
 
 

  



 
130 mg 45 mg _ _

 
 

2 2 10  
 

 
 

 
 

 
 

130 mg 45 mg  
 

 
31 3 28  

130 mg  
1 130 mg  

45 mg  
1 45 mg  

4  
 

 
 

 

 

 
 

 
130 mg  

 
 

 
 

45 mg  
 

 
 

 



2 
130 mg 45 mg _ _  

 
 

 
 

 
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  
 

 
 

 
  



 
130 mg 45 mg _ _  

 
1  

 

12 19  

 

 

 

 
130 mg 45 mg  

 

 

31 3 28  

130 mg  

1 130 mg  

45 mg  

1 45 mg  

 

130 mg  

 

 

 

 

45 mg  

 

 

 

 

 

 

 

 

130 mg  

 



2 
130 mg 45 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  
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2.  ........................................................................................ 3 
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3 
130 mg 45 mg _ _  

1.  
UC

26 10 21 393

97

 

UC

TNFα

TNFα

TNFα   

30 31 3 31

30  

IL -12/23 

p40 G1κ 2011 1

2017 3

 

UC III

 

2008 12 2019 10

90 UC 2019 9 2019

10  

 

2.  
 

 

3.  
1

 

 

4.  
 

 

5.  
 

 

                                                        
1 45 mg  22 11 10  



4
130 mg 45 mg _ _  

6.
6.1

CD 2

UC III CNTO1275UCO3001

ECLIA

16.88 ng/mL

6.2
6.2.1 III CTD 5.3.5.1.1-1 5.3.5.1.1-2 CNTO1275UCO3001 2015
8

18 UC

7.1

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

85 kg 520 mg 1

1 6 mg/kg 130 mg ±

8 90 mg 12

90 mg 8 2 3

                                                       
2 130 mg 45 mg 29 1 27



5 
130 mg 45 mg _ _  

 

2 90 mg 12 ±  
 

 
3 90 mg 8 ±  

 
5.7% 39/680

11 3.5% 3/85

2  

7.R.2.4  

 

6.R  
6.R.1 UC  

UC  

UC III

1 2 3

 



6
130 mg 45 mg _ _  

7.
UC III 1

1

III CNTO1275
UCO3001 UC

319 34
130 mg 320 34
6 mg/kg 322 39

130 mg
6 mg/kg 8

8

184 24
130 mg 6 mg/kg 233

23

6 mg/kg

90 mg

a)

175 28
90 mg/q12w 172 19
90 mg/q8w 176 20

90 mg 12
8

44

52

8
103

7
130 mg 6 mg/kg

b) 157 18

8

90 mg 8

44

200

90 mg 8

90 mg/q12w
90 mg 12

90 mg/q8w
90 mg 8

90 mg 8
c)

a 130 mg 6 mg/kg 8 8
8 6 mg/kg 16

b 8 90 mg 16
c

7.1 III CTD 5.3.5.1.1-1 5.3.5.1.1-2 CNTO1275UCO3001 2015
8 3 220

18 UC 2 3

951 317

24 244

50

                                                       
3



7 
130 mg 45 mg _ _  

2  
Mayo 4  

0 Mayo 6 12  
2  

 
TNFα  

AZA 6-MP  
 

AZA 6-MP MTX 12 4
 

AZA 6-MP MTX 4  
5-ASA 2  

20 mg/ 2
 

2  
5-ASA 2

 
 

4  
TNFα 8  

4  
5-ASA 2  

 
3  

5 4  
1 6 /  
2  
3 37.5°C  
4 90 /  
5 8.5 g/dL  

IL-12 IL-23
 
2  

 
4 Mayo  

Mayo 4 0 12  
Mayo Mayo 0 9  

 

0 1  
1 1 1 2  
2 1 3 4  
3 1 5  

 

1  
0  
1  
2  
3  

 

0  
1  
2  
3  

 
Physician's Global Assessment 

PGA  

3
 

0  
1  
2  
3  

 

