
 



 
 

 

 

29 1 27  

 

 

 

 

 

 

 

130 mg 45 mg  

 

 

28 3 30  

130 mg  

1 130 mg  

45 mg  

1 45 mg  

130 mg  

3  

45 mg  

4 6  

 

 

 

 

 

 

 

 

130 mg  

 

 

45 mg  

 

 

 



2 

 

 

 

 

 

130 mg  

 

 

55 kg 260 mg 

55 kg 85 kg 390 mg 

85 kg 520 mg 

 

45 mg  

 

1 45 mg

4 12  

1 90 mg  

 

 

8

90 mg 12 90 mg

8  

 

 

 

 

 



 
 

 

 
1  

 

28 12 9  

 

 

 

 
130 mg 45 mg  

 

 

28 3 30  

130 mg  

1 130 mg  

45 mg  

1 45 mg  

 

130 mg  

 

 

45 mg  

 

 

 

 

 

 

130 mg  

1  

 

55 kg 260 mg 

55 kg 85 kg 390 mg 

85 kg 520 mg 

 

45 mg  

 



2 

1 45 mg

4 12

 

1 90 mg  

 

8

1 90 mg

8 90 mg  

8 1 90 mg

12 90 mg

8 90 mg
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3001   III CTD 5.3.5.1.1  
CRD3001  

3002   III CTD 5.3.5.1.2
CRD3002  

3003   III CTD 5.3.5.1.3-1
CRD3003  

5-ASA 5-aminosalicylate acid 5-  
6 mg/kg    

55 kg 260 mg 55 kg 85 kg
390 mg 85 kg 520 mg 

6-MP 6-mercaptopurine 6-  
90 mg/q12w

 
 90 mg 12  

 
90 mg/q8w

 
 90 mg 8  



3 

AUC Area under the curve -
AZA Azathioprine
C0743T26 II CTD 5.3.5.1.5

C0743T26
C30379T07 II CTD 5.3.5.1.4

C30379T07
CD Crohn’s disease
CDAI Crohn’s disease activity index
CE-SDS Capillary electrophoresis sodium 

dodecyl sulfate
SDS

cIEF Capillary isoelectric focusing
CR Clinical response
CRP C-reactive protein C
CTD Common Technical Document

-SE-
HPLC

size exclusion high
performance liquid chromatography

GCP Good clinical practice
Ht Hematocrit
IL Interleukin
IV Intravenous injection
LOCF Last observation carried forward
MedDRA/J Medical Dictionary for Regulatory 

Activities Japanese version
ICH

MTX Methotrexate
RH Relative humidity
SC Subcutaneous injection
TNF Tumor necrosis factor

45 mg
22300AMX00422000

130 mg
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1.  

CD

 

  26 

 26

 ;19-22, 2015

CD

CD

TNF TNF

 

IL -12/23 

p40 G1κ CD

IL-12 IL-23 Gastroenterology 112: 1169-1178, 1997 J 

Leukoc Biol 89: 597-606, 2011 IL-12/23 p40

J. Immunol 161: 3143-3149, 1998 J Exp Med 203: 2473-2483, 2006

CD

 

2011 1

 

2008 12

2016 3 80 CD 2016 9

2016 11 CD

 

 

2.  

 

 

2.1  

 

 

2.2  

2.2.1  
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26 mL 130 mg L-

L- 80 L-

2.2.2

2.2.3

5 mg/mL III CRD3001

CRD3002 CRD3003

FVP 90 mg/mL

5 mg/mL 2.2.5 I NAP1002

6.2.1

2.2.4

pH CE-SDS -SE-HPLC cIEF

2.2.5
1

1

5 5 3 24 a

5 25 2
/60 5 %RH

8 / %RH

1 120 lux h
200 W h/m2

a

CE-SDS cIEF

-SE-HPLC

-SE-HPLC

CE-SDS

cIEF
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2 8 24  

 

2.R  

 

 

2.R.1  
L-  

 

2.R.1.1  
L-

 

 

2.R.1.2  

L-

 

 

L-

 

 

3.  

IL-12 IL-

23 IL-12 IL-23

IL-12 IL-23

45 mg 22 11 10  

  

4.  

45mg 22 11

10  

 

5.  

45mg 22 11 10
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6.

6.1
CRD3001 CRD3002 CRD3003

16.88 ng/mL

6.2

6.2.1 I CTD 5.3.1.2.1 NAP1002 2014 6 2014 12
18 55 140 70

5 mg/mL 90 mg/mL 1 6 mg/kg

140 70

5 mg/mL AUC∞ 3132.4 690.2 μg /mL

24.7 6.2 90 mg/mL AUC∞ 3218.3 661.1 μg /mL 25.1 6.1

5 mg/mL 90 mg/mL 57.1 % 40/70

5 mg/mL 27.1 % 19/70 90 mg/mL 35.7 % 25/70

5 % 2

2 5 %
5 mg/mL 70 90 mg/mL 70

57.1 40 57.1 40
12.9 9 12.9 9
8.6 6 7.1 5
7.1 5 4.3 3
5.7 4 2.9 2
2.9 2 7.1 5
1.4 1 8.6 6
1.4 1 5.7 4

MedDRA ver.17.1 %

5 % 5 mg/mL 7.1 % 5/70 90

mg/mL 2.9 % 2/70 5.7 % 4/70 8.6 % 6/70

0 % 0/70 7.1 % 5/70

90 mg/mL

1

6.2.2 III CTD 5.3.5.1.1  CRD3001 2011 6 2013 7
3001

7.1

                                                       
1 5 mg/mL III CRD3001 CRD3002 CRD3003

5 mg/mL 20
7.1 7.3 5 mg/mL 90 mg/mL 約１ヵ月後*

＊新薬承認情報提供時に置き換え
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18 TNF CD

130 mg 6 mg/kg 55 kg 260 mg 55 kg 85 kg

390 mg 85 kg 520 mg 1

1  
 

 
130 mg 19 6 mg/kg 19  

130 mg 224 6 mg/kg 226  
 

1 b  

a  
b 7.1

1 5 %  
 

 
6.2.3 III CTD 5.3.5.1.2 CRD3002 2011 6 2014 10

3002  

7.2  

18 CD 130 mg

6 mg/kg 55 kg 260 mg 55 kg 85 kg 390 mg 85 kg 520 mg

1 2

 

  

