 33.3 0 2 22.2 0

0 0 1 33.3 0 1 33.3 0 2 22.2 0
0 0 1 33.3 0 1 33.3 0 2 22.2 0

1 33.3 0 1 33.3 0 0 0 2 22.2 0
1 33.3 0 0 0 1 33.3 0 2 22.2 0

0 0 1 33.3 0 1 33.3 0 2 22.2 0
1 33.3 0 0 0 1 33.3 0 2 22.2 0

2/9 22.2%
1 11.1%

1/9 11.1%
1 11.1%
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2
32/33 97.0%

25/33 75.8% 10%

10%

MedDRA/J version12.0

%

33
Grade Grade 3

32 97.0 8 24.2
10 30.3 2 6.1

5 15.2 1 3.0
5 15.2 2 6.1
9 27.3 0
6 18.2 0
7 21.2 0
7 21.2 0
4 12.1 0
4 12.1 0
7 21.2 0
5 15.2 1 3.0
5 15.2 0

8/33 24.2%
2 6.1%

1 3.0% 2
1

7/33 21.2%
4 12.1%

1 3.0% 4

4 KW-0761-002
1/1 100%

1
2

2 GCP
2

CC 4 CCR4
T CCR4 T
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CCR4 T
CCR4 T
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2

26 2 10

20mg

25 7 19

20 12 25 20 8

1
1 3 2

CC 4 CCR4
T PTCL T CTCL

0761-004
CCR4 PTCL CTCL

PTCL CTCL
SCT bridging therapy

2
1 3 3

infusion reaction

3
1 3 4

CCR4 PTCL
CTCL

CCR4 T CCR4
T
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CCR4 T
CCR4 T

CCR4 T PTCL T
CTCL

4
1 3 5

1 1mg/kg 1 8

1 1mg/kg 1
8

Infusion reaction
30

200mL
250mL 2

5

CCR4 PTCL CTCL
150 31

infusion reaction

B CMV

1 3 6
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SCT
GVHD

•
• infusion reaction
•
• B

CMV
•
•
•
•

•

• CCR4 ATL
• CCR4 PTCL CTCL

•
• CCR4

ATL

• CCR4
PTCL CTCL

• CCR4
ATL

• CCR4
PTCL CTCL

•
•
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PTCL CTCL

CCR4 PTCL CTCL
8 7

24 31
150

infusion reaction
B

CMV

SCT SCT GVHD

1

2 GCP
5.3.5.1-1 5.3.5.2-1 GCP

GCP

10

CCR4 T
CCR4 T
CCR4 T

1 1mg/kg 1
8

1.
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2. Toxic Epidermal Necrolysis TEN
Stevens-Johnson

(1)

(2)

1.

2. CCR4 FCM IHC

3. CCR4 T ATL

4. CCR4 T PTCL T
CTCL

1. Infusion reaction
30

2. Infusion reaction

Infusion reaction

3.
4. 200mL

250mL 2
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