  



8 
130 mg 45 mg _ _  

5  
 

5  
 

Clinical remission  Mayo 2 1  

 
Clinical response  

Mayo 30% 3 Mayo
1 0 1  

Mayo  
Partial Mayo remission  Mayo 2  

 
 

 Mayo 0 1 
 5%  

  

 Mayo 4 Mayo 2
Mayo 7  

 

4 16 44 176

 
 

 
4  

 
130 mg 6 mg/kg 55 kg 260 mg

55 kg 85 kg 390 mg 85 kg 520 mg 1

8 8

6 mg/kg 4 →6 mg/kg IV

130 mg 6 mg/kg 90 mg 5 →90 mg SC

 

                                                        
4 6 mg/kg  
5 90 mg  



9 
130 mg 45 mg _ _  

5

 

8
6 90 mg 12

90 mg/q12w 90 mg 8 90 mg/q8w

90 mg/q12w 36 90 mg/q8w 40  

130 mg 6 mg/kg 8

8 90 mg 16

90 mg 8  

8 4

 

220

56 90 mg 8

16

 
 

 
5  

 
  

                                                        
6 130 mg 6 mg/kg 8 8 8

6 mg/kg 16  



10 
130 mg 45 mg _ _  

961 319 34 130 mg 320 34 6 mg/kg

322 39

130 mg/kg 1 960 319 130 mg 321

6 mg/kg 320 7 8

417 47 184

24 130 mg 6 mg/kg 233 23  

5.1% 49/961 8 20 12

130 mg 6 6 mg/kg 2 8 29 8 11 130 mg 5

6 mg/kg 13 8 14

9 130 mg 5 2 2 1 6 mg/kg

1 130 mg 1 6 mg/kg 1

8 9

19 8 130 mg 6 mg/kg 11 2

1 130 mg 6 mg/kg 1 1

7 1 130 mg 6 mg/kg 6 1

 

783 523 175

28 90 mg/q12w 172 19 90 mg/q8w 176 20

 

5.5% 29/523 5.7% 10/175

90 mg/q12w 6.4% 11/172 90 mg/q8w 4.5% 8/176

23 8 90 mg/q12w 10 90 mg/q8w 5 2

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

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

1  

260 103 7 90 mg/q8w 157

18 8.7% 9/103 90 mg/q8w 5.1% 8/157

12 7 90 mg/q8w 5

1 3 2 90 mg/q8w 1

 

 

8 6 130 mg

6 mg/kg p 0.001

5% Cochran-Mantel Haenszel Hochberg

7.R.1.1   

                                                        
7 6 mg/kg 2 130 mg 130 mg

 
8 8 8  
9 16 16 20

 



11 
130 mg 45 mg _ _  

6 8  

  
319  

 
130 mg  

320  
6 mg/kg  

322  
8  a) 5.3% 17  15.6% 50  15.5% 50  

95%   10.3% 5.7, 14.9  10.2% 5.6, 14.8  
p  b), c)  0.001 0.001 

a 8 4 Mayo  
b Cochran-Mantel Haenszel  
c 5% Hochberg  

 

44 10 7

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

p 0.01 90 mg/q8w p 0.001 5% Cochran-Mantel Haenszel

7.R.1.2  
 

7 44 a)  

  
175  

 
90 mg/q12w  

172  
90 mg/q8w  

176  
44  b) 24.0% 42  38.4% 66  43.8% 77  

95%   14.5% 5.5, 23.6  19.7% 10.3, 29.0  
p  c), d)  0.01 0.001 

a 52  
b 44 4 Mayo  
c Cochran-Mantel Haenszel  
d 5% 90 mg/q8w

90 mg/q12w  
 

8 48.9% 156/319 130 mg

41.4% 133/321 6 mg/kg 50.0% 160/320 11.6% 37/319

130 mg 11.2% 36/321 6 mg/kg 13.8% 44/320

8 44.1% 15/34 130 mg 41.2% 14/34 6 mg/kg

48.7% 19/39 8.8% 3/34 130 mg 2.9% 1/34 6 mg/kg

7.7% 3/39  

8 2% 2

8 8 2%

1.3% 4/319 130 mg 2.2% 7/321 6 mg/kg

0.9% 3/320 8 2

 
 