 130 mg  
 130 mg  
 6 mg/kg  
 6 mg/kg  

g/
m

L
a



9

 
130 mg 8 6 mg/kg 9  

130 mg 199 6 mg/kg 197  
 

2 a  
a  
b 7.1

1 5 %  

 
6.2.4 III CTD 5.3.5.1.3-1 CRD3003 2011 9 2015 6

3003  

7.3  

3001 3002 130 mg 6 mg/kg clinical response

CD  

90 mg 12 90 mg/q12w 90 mg 8 90 mg/q8w

44 90 mg/q12w 36 90 mg/q8w 40

3 4  

 
8 124  

 
3 90 mg/q12w  

a  
 

 130 mg  
 130 mg  
 6 mg/kg  
 6 mg/kg  

g/
m

L
a

g/
m

L
a

90 mg/q12w
90 mg/q12w
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9 122  
 

4 90 mg/q8w  
a  

 

6.R  

 

3001 3002 3003

 

 

 

 

7.  
III 3 CRD3001 CRD3002

CRD3003  

CDAI 3 4  
 

  

g/
m

L
a

90 mg/q8w
90 mg/q8w
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3 CDAI
CDAI

1 ×2
1 7

0 1 2 3 ×5

1 7
0 1 2 3 4 ×7

1 / 2 /
3 / / 4
5 6 1 37.8

×20

0 1 ×30

0 2 5 ×10
Ht 47 Ht 42 Ht ×6

100× 1 / ×1

4 CDAI

CR clinical response CDAI 100
CDAI 220 248 CDAI 150

clinical remission CDAI 150
CDAI a 100 220 response

a 3003 0 3001 3002 8

7.1 III CTD 5.3.5.1.1  CRD3001 2011 6 2013 7

3001

18 TNF CD

5 675 1 225

23 178 13

5 CD
CD

CDAI 220 450
certolizumab pegol a c

a b c
3

5-ASA
40 mg/ 9 mg/

CD
AZA 6-MP MTX 12

4

3
6
8 TNF

130 mg 6 mg/kg 55 kg 260 mg 55 kg 85 kg

390 mg 85 kg 520 mg 1

20
1

769 28

9 130 mg 9 6 mg/kg 10 741 247 130 mg 245

約１ヵ月後*

＊新薬承認情報提供時に置き換え
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6 mg/kg 249 2

1 768 254 130 mg 255 6 mg/kg 259 3  

4 2 130 mg 2

1 33 10 130 mg 9

6 mg/kg 14 21 6 130 mg 5 6 mg/kg

10 5 2 130 mg 1 6 mg/kg 2 7

2 130 mg 3 6 mg/kg 2  

6 Clinical Response CR 6

130 mg 6 mg/kg

5% Cochran-Mantel Haenszel  
 

6 6 CR  

 
 

 
 

130 mg  6 mg/kg  
 247 245 249 

CR a) %  21.5 53  34.3 84  33.7 84  
95 %   12.8 5.0, 20.7  12.3 4.5, 20.1  

p b),c)  0.002 0.003 
a 6 CDAI CR  
b Cochran-Mantel Haenszel TNF

 
c 5% 6mg/kg

130mg
 

 
768 8

65.4 % 166/254 130 mg 65.9 % 168/255 6 mg/kg 64.9 % 168/259

26.4 % 67/254 130 mg 25.5 % 65/255 6 mg/kg 28.6 % 74/259

56 61.1 % 11/18 130 mg 52.6 %

10/19 6 mg/kg 47.4 % 9/19 16.7 % 3/18 130 mg 10.5 %

2/19 6 mg/kg 10.5 % 2/19  

8 2 % 7

2 % 8  

  

                                                        
2  

 
3  36.9 mg 1 130 mg 130 mg

3.5 mg/kg 1 6 mg/kg 6 mg/kg 3.1 mg
1 130 mg/kg  
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7 2 %  

 
 

254  
 

130 mg 255  6 mg/kg 259  
 65.4 166  65.9 168  64.9 168  

 8.7 22  7.8 20  7.7 20  
 7.5 19  11.0 28  5.8 15  

 7.1 18  7.8 20  5.8 15  
 5.9 15  5.9 15  5.8 15  
 5.5 14  3.9 10  5.4 14  

 5.5 14  4.7 12  4.6 12  
 3.5 9  4.7 12  3.9 10  
 11.4 29  5.9 15  2.3 6  

 3.5 9  3.5 9  4.2 11  
 5.1 13  2.4 6  3.9 10  

 2.8 7  1.2 3  3.1 8  
 2.8 7  2.0 5  2.7 7  

 2.4 6  1.2 3  2.7 7  
 3.5 9  0.8 2  1.2 3  
 0.8 2  2.7 7  0.8 2  
 2.8 7  3.1 8  0.4 1  

 2.4 6  1.2 3  0.4 1  
MedDRA ver.17.1 %  

 
8 2 %  

 
 

254  
 

130 mg 255  6 mg/kg 259  
 26.4 67  25.5 65  28.6 74  

 2.4 6  2.7 7  3.5 9  
 2.8 7  0 0  2.3 6  
 3.5 9  0.8 2  2.3 6  
 0.8 2  0.8 2  2.3 6  
 2.4 6  0 0  1.2 3  

MedDRA ver.17.1 %  
 

8 2 9

2  
 

9 2  

 
 

18  
 

130 mg 19  6 mg/kg 19  
 61.1 11  52.6 10  47.4 9  

 5.6 1  0 0  10.5 2  
 0 0  15.8 3  5.3 1  

 5.6 1  10.5 2  0 0  
 0 0  10.5 2  0 0  

 11.1 2  0 0  0 0  
MedDRA ver.17.1 %  

 

7.1 % 18/254 130 mg 5.5 % 14/255

6 mg/kg 6.9 % 18/259 10-1 0.8 % 2/254

130 mg 0.4 % 1/255 6 mg/kg 1.9 % 5/259 10-2
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10-1  
  

254  
 

130 mg 255  6 mg/kg 259  
 7.1 % 18  5.5 % 14  6.9 % 18  
 8  

* 2  
1  

1  
1  

1  
1  

1  
1  

*
* * 1  

 

5  
1  

1  
1  
1  
1  
1  

1  
*

* 1  

* 1  

3  
1  
1  

1  
1  
1  

1  
1  

1  
1  

1  
1  

1  
1  

1  

* 1  
MedDRA ver.17.1  
* 3003 8  

 
10-2  

  

254  
 

130 mg 255  6 mg/kg 259  
 0.8 % 2  0.4 % 1  1.9 % 5  

 1  
* 1  

1  1  
1  

* 1  
1  

1  
MedDRA ver.17.1  
* 3003 8  

 