  

                                                        
10 52 44  
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130 mg 45 mg _ _  

8 2% 2
8

319 34130 mg
321

6 mg/kg
320

130 mg
34

6 mg/kg
39

48.9 156 41.4 133 50.0 160 44.1 15 41.2 14 48.7 19
2.8 9 4.0 13 5.6 18 2.9 1 11.8 4 12.8 5

4.4 14 6.9 22 4.1 13 0 0 2.9 1 2.6 1
3.4 11 2.2 7 2.5 8 0 0 0 0 0 0
1.6 5 1.9 6 2.5 8 0 0 0 0 0 0
0.3 1 0.3 1 2.5 8 0 0 0 0 0 0

5.6 18 2.8 9 2.2 7 0 0 0 0 0 0
2.2 7 2.5 8 2.2 7 5.9 2 0 0 0 0
2.5 8 2.5 8 1.9 6 0 0 0 0 0 0
1.3 4 2.5 8 0.9 3 0 0 0 0 0 0
1.6 5 0.3 1 0.6 2 8.8 3 0 0 0 0
0.9 3 0.3 1 0.6 2 5.9 2 2.9 1 0 0

MedDRA/J ver.20.0 
%

8 6 mg/kg 1 11

6.6% 21/319 130 mg 3.7% 12/321 6 mg/kg 3.1% 10/320

9 0.9% 3/319

1 130 mg 0.6% 2/321 1

6 mg/kg 0.3% 1/320 130 mg 6 mg/kg

8

2 1

9 8

319
11 C

1
130 mg

321
4 2

1
6 mg/kg

320
3 2

1
MedDRA/J ver.20.0 

8 8 417 184

130 mg 6 mg/kg 233 8

→6 mg/kg IV 29.9% 55/184 →90 mg SC

27.5% 64/233 →6 mg/kg IV 8.2% 15/184 →90 mg SC

6.4% 15/233 47 24 130 mg 6 mg/kg

23 8 →6 mg/kg IV

33.3% 8/24 →90 mg SC 26.1% 6/23 →6 mg/kg IV

12.5% 3/24 →90 mg SC 0% 0/23

8 2%

2 10 2%
                                                       

11 4 42 1



13 
130 mg 45 mg _ _  

8 2

→6 mg/kg IV 2

 
 

10 2% 2  
8 a 8  

 

  
→6 mg/kg IV 

 
184  

→90 mg SC 
 

233  

→6 mg/kg IV 
 

24  

→90 mg SC 
 

23  
 29.9 55  27.5 64  33.3 8  26.1 6  

 3.8 7  0.4 1  16.7 4  4.3 1  
 3.3 6  3.0 7  4.2 1  0 0  

 2.2 4  0.4 1  4.2 1  4.3 1  
 1.1 2  2.1 5  0 0  0 0  

MedDRA/J ver.20.0 
%  

a 16 16 20  
 

8

→6 mg/kg IV 3.8% 7/184 →90 mg SC 5.2% 12/233

11 →6 mg/kg IV 1

→90 mg SC 1

→6 mg/kg IV 3.8% 7/184

→90 mg SC 5.2% 12/233  
 

11 8 a 8  
  

→6 mg/kg IV  
184  5 1  

→90 mg SC  
233  

4  
1  

MedDRA/J ver.20.0 
a 16 16 20  

 