6.3 % 16/254 130 mg 1.6 % 4/255 6 mg/kg

2.7 % 7/259 11-1 1.6 % 4/254 130 mg

0.4 % 1/255 6 mg/kg 1.2 % 3/259 11-2

1  
 

11-1  
  

254  
 

130 mg 255  6 mg/kg 259  
 6.3 % 16  1.6 % 4  2.7 % 7  

 12  
* 1  

1  
1  

1  

2  
1  

1  

1  
1  

1  
1  

E 1  
1  

1  
MedDRA ver.17.1  
* 3003 8  
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11-2

254
130 mg 255 6 mg/kg 259

1.6 % 4 0.4 % 1 1.2 % 3
2
1

1

1 1
1

1
MedDRA ver.17.1
* 3003 8

2

1

7.2 III CTD 5.3.5.1.2 CRD3002 2011 6 2014 10

3002
18 CD 12 600 1 200

23 175 16

12 CD
CD

CDAI 220 450

CRP 0.3 mg/dL 250 mg/kg 3

AZA 6-MP MTX
TNF

3
5-ASA

40 mg/ 9 mg/
CD

AZA 6-MP MTX 12
4

3
6
8 TNF

130 mg 6 mg/kg 55 kg 260 mg 55 kg 85 kg

390 mg 85 kg 520 mg 1

20
1

640 12

4 130 mg 4 6 mg/kg 4 628

1 627 209 130 mg 209 6 mg/kg

209 639 212 130

mg 216 6 mg/kg 211 4

2 1 6 mg/kg 1

23 12 130 mg 9 6 mg/kg 2

                                                       
4 130 mg 1 130 mg 6 mg/kg

130 mg 2 130 mg

約１ヵ月後*

＊新薬承認情報提供時に置き換え
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15 7 130 mg 7 6 mg/kg 1 7 4

130 mg 2 6 mg/kg 1 1  

6 CR 13 130 mg 6 mg/kg

5% Cochran-Mantel Haenszel

  
 

13 6 CR  

 
 

 
 

130 mg  6 mg/kg  
 209 209 209 

CR a) %  28.7 60  51.7 108  55.5 116  
95 %   23.0 13.8, 32.1  26.8 17.7, 35.9  

p b),c)  0.001 0.001 
a 6 CDAI CR  
b Cochran-Mantel Haenszel CDAI 300

300  
c 5 % 6 mg/kg

130 mg
 

 
639 8

55.2 % 117/212 130 mg 49.1 % 106/216 6 mg/kg 55.9 % 118/211

17.5 % 37/212 130 mg 13.0 % 28/216 6 mg/kg 12.3 % 26/211

26 44.4 % 4/9 130 mg 37.5 % 3/8

6 mg/kg 55.6 % 5/9 22.2 % 2/9 130 mg 12.5 % 1/8

6 mg/kg 0 % 0/9  

2 % 14

2 % 2.8 % 6/212 130 mg 3.2 % 7/216

6 mg/kg 2.8 % 6/211  
 

14 2 %  

 
 

212  
 

130 mg 216  6 mg/kg 211  
 55.2 117  49.1 106  55.9 118  

 4.7 10  4.6 10  6.6 14  
 2.4 5  3.2 7  5.2 11  
 4.7 10  2.8 6  5.2 11  
 6.6 14  9.3 20  4.7 10  

 1.9 4  3.7 8  4.7 10  
 3.3 7  2.3 5  4.7 10  
 1.4 3  2.3 5  4.3 9  

 4.7 10  3.7 8  3.8 8  
 5.2 11  1.9 4  3.3 7  

 1.9 4  0.9 2  3.3 7  
 2.8 6  1.4 3  1.9 4  

 1.4 3  2.8 6  1.4 3  
 2.4 5  1.4 3  0.9 2  

 1.9 4  2.3 5  0.5 1  
MedDRA ver.17.1 %  

 

2 15

2 2  
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15 2  

 
 

9  
 

130 mg 8  6 mg/kg 9  
 44.4 4  37.5 3  55.6 5  

 22.2 2  12.5 1  11.1 1  
 22.2 2  12.5 1  0 0  

MedDRA ver.17.1 %  
 

7.1 % 15/212 130 mg 4.6 % 10/216

6 mg/kg 4.3 % 9/211 16-1 0.5 % 1/212

130 mg 0.9 % 2/216 16-2

 
 

16-1  
  

212  
 

130 mg 216  6 mg/kg 211  
 
 7.1 % 15  4.6 % 10  4.3 % 9  

 
 

3  
* 2  

1  
1  

1  
1  

* 1  
1  

1  

* 1  
1  

1  

3  
2  
1  

1  

* 1  
1  

1  

2  
2  

1  
* 1  

1  
1  
* 1  

MedDRA ver.17.1 
* 3003 8  
 

16-2  
  

212  
 

130 mg 216  6 mg/kg 211  
 0.5 % 1  0.9 % 2  0 % 0  

 
 

1  1  
1  

 

MedDRA ver.17.1 
* 3003 8  
 

2.4 % 5/212 2 C

1 130 mg 1.9 % 4/216 2

1 6 mg/kg 0.5 % 1/211 130 mg

0.5 % 1/216 6 mg/kg 0.5 % 1/211

 

6 mg/kg 2
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7.3 III CTD 5.3.5.1.3-1 CRD3003 2011 9 2015 6

3003  
3001 3002 CD 17 1275

27 260 20  
 

17  
 CD  
3001 3002 0 8  
 3001 3002 0  

AZA 6-MP MTX /  
 

TNF  
 

5 3001 3002 CR

3001 3002 130 mg 6 mg/kg CR

90 mg 12 90 mg/q12w 90 mg 8

90 mg/q8w 44

90 mg/q12w 36 90 mg /q8w 40 5

5  

3001 3002 CR

5 3001 3002 130 mg 6 mg/kg CR

0 90 mg 8 CR 40 90 

mg 8 8 CR

5 3001 3002 CR 0 130 mg

8 CR 90 mg 12 8

CR 5  
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5  

 
3001 3002 CR 5

8 32 CDAI 220 3003

100 4

6 90 mg/q12w 90 mg

8 6 90 mg/q8w

90 mg/q8w 6

16

 
 

 
 

6  
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272
5

3001 3002 1,281 3003

20

3001 3002 CR

397 9 388 131

90 mg/q12w 129 90 mg/q8w 128 2

397 90 mg/q8w 1 396 133 90

mg/q12w 132 90 mg/q8w 131

2 1 90 mg/q8w 1

88 30 90 mg/q12w 29 90 mg/q8w

29 44 15 90 mg/q12w 14

90 mg/q8w 15 27 9 90 mg/q12w 12 90 mg/q8w 6

15 6 90 mg/q12w 2 90 mg/q8w 7 2

1 90 mg/q8w 1 2 90 mg/q12w 1 90 mg/q8w 1

884 5
6

44 18 90 mg/q12w

90 mg/q8w 5% Cochran-Mantel 

Haenszel

18 44

90 mg/q12w 90 mg/q8w
131 129 128

a) % 35.9 47 48.8 63 53.1 68
95 % 13.0 1.1, 24.9 17.2 5.3, 29.2

p b) c) 0.040 0.005
a 44 CDAI
b Cochran-Mantel Haenszel 3003 3001 3002

3003 3001 3002

c 5 % 90 mg/q8w
90 mg/q12w

44 83.5 % 111/133 90 mg/q12w 80.3 %

106/132 90 mg/q8w 81.7 % 107/131 31.6 % 42/133 90

mg/q12w 25.8 % 34/132 90 mg/q8w 29.8 % 39/131

                                                       
5 44 90 mg 8 12

44

6 884 17 455
358 46 36 13 2

＊新薬承認情報提供時に置き換え

約１ヵ月後*
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44 5 %

19 20  
 

19 5 %  
44  

 
 

133  
 

90 mg/q12w 132  90 mg/q8w 131  
 83.5 111  80.3 106  81.7 107  

 14.3 19  16.7 22  13.7 18  
 14.3 19  12.1 16  12.2 16  

 11.3 15  11.4 15  12.2 16  
 7.5 10  12.9 17  10.7 14  

 15.8 21  6.8 9  9.9 13  
 12.0 16  9.8 13  8.4 11  
 7.5 10  8.3 11  6.1 8  
 3.8 5  3.0 4  5.3 7  
 2.3 3  3.0 4  5.3 7  

 0 0  0.8 1  5.3 7  
 4.5 6  6.1 8  4.6 6  
 5.3 7  8.3 11  3.8 5  

 3.8 5  6.1 8  3.8 5  
 6.8 9  7.6 10  3.1 4  

 2.3 3  6.1 8  3.1 4  
 6.8 8  3.8 5  3.1 4  

MedDRA ver.17.1 %  
 

20 5 %  
44  

 
 

133  
 

90 mg/q12w 132  90 mg/q8w 131  
 31.6 42  25.8 34  29.8 39  

 0 0  0.8 1  5.3 7  
 6.8 9  1.5 2  4.6 6  

 5.3 7  0.8 1  0.8 1  
MedDRA ver.17.1 %  

 

21 44

100.0 % 4/4 90 mg/q12w 100.0 % 8/8 90 mg/q8w 88.9 % 8/9

90 mg/q12w 90 mg/q8w 55.6 % 5/9

44

2 21 2 90 mg/q8w

22.2 % 2/9  
 

21 2  
44  

 
 

4  
 

90 mg/q12w 8  90 mg/q8w 9  
 100.0 4  100.0 8  88.9 8  

 25.0 1  25.0 2  44.4 4  
 0 0  0 0  22.2 2  

 0 0  37.5 3  11.1 1  
 0 0  25.0 2  0 0  

MedDRA ver.17.1 %  
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44

15.0 % 20/133 90 mg/q12w 12.1 % 16/132 90 mg/q8w 9.9 % 13/131

22 1.5 % 2/133 1 90 mg/q12w

1.5 % 2/132 1 90 mg/q8w 2.3 % 3/131

1 1

 
 

22 2  
44  

  

133  
 

90 mg/q12w 132  90 mg/q8w 131  
 15.0 20  12.1 16  9.9 13  

 5.3 7  3.8 5  3.1 4  
 0 0  0 0  1.5 2  

 1.5 2  0 0  0.8 1  
 0 0  1.5 2  0 0  

 1.5 2  0 0  0 0  
MedDRA ver.17.1 %  

 
44

6.0 % 8/133 90 mg/q12w 7.6 % 10/132 90 mg/q8w 3.1 % 4/131

23 0.8 % 1/133 90 mg/q12w 3.0% 4/132

1

 
 

23 2  
44  

  

133  
 

90 mg/q12w 132  90 mg/q8w 131  
 6.0 8  7.6 10  3.1 4  

 0.8 1  0.8 1  1.5 2  
 2.3 3  2.3 3  0.8 1  

MedDRA ver.17.1 %  
 
44

90 mg/q12w 25.0 % 2/8

90 mg/q8w 11.1 % 1/9  

44

90 mg/q12w 12.5 % 1/8

 

44 24 25  
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24 3 % 44  

 
   

 
242 a) 

 
1,157 b) 

  
242 a) 

 
1,157 b) 

 81.8 198  75.1 869   6.6 16  3.9 45  
 14.0 34  13.0 150   3.3 8  3.9 45  

 16.1 39  11.5 133   2.9 7  3.8 44  
 9.1 22  10.7 124   2.9 7  3.8 44  

 9.5 23  9.7 112   3.3 8  3.2 37  
 10.7 26  8.6 99   3.7 9  3.2 37  

 9.5 23  7.7 89   2.9 7  3.1 36  
 7.9 19  7.3 85   3.3 8  2.9 33  
 8.3 20  6.0 69   3.7 9  1.4 16  
 5.4 13  4.8 56   3.7 9  1.3 15  
 4.5 11  4.1 47   3.7 9  1.2 14  
 3.7 9  4.1 48   3.3 8  1.2 14  

MedDRA ver.17.1 %  
a 3003 3001 3002 CR 3003

3003 8  
b 3003 3001 3002 CR 3003

3003 0 8  
  
 

25 3 %  
44  

  
 242 a) 1,157 b) 

 27.7 67  27.5 318  
 2.5 6  3.2 37  

 3.3 8  2.9 33  
 3.3 8  1.7 20  

 4.5 11  1.5 17  
MedDRA ver.17.1 %  
a 3003 3001 3002 CR

3003 3003 8  
b 3003 3001 3002 CR

3003 3003 0 8  
 

44  

44

15.3 % 37/242 14.7 % 170/1,157

3 % 4.5 % 11/242

5.5 % 64/1,157

44 0.8 % 2/242

1.6 % 18/1,157 3 %  

44

6.2 % 15/242 5.1 % 59/1,157

3 %

44 1.7 % 4/242

1.0 % 12/1,157 3 %
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44 26

44

2 0 % 0/8

4.3 % 3/70  
 

26 2 44  

 
   