78.9% 138/175 90 mg/q12w 69.2% 119/172 90 mg/q8w 77.3% 136/176

28.6% 50/175 90 mg/q12w 17.4% 30/172 90 mg/q8w

26.1% 46/176 92.9% 26/28 90 mg/q12w

78.9% 15/19 90 mg/q8w 80.0% 16/20 17.9% 5/28

90 mg/q12w 5.3% 1/19 90 mg/q8w 15.0% 3/20  

3%

2 12 13  
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130 mg 45 mg _ _  

12 3% 2  
 

 

  

 
175  

  
28  

 
90 mg/q12w  

172  
90 mg/q8w  

176  
90 mg/q12w  

19  
90 mg/q8w  

20  
 78.9 138  69.2 119  77.3 136  92.9 26  78.9 15  80.0 16  

 16.0 28  18.0 31  14.8 26  39.3 11  21.1 4  35.0 7  
 28.6 50  11.0 19  10.2 18  17.9 5  5.3 1  10.0 2  

 4.0 7  6.4 11  10.2 18  0 0  10.5 2  10.0 2  
 4.6 8  2.9 5  9.1 16  3.6 1  0 0  0 0  

 4.6 8  3.5 6  5.7 10  7.1 2  10.5 2  5.0 1  
 4.0 7  0.6 1  5.1 9  10.7 3  0 0  5.0 1  

 8.6 15  8.7 15  4.5 8  3.6 1  0 0  0 0  
 2.3 4  3.5 6  4.5 8  3.6 1  5.3 1  0 0  

 3.4 6  2.9 5  4.5 8  0 0  0 0  0 0  
 6.9 12  5.2 9  4.0 7  10.7 3  10.5 2  10.0 2  

ALT  2.3 4  2.9 5  4.0 7  7.1 2  0 0  0 0  
 1.1 2  2.9 5  4.0 7  0 0  10.5 2  0 0  

 2.9 5  2.3 4  4.0 7  0 0  0 0  0 0  
 2.3 4  2.3 4  4.0 7  0 0  0 0  0 0  
 2.9 5  1.2 2  4.0 7  3.6 1  5.3 1  0 0  

 1.1 2  1.2 2  4.0 7  0 0  0 0  0 0  
 4.0 7  0.6 1  4.0 7  3.6 1  0 0  5.0 1  

 3.4 6  2.9 5  3.4 6  3.6 1  5.3 1  5.0 1  
 3.4 6  2.9 5  3.4 6  3.6 1  0 0  0 0  

 2.3 4  2.3 4  3.4 6  3.6 1  5.3 1  10.0 2  
 0.6 1  1.7 3  3.4 6  0 0  5.3 1  0 0  

AST  2.3 4  2.9 5  2.8 5  7.1 2  0 0  0 0  
 3.4 6  0 0  1.7 3  3.6 1  0 0  0 0  
 2.9 5  0 0  1.7 3  7.1 2  0 0  5.0 1  

 2.9 5  1.7 3  1.1 2  7.1 2  5.3 1  0 0  
 3.4 6  0.6 1  1.1 2  7.1 2  5.3 1  0 0  

 2.3 4  0 0  0.6 1  7.1 2  0 0  0 0  
 1.1 2  1.2 2  0 0  7.1 2  5.3 1  0 0  

 1.1 2  0.6 1  0 0  7.1 2  0 0  0 0  
MedDRA/J ver.21.0 

%  
 

13 3% 2  
 

 

  

 
175  

  
28  

 
90 mg/q12w  

172  
90 mg/q8w  

176  
90 mg/q12w  

20  
90 mg/q8w  

19  
 28.6 50  17.4 30  26.1 46  17.9 5  5.3 1  15.0 3  
 1.1 2  1.7 3  4.0 7  3.6 1  0 0  5.0 1  

 6.3 11  2.9 5  1.7 3  3.6 1  0 0  0 0  
ALT  1.7 3  1.2 2  1.7 3  7.1 2  0 0  0 0  
AST  1.7 3  1.2 2  1.1 2  7.1 2  0 0  0 0  