 
8 a) 

 
70 b) 

 
8 a) 

 
70 b) 

 87.5 7  80.0 56   0 0  4.3 3  
 25.0 2  40.0 28   0 0  4.3 3  

 12.5 1  12.9 9   0 0  2.9 2  
 0 0  8.6 6   0 0  2.9 2  

 12.5 1  7.1 5   0 0  2.9 2  
 0 0  7.1 5   12.5 1  2.9 2  
 0 0  7.1 5   0 0  2.9 2  
 0 0  5.7 4   0 0  2.9 2  

 0 0  5.7 4   12.5 1  2.9 2  
 0 0  5.7 4   0 0  2.9 2  
 0 0  5.7 4   0 0  2.9 2  

 0 0  4.3 3   0 0  2.9 2  
MedDRA ver.17.1 %  
a 3003 3001 3002 CR 3003

3003 8  
b 3003 3001 3002 CR 3003

3003 0 8  
  

44

44 0 %

0/8 24.3 % 17/70 2

0 % 0/8 12.9 % 9/70

0 % 0/8 2.9 % 2/70

44

0 % 0/8 1.4 % 1/70

2  
 

7.R  
7.R.1  

3001 3002 3003

 

3001 3002 3003

6.2  

CD

3001 3002 3003
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CDAI

CD CDAI

 

CD
7 CD 3

3001 TNF

100  THE LANCET 359: 1541-

49, 2002 500 5,600 3001

60 3002 TNF

3001 60 3002 20  

 
 

CD

3001

3002 3003

 
 

7.R.2  
7.R.2.1 7.R.2.2 CD

 

 

 
7.R.2.1   

7.R.2.1.1  CD  
CD  

CD CD

3001 3002 GCP 3001

CDAI 1 6 mg/kg

CDAI

CDAI  

6 CR 3001 3002

6 13 CDAI

3001 27

3001 3002 6 CR

28 3001 6 mg/kg 6

                                                        
7  2009  
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CR 3002 6 CR

 
 

27 3001 3002 6 CR  

 

 
3001 a  3002  

 
 

 
 

130 mg  6 mg/kg  130 mg  6 mg/kg  
 247 245 249 209 209 209 

CR  21.5 53  34.3 84  33.3 83  28.7 60  51.7 108  55.5 116  
 

95 %   12.8 
5.0, 20.7  

11.9 
4.1, 19.7   23.0  

13.8, 32.1  
26.8  

17.7, 35.9  
%  

a CDAI  
 

28 3001 3002 6 CR  

 

 
3001 a  3002  

 
 

 
 

130 mg  6 mg/kg  130 mg  6 mg/kg  
 18 19 19 9 8 9 

CR  27.8 5  36.8 7  26.3 5  11.1 1  37.5 3  55.6 5  
 

95 %   9.1 
-20.9, 39.0  

-1.5 
-30.1, 27.2   26.4 

-12.9, 65.7  
44.4 

6.0, 82.9  
%  

a CDAI  

 

3001 6 mg/kg

69.8 18.2 kg 55.8 9.7 kg CRP 1.9 2.4 mg/dL

2.0 2.4 mg/dL

 

3001 3002 8

29 30 3001 3002

 
 

29 8 3001 3002  

 

 
3001 a  3002  

 
 

 
 

130 mg  6 mg/kg  130 mg  6 mg/kg  
 247 245 249 209 209 209 

 7.3 18  15.9 39  20.9 52  19.6 41  30.6 64  40.2 84  
 

95%   8.6 
3.0, 14.2  

13.6 
7.6, 19.6   11.0 

2.8, 19.3  
20.6 

12.0, 29.1  
%  

a CDAI  
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30 8 3001 3002  

 

 
3001 a  3002  

 
 

 
 

130 mg  6 mg/kg  130 mg  6 mg/kg  
 18 19 19 9 8 9 

 5.6 1  10.5 2  26.3 5  0 0  25.0 2  22.2 2  

 
95%   5.0 

-12.4, 22.4  
20.8 

-1.7, 43.2   
25.0 
-5.0, 

55.0  

22.2 
-4.9, 

49.4  
%  

a CDAI  
 

3001 3002 CD

 

 

7.R.2.1.1 7.R.2.1.2  

6 CR 3001 3002

130 mg 6 mg/kg 6 13

CDAI 27

CD

 

3001 6 CR

CDAI 130 mg

6 mg/kg 3001 6 CR

3002 6 CR

8

3001 3002

29 30

CD  

3001 3002 CD

 

 

7.R.2.1.2 TNF  

TNF 3001

 

3001 TNF certolizumab pegol

TNF

TNF

TNF

 

3001 TNF 6 CR 31

CR

CR



28 

 
 

31 TNF 6 CR 3001 a  

 

 
  

 
247  

 
 

18  

 
130 mg  

245  
6 mg/kg  

249  
130 mg  

19  
6 mg/kg  

19  
 

 74 70 72 0 1 0 
CR  23.0 17  28.6 20  23.6 17   0 0   

 
 170 173 171 18 18 18 

CR  20.0 34  31.8 55  36.3 62  27.8 5  33.3 6  22.2 4  
 

 87 78 105 2 1 3 
CR  24.1 21  38.5 30  34.3 36  0 0  100 1  33.3 1  

%  
a CDAI  

 
 

31 TNF

TNF

 
 

7.R.2.1.3 TNF  

TNF 3002

 

3002

TNF

3001  

3002 6 CR 32

CR  
 

32 6 CR 3002  

 

 
  

 
209  

 
 

9  

 
130 mg  

209  
6 mg/kg  

209  
130 mg  

8  
6 mg/kg  

9  
5-ASA 

 29.2 26/89  48.3 43/89  60.2 56/93  14.3 1/7  28.6 2/7  42.9 3/7  
 28.3 34/120  54.2 65/120   51.7 60/116  0.0 0/2  100.0 1/1  100.0 2/2  

 
 34.7 26/75  48.8 39/80  56.5 52/92  0.0 0/2  0/0  0 0/1  
 25.4 34/134  53.5 69/129  54.7 64/117  14.3 1/7  37.5 3/8  62.5 5/8  

6-MP/AZA/MTX 
 28.8 21/73  58.1 43/74  65.3 47/72  0 0/3  33.3 1/3  100.0 4/4  
 28.7 39/136  48.1 65/135  50.4 69/137  16.7 1/6  40.0 2/5  20.0 1/5  