MedDRA/J ver.21.0 
%  

 

9.7% 17/175 90 mg/q12w 7.6% 13/172 90 mg/q8w 8.5% 15/176

14 3 1 90 mg/q12w

1 90 mg/q8w 2 1

11.4% 20/175 90 mg/q12w

5.2% 9/172 90 mg/q8w 2.8% 5/176 15 3

2 1 90 mg/q12w 3 2 1



15 
130 mg 45 mg _ _  

90 mg/q8w 1

10.7% 3/28 2 1 90 mg/q12w 5.3%

1/19 90 mg/q8w 15.0% 3/20

1

14.3% 4/28 90 mg/q8w 5.0% 1/20

1  
 

14  
  

175  
8

1  

90 mg/q12w 172  2
1  

90 mg/q8w 176  2
1  

MedDRA/J ver.21.0 
 

15  
  

175  15 ALT 1  

90 mg/q12w 172  4
1  

90 mg/q8w 176  1  
MedDRA/J ver.21.0 

 

76.7% 79/103

90 mg/q8w 74.5% 117/157 23.3% 24/103 90 mg/q8w 24.2%

38/157 3% 16

3% 3.9% 4/103 90 mg/q8w

0.6% 1/157 100% 7/7 90 mg/q8w

72.2% 13/18 14.3% 1/7 90 mg/q8w 16.7% 3/18

2 4 90 mg/q8w

4 1 90 mg/q8w 3 1 90 mg/q8w

2 90 mg/q8w 2 3 90 mg/q8w 1

2  
 

16 3%  
  

103  
90 mg/q8w  

157    
103  

90 mg/q8w  
157  

 76.7 79  74.5 117   1.9 2  3.8 6  
 27.2 28  16.6 26   4.9 5  3.2 5  

 12.6 13  12.1 19   3.9 4  3.2 5  
 12.6 13  12.1 19   2.9 3  3.2 5  

 8.7 9  8.3 13   2.9 3  3.2 5  
 8.7 9  5.7 9   1.9 2  3.2 5  
 3.9 4  5.7 9  AST  3.9 4  2.5 4  

 6.8 7  4.5 7   3.9 4  2.5 4  
 3.9 4  4.5 7   3.9 4  1.3 2  

 4.9 5  3.8 6   3.9 4  0 0  
 3.9 4  3.8 6   3.9 4  0 0  

MedDRA/J ver.21.0 
%  
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130 mg 45 mg _ _  

90 mg/q8w 1 12

7.8% 8/103 90 mg/q8w 7.0% 11/157 17

3 90 mg/q8w 1

17

103 3 1
90 mg/q8w 157 7 1

MedDRA/J ver.21.0 

44

1

44

12.6% 13/103 90 mg/q8w 7.6% 12/157

18

2

2 90 mg/q8w 1

18

103 10 1
90 mg/q8w 157 8 1

MedDRA/J ver.21.0 

7.R
7.R.1

7.R.1.1 7.R.1.2 UC

7.R.1.1
7.R.1.1.1

III

8 6 130 mg 6 mg/kg

19

UC

                                                       
12 5 179

197 85
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130 mg 45 mg _ _  

19 8  

 

  

 
319  

  
34  

 
130 mg  

320  
6 mg/kg  

322  
130 mg  

34  
6 mg/kg  

39  
 a) 5.3% 17  15.6% 50  15.5% 50  0% 0  14.7% 5  10.3% 4  

 
95%   10.3% 

5.7, 14.9  
10.2% 

5.6, 14.8   14.7% 
3.0, 26.4  

10.3% 
0.8, 19.9  

a 8 4 Mayo  
 

8 8 20

130 mg 6 mg/kg  

130 mg

6 mg/kg  
 

20 8  

 

  

 
319  

  
34  

 
130 mg  

320  
6 mg/kg  

322  
130 mg  

34  
6 mg/kg  

39  
 31.3% 100  51.3% 164  61.8% 199  20.6% 7  55.9% 19  59.0% 23  

 
95%   19.9% 

12.5, 27.3  
30.5% 

23.2, 37.8   35.3% 
14.2, 56.4  

38.8% 
18.7, 58.9  

 13.8% 44  26.3% 84  27.0% 87  0% 0  26.5% 9  17.9 7  
 

95%   12.4% 
6.5, 18.4  

13.3% 
7.3, 19.3   26.5% 

9.6, 43.4  
18.0% 

6.0, 30.1  
 

7.R.1.1.2  
III

 

III 53.9% 518/961

46.1% 443/961  

94.8% 491/518

5.2% 27/518

491

470  

21

 
 

21 8  

 

  

 
161  

  
158  

 
130 mg  

164  
6 mg/kg  

166  
130 mg  

156  
6 mg/kg  

156  
 1.2% 2  11.6% 19  12.7% 21  9.5% 15  19.9% 31  18.6% 29  

 27.3% 44  45.1% 74  57.2% 95  35.4% 56  57.7% 90  66.7% 104  
 6.8% 11  18.3% 30  21.1% 35  20.9% 33  34.6% 54  33.3% 52  
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130 mg 45 mg _ _  

22  
 

22 8  

 

  

 
21  

  
13  

 
130 mg  

21  
6 mg/kg  

25  
130 mg  

13  
6 mg/kg  

14  
 0 0  9.5 2  8.0 2  0 0  23.1 3  14.3 2  

 14.3 3  47.6 10  52.0 13  30.8 4  69.2 9  71.4 10  
 0 0  23.8 5  16.0 4  0 0  30.8 4  21.4 3  

 

7.R.1.1.3  
III

 

III 8 23

 
 

23 8  

  
319  

 
130 mg  

320  
6 mg/kg  

322  
 5.3 17/319  15.6 50/320  15.5 50/322  

  4.6 9/197  14.2 27/190  13.8 27/195  
 6.6 8/122  17.7 23/130  18.1 23/127  

 
55 kg  7.1 3/42  25.7 9/35  24.1 14/58  

55 kg 85 kg  5.7 12/212  14.0 30/214  11.9 23/193  
85 kg  3.1 2/65  15.5 11/71  18.3 13/71  

 
5  7.2 10/139  17.5 24/137  17.8 26/146  

5 15  2.3 3/131  14.5 19/131  12.6 16/127  
15  8.2 4/49  13.5 7/52  16.3 8/49  

  5.4 9/167  13.7 25/183  15.5 26/168  
 5.4 8/149  18.5 25/135  15.8 24/152  

 
Mayo  

6 10  6.1 16/263  16.6 45/271  16.7 46/276  
10  0 0/54  8.3 4/48  8.9 4/45  

 

 
  7.0 11/157  19.7 34/173  16.1 27/168  

 3.7 6/162  10.9 16/147  14.9 23/154  

6-MP/AZA/MTX  6.7 6/89  12.9 12/93  19.1 17/89  
 4.8 11/230  16.7 38/227  14.2 33/233  

%  
 

7.R.1.1.1 7.R.1.1.3  

III 8 130 mg

6 mg/kg 6

130 mg 6 mg/kg 20

21 23

 

UC

UC  
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130 mg 45 mg _ _  

7.R.1.2  
7.R.1.2.1  

III  

44 7 90 mg/q12w 90 mg/q8w

24 90 mg/q12w

90 mg/q8w

90 mg/q8w

 
 

24 44 a)  

 

  

 
175  

  
28  

 
90 mg/q12w  

172  
90 mg/q8w  

176  
90 mg/q12w  

19  
90 mg/q8w  

20  
 b) 24.0% 42  38.4% 66  43.8% 77  25.0% 7  47.4% 9  25.0% 5  

 
95%   14.5% 

5.5, 23.6  
19.7% 

10.3, 29.0   22.4% 
-6.0, 49.6  

0% 
-25.4, 26.5  

a 52  
b 44 4 Mayo  

 