%  



29 

 
TNF

 

 
7.R.2.1.4 CDAI  

CDAI  

3001 3002 CDAI 6 CR

33 CDAI 300 300

130 mg 6 mg/kg 6 CR  
 

33 CDAI 6 CR 3001 3002  

  
CDAI 

 
  

 
 

 
 

130 mg  6 mg/kg  130 mg  6 mg/kg  

3001

a  

300  17.3 
18/104  

32.7 
33/101  

28.4 
27/95  

10.0 
1/10  

25.0 
2/8  

30.0 
3/10  

300  24.5 
35/143  

35.4 
51/144  

36.4 
56/154  

50.0 
4/8  

45.5 
5/11  

22.2 
2/9  

3002
 

300  24.4 
30/123  

39.8 
45/113  

51.3 
61/119  

14.3 
1/7  

33.3 
2/6  

50.0 
3/6  

300  34.9 
30/86  

65.6 
63/96  

61.1 
55/90  

0.0 
0/2  

50.0 
1/2  

66.7 
2/3  

%  
a CDAI  

 
CDAI

 

 
7.R.2.2   

7.R.2.2.1  CD  
CD  

CD 3003 GCP 3001

CDAI 1

CDAI 3001 3003

90 mg/q8w CDAI 3001

3003

CDAI  

3003 44 90 mg/q12w 90 

mg/q8w 18 CDAI

3003 34

3003

34  
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34 3003 44 a  

 

 

 
 

 
 

90mg/q12w  90mg/q8w  90mg/q12w  90mg/q8w  
131 129 127 4 8 8

 35.9 47  48.8 63  53.5 68  25.0 1  50.0 4  62.5 5  
 

95%   13.0 
1.1, 24.9  

17.7 
5.7, 29.6   25.0 -29.8, 79.8  37.5 -16.6, 91.6  

%  
a CDAI  

 
 

44 90 mg/q12w 90 mg/q8w

 

CDAI

3003 CD

 

 
7.R.2.2.2 CDAI  

3003 CDAI  

3003 CDAI 7

90 mg/q12w 90 mg/q8w 44  
 

 
 

7 3003 CDAI LOCF
CDAI  

 
3003 CDAI

 

 
 

 

 90mg SC q12w  90mg SC q8wSC
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7.R.2.2.3   

 

3003 45.7 % 181/396

44.4 % 59/133 90 mg/q12w 43.9 % 58/132 90 mg/q8w 48.9 % 64/131

44

15.5 % 9/58 90 mg/q12w 29.8 % 17/57 90 mg/q8w 30.5 % 18/59

90 mg/q12w 90 mg/q8w 8  

 

 

 

7.R.3  
3001 3002 3003

 

7.R.3.1 7.R.3.5

CD

 

 

 
7.R.3.1  

 

3001 3002 TNF

2

35

130 mg 6 mg/kg

 
 

35 8 3001 3002  

 

 
  

 
 

 
 

130 mg  6 mg/kg  130 mg  6 mg/kg  
 466 471 470 27 27 28 

 60.5 282  58.4 275  60.4 284  55.6 15  44.4 12  50.0 14  
 22.5 105  19.5 92  20.4 96  18.5 5  11.1 3  10.7 3  

 6.0 28  4.9 23  5.3 25  7.4 2  0 0  7.1 2  
 4.1 19  1.7 8  1.7 8  3.7 1  0 0  0 0  

 23.2 108  19.5 92  23.6 111  22.2 6  18.5 5  25.0 7  
 1.3 6  1.5 7  1.7 8  0 0  0 0  0 0  

 2.4 11  3.6 17  2.6 12  3.7 1  0 0  0 0  
%  

 

                                                        
8  CDAI  
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8 3003

44 52 5 6

36 90 mg/q12w 90 mg/q8w

90 mg/q8w 2

90 mg/q8w 22.2 % 2/9 90 mg/q8w

7.R.3.3.1

 
 

36 44 3003  

 

 
  

 
 

 
 

90 mg/q12w  90 mg/q8w  90 mg/q12w  90 mg/q8w  
 133 132 131 4 8 9 

 83.5 111  80.3 106  81.7 107  100.0 4  100.0 8  88.9 8  
 31.6 42  25.8 34  29.8 39  0 0  0 0  55.6 5  

 15.0 20  12.1 16  9.9 13  0 0  25.0 2  11.1 1  
 6.0 8  7.6 10  3.1 4  0 0  12.5 1  0 0  

 49.6 66  46.2 61  48.1 63  50.0 2  62.5 5  88.9 8  
 2.3 3  5.3 7  2.3 3  0 0  25.0 2  0 0  

%  
 
3001 3002 3003 52

37

 
 

  



33 

37 3%  
3001 3002 3003  

 
  

3001 /3002  3003  
a  0-8  9-20 a  

0-12  
21-32 a  

13-24  
33-52 a  

25-44  

 b  c  d  
e  d  e  d  e  

 466 941 123 1,157 121 1,056 112 832 

 60.5 
282  59.4 559  57.7 

71  
59.6 
690  

64.5 
78  

50.5 
533  

61.6 
69  

60.7 
505  

 7.5 35  3.8 36  8.1 10  6.0 69  5.0 6  5.6 59  6.3 7  6.5 54  
 4.9 23  5.0 47  4.1 5  5.3 61  5.0 6  4.6 49  6.3 7  6.0 50  

 4.7 22  6.4 60  7.3 9  6.5 75  9.1 11  4.1 43  9.8 11  5.9 49  
 4.3 20  4.0 38  3.3 4  4.3 50  5.0 6  2.6 27  4.5 5  5.3 44  
 7.9 37  7.5 71  5.7 7  5.4 62  6.6 8  3.0 32  1.8 2  4.9 41  

 4.3 20  3.6 34  2.4 3  3.6 42  0.8 1  3.2 34  3.6 4  4.2 35  
 4.7 22  5.5 52  0.8 1  4.0 46  6.6 8  2.2 23  4.5 5  3.7 31  
 5.4 25  5.1 48  5.7 7  3.3 38  3.3 4  2.3 24  5.4 6  3.2 27  
 2.6 12  3.6 34  0.8 1  2.0 23  0.8 1  2.5 26  2.7 3  3.0 25  
 2.1 10  0.7 7  2.4 3  1.1 13  1.7 2  1.9 20  4.5 5  2.2 18  

 1.1 5  0.6 6  1.6 2  1.6 19  3.3 4  0.9 9  1.8 2  1.6 13  
 0.6 3  1.0 9  1.6 2  1.1 13  3.3 4  1.2 13  1.8 2  1.3 11  

 3.4 16  2.4 23  4.1 5  2.4 28  1.7 2  1.1 12  2.7 3  1.4 12  
 1.5 7  1.0 9  0.8 1  0.7 8  4.1 5  0.4 4  0.9 1  0.7 6  

 1.7 8  1.3 12  0.8 1  0.7 8  3.3 4  1.1 12  0.9 1  0.6 5  
 1.3 6  0.6 6  0 0  0.7 8  3.3 4  0.5 5  1.8 2  0.6 5  

%  
a 3001 3002 3003  
b 3001 3002  
c 3001 3002 130 mg 6 mg/kg  
d 3003  
e 3001 3002 3003  
 

 

35 36 37

 

 

7.R.3.2  

 

3003 44 3001 3002 52

272 9  

3003 44 605 41

68.8 44 2015 10 1 6

16.7 % 101/605 29.3 % 12/41 1 %

5.0 % 30/605 1.5 % 9/605

1.3 % 8/605 4

                                                        
9  44 90 mg 8 12

44
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1 1 2015 10 1 2016 8 31

68 4 2

9 3

2 2  

 

7.R.3.3  

 

7.R.3.3  

infusion 

reaction

 

 

7.R.3.3.1  

3001 3002 3003

 

MedDRA

 

8 3001 3002

38

22.2 % 6/27 130 mg 18.5 % 5/27

6 mg/kg 25.0 % 7/28

 
 

  



35 

38 8 3001 3002  

 
 

466  
 

130 mg 471  6 mg/kg 470  
 23.2 108  19.5 92  23.6 111  

 1.3 6  1.5 7  1.7 8  
  0 0  0.2 1  0.2 1  

  
 0 0  0 0  0.2 1  

  0 0  0 0  0.2 1  
  0 0  0 0  0.2 1  
  0 0  0 0  0.2 1  
  0 0  0 0  0.2 1  
  0 0  0 0  0.2 1  
  0 0  0 0  0.2 1  
  0 0  0 0  0.2 1  
  0.4 2  0.4 2  0 0  
  0 0  0.2 1  0 0  
  0 0  0.2 1  0 0  
  0 0  0.2 1  0 0  
  0 0  0.2 1  0 0  
  0.2 1  0 0  0 0  
  0.2 1  0 0  0 0  
  0.2 1  0 0  0 0  
  0.2 1  0 0  0 0  

MedDRA ver.17.1 %  
 

3003 44 52

39

50.0 % 2/4 90 mg/q12w 62.5 % 5/8 90 mg/q8w 88.9 % 8/9 90 mg/q8w

25.0 %

1/4 90 mg/q12w 25.0 % 2/8 90 mg/q8w 44.4 % 4/9

90 mg/q12w 2 1

 
 

39 44  
3003  

  

133  
 

90 mg/q12w 132  90 mg/q8w 131  
 49.6 66  46.2 61  48.1 63  

 2.3 3  5.3 7  2.3 3  
  1.5 2  0 0  0.8 1  
  0 0  0 0  0.8 1  
  0 0  0 0  0.8 1  
  0.8 1  0.8 1  0 0  
  0 0  0.8 1  0 0  
  0 0  0.8 1  0 0  
  0 0  0.8 1  0 0  
  0 0  0.8 1  0 0  
  0 0  0.8 1  0 0  
  0 0  0.8 1  0 0  
  0 0  0.8 1  0 0  

MedDRA ver.17.1 %  
 
3003 44

52
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50.0 % 121/242 42.2 % 488/1,157

2.1 % 5/242 3.2 % 37/1,157

50.0 % 4/8

67.1 % 47/70 0 % 0/8

8.6 % 6/70 2

1 1  

3003 44 605 68.8 44

2015 10 1 10 4.5 % 27/605

4.9 % 2/41 2

8 2 2

1 2015 10 1

2016 8 31 16 1 2

2

2  

Periodic 

Benefit Risk Evaluation Report/Periodic Safety Update Report 2015 1 1 2015 12

31 6 2014 1 1 2014 12 31

3003

1 3001 6 mg/kg 1

3002 1 3003

1  

CD

 

 

 

3001 3002 3003

38 39

 

3001 3002 3003

CD

 

 

7.R.3.3.2 infusion reaction 
infusion reaction

 

                                                        
10  MedDRA  
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1

infusion reaction 3001 3002 infusion reaction 2.4 %

11/466 130 mg 3.6 % 17/471 6 mg/kg 2.6 % 12/470

2 40  
 

40 2 infusion reaction 
3001 3002  

 
 

466  
 

130 mg 471  6 mg/kg 470  
infusion reaction  2.4 11  3.6 17  2.6 12  

 0.2 1  0 0  0.9 4  
 0 0  0 0  0.4 2  

 0.2 1  0.4 2  0.2 1  
 0 0  0.4 2  0.2 1  

 0.4 2  0.2 1  0.2 1  
 0.6 3  0.6 3  0 0  

 0.2 1  0.6 3  0 0  
 0 0  0.4 2  0 0  

MedDRA ver.17.1 %  
 

3003 11 infusion reaction 3001

3002 CR 3003

2.5 % 12/476 3001 3002 CR 3003

130 mg 1.8 % 5/285

 

3001 3002 3003 infusion reaction
12

1

1

6 mg/kg 130 mg

1  

3001 3002 3003 infusion 

reaction  

 

 

3001 3002 infusion reaction

40 3001

3002 3003

infusion reaction infusion reaction

infusion reaction

 

                                                        
11  3001 3002 CR

 
12  chills rigors
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7.R.3.3.3  

 

3003 44

41

3.8% 5/133 90 mg/q12w 3.0 % 4/132 90 mg/q8w 5.3 % 7/131

 
 

41 44 a  
3003  

 
 

 
 

90 mg/q12w  90 mg/q8w  
 133 132 131 

 0 0  0.8 1  5.3 7  
 0 0  0 0  1 0.8  

 0 0  0 0  1 0.8  
 0 0  0 0  1 0.8  

 0 0  0 0  1 0.8  
 0 0  0 0  1 0.8  
 0.8 1  1.5 2  0 0  

 0 0  0.8 1  0 0  
 0 0  0 0  0.8 1  

MedDRA ver.17.1 %  
a PT injection site  
 

3003 44

1.7 % 18/1032 3.0 % 28/947

 

 

 

 

3003

 

 

7.R.3.3.4  

 

3001 3002 8

3003 44

1 90 mg/q8w 1

3003

1

1
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3003 44 605 68.8 44

2015 10 1

1

2015 10 1 2016 8 31 1  

3001 3002 3003 44 2016

8 31  

CD 13

2/943 0.58 /100

7/1749 0.63 /100

14 3/733 1.65

/100 35/3117 1.37 /100
15 0/379 0 /100 3/1018 0.35 /100

CD

 

 

 

 

CD

 

 

7.R.3.3.5  

 

CD

3003 1
16

C0743T09 1

Arch Dermatol. 147: 1197-1202, 2011  

 

 

CD

 

                                                        
13  C0379T07 28 C0743T26 36 3001 3003 20 3002

3003 20 3003 44  
14  C0379T04 52 C0743T08 52 C0743T09 52 C0743T12 52  
15  C0743T10 36 CNTO1275PSA3001 52 CNTO1275PSA3002 60  
16  3001 CR 3003 130 mg 8

90 mg 3003 2
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7.R.3.4  
CD

 

3001 3002 3003

1,154 2.3 % 27 infusion reaction

3001 3002

3003 1

 

 

 

3001 3002 3003 CD

6.5 %

45mg CD

 

 

7.R.3.5  
 

Periodic Benefit Risk Evaluation Report/Periodic Safety Update Report 2015 1 1

2015 12 31 2008 12 31 2015 12 31

551,966 2015 12 31

6,692 218 128 108

94 82 69 67 54

52  

Psoriasis Longitudinal Assessment and Registry J Drugs 

Dermatol. 11: 1210-1217, 2012

2014 8 23 12,093 3.3

40,388

 

 

 

 

 

7.R.4  
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CD  26 

27 3 31  

26  2015 19-22

5- 5-ASA

AZA 6- 6-MP TNF

5-ASA AZA 6-MP TNF TNF

5-ASA

TNF TNF CD

20 40 % non-responder TNF

40 %

IL-12 IL-23 TNF

 

 

 

3001 3002 5 12

TNF 5-ASA

3001 TNF

TNF

7.R.2.1.3 TNF

TNF 1

CD TNF

 

 

7.R.5  

3001 3002 3003 7.R.2

7.R.3

CD

3001 3002 3003

 

 

 

7.R.6  

7.R.6.1  
CD

1

55 kg 260 mg 55 kg 85 kg 390 mg 85 kg 520 mg
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3001 3002 CD

II C0379T07 CTD5.3.5.1.4 C0743T26 CTD5.3.5.1.5

C0379T07 4.5 mg/kg 90 mg CR

C0743T26 C0743T26

1 mg/kg 3 mg/kg 6 mg/kg C0743T26 6 CR

23.5 % 31/132 1 mg/kg 36.6 % 48/131 3 mg/kg 34.1 % 45/132

6 mg/kg 39.7 % 52/131 6 mg/kg

C0743T26

3001 3002 6 mg/kg

3001 6 mg/kg

55 kg 260 mg 55 kg 85 kg 390 mg 85 kg 520 mg 6 mg/kg

1 3 mg/kg 130 mg  

3001 3002 6 CR 130 mg 6 mg/kg

8 3001 3002 130 mg 6 

mg/kg 7.R.2.1 6 mg/kg 130 mg

7.1 7.2 6 mg/kg 55 kg 260 

mg 55 kg 85 kg 390 mg 85 kg 520 mg 1  

 

 

3001 3002 130 mg 6 mg/kg 8

130 mg 6 mg/kg 7.R.2 130 mg

6 mg/kg 7.R.3 CD

6 mg/kg 6 mg/kg 55 kg 260 mg

55 kg 85 kg 390 mg 85 kg 520 mg  

 

 

7.R.6.2  

8

1 90 mg 8

90 mg 8 1 90 mg

12 90 mg 8 90 

mg  

II C0743T26 CTD5.3.5.1.5

90 mg 8 16 22

3003 90 mg 8

90 mg/q8w 90 mg/q8w

90 mg/q12w  
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3003 90 mg/q12w 90 mg/q8w

90 mg 8

90 mg/q8w  

44 90 mg/q12w 90 mg/q8w

35.9 % 47/131 90 mg/q12w 48.8 % 63/129

90 mg/q8w 53.1 % 68/128 90 mg/q8w  

3002 TNF 44

49.0 % 25/51 90 mg/q12w 56.6 % 30/53 90 mg/q8w 65.4 % 34/52 90 

mg/q8w  

3003 44

45.6 % 36/79 90 mg/q12w 56.4 % 44/78 90 mg/q8w 66.7 % 52/78 90 mg/q8w

 

3001 3002 CRP 44 CRP 1.0 

mg/dL 90 mg/q12w 43.9 % 25/57 90 mg/q8w 53.3 % 32/60 8

CRP 0.5 mg/dL 90 mg/q12w 50.0 % 22/44

90 mg/q8w 53.5 % 23/43

8 90 mg 12

90 mg  

 

 

3003 44 90 mg/q8w 90 mg/q12w

53.1 % 48.8 %17

90 mg 8

 

3003 32 4 90 mg/q8w 21.9 %

28/128 90 mg/q12w 22.5 % 29/129 3003
18 44 90 

mg/q12w 58.1 % 75/129 90 mg/q8w 60.2 % 77/128 90 mg 12

8 8

 

90 mg 12

8  

90 mg 12

8

7.R.6.3  

 
                                                        

17 CDAI 53.5 % 48.8 % 34  
18  

90 mg/q12w 90 mg 8
90 mg/q8w  
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7.R.6.3  

90 mg 12 90 mg 8

 

3003 90 mg/q12w 90 mg 12 8

7.3 3003 90 mg/q12w

8 22.5 % 29/129 29

16 CR 55.2 % 16/29 41.4 % 12/29

29 16 CDAI ±

124.5 98.4 CR

12 8

90 mg/q12w 90 mg/q8w

7.R.3 8 12

 

 

90 mg 12 8

 

 

7.R.6.4  

 

3001 3002 8 CR 467

3003 0 90 mg 50.5 % 236/467

90 mg 8 CR 90 mg 8

44 50.2 % 126/251 3003

4 90 mg/q12w 12 8

16

 

2

16  

 

3003

2 16

 

 
7.R.7  

42  
 

  



45 

42  
  
  

 4 2  
 300  
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