III 44 44

44 25

90 mg/q12w 90 mg/q8w

 
 

25 44 a)  

 

  

 
175  

  
28  

 
90 mg/q12w  

172  
90 mg/q8w  

176  
90 mg/q12w  

19  
90 mg/q8w  

20  
 44.6% 78  68.0% 117  71.0% 125  39.3% 11  78.9% 15  55.0% 11  
 

95%   23.5% 
13.7, 33.3  

26.4% 
16.6, 36.1   39.7% 

8.0, 63.1  
15.7% 

-14.0, 43.7  
 28.6% 50  43.6% 75  51.1% 90  28.6% 8  47.4% 9  40.0% 8  
 

95%   15.2% 
5.8, 24.6  

22.5% 
12.8, 32.2   18.8% 

-10.0, 46.4  
11.4% 

-16.2, 39.0  

 23.4% 41  37.8% 65  42.0% 74  21.4% 6  47.4% 9  25.0% 5  

 
95%   14.5% 

5.5, 23.6  
18.5% 

9.3, 27.8   25.9% 
-2.1, 52.7  

3.6% 
-22.1, 30.0  

a 52  
 

7.R.1.2.2  
III  

44 26

44
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130 mg 45 mg _ _  

55 kg

44  
 

26 44 a)  

   
90 mg/q12w  90 mg/q8w  

 24.0 42/175  38.4 66/172  43.8 77/176  

  22.4 24/107  34.4 33/96  41.5 39/94  
 26.5 18/68  43.4 33/76  46.3 38/82  

 
55 kg  40.9 9/22  50.0 13/26  36.4 12/33  

55 kg 85 kg  20.2 25/124  34.3 37/108  44.3 47/106  
85 kg  27.6 8/29  42.1 16/38  48.6 18/37  

 
5  33.8 27/80  43.2 32/74  50.0 35/70  

5 15  19.4 14/72  35.4 23/65  37.0 30/81  
15  4.3 1/23  33.3 11/33  48.0 12/25  

  31.5 28/89  41.3 38/92  46.3 44/95  
 16.3 14/86  35.0 28/80  41.3 33/80  

  17.0 15/88  22.9 16/70  39.6 36/91  
 31.0 27/87  49.0 50/102  48.2 41/85  

 b)  42.0 21/50  60.4 29/48  62.7 32/51  
 16.8 21/125  29.8 37/124  36.0 45/125  

 
 

 21.4 18/84  33.3 27/81  41.7 35/84  
 26.4 24/91  42.9 39/91  45.7 42/92  

%  
a 52  
b IWRS  

 

7.R.1.2.1 7.R.1.2.2

 

III 44 90 mg/q12w

90 mg/q8w 7

130 mg 6 mg/kg 25

26  

44 90 mg/q8w

90 mg/q12w 24

44 44

90 mg/q12w 90 mg/q8w 25

 

UC

UC  

 
7.R.2  

III

 

7.R.2.1 7.R.2.5 III

UC
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130 mg 45 mg _ _  

III UC

 

 

7.R.2.1  
III

 

8 27

130 mg 6 mg/kg

 
 

27 8  

 

  

 
319  

  
34  

 
130 mg  

321  
6 mg/kg  

320  
130 mg  

34  
6 mg/kg  

39  
 48.9 156  41.4 133  50.0 160  44.1 15  41.2 14  48.7 19  

 11.6 37  11.2 36  13.8 44  8.8 3  2.9 1  7.7 3  
 6.6 21  3.7 12  3.1 10  5.9 2  0 0  0 0  

 a) 15.0 48  16.5 53  15.3 49  17.6 6  20.6 7  20.5 8  
 a) 1.3 4  0.6 2  0.3 1  2.9 1  0 0  0 0  

infusion reaction 1.9 6  2.2 7  0.9 3  0 0  2.9 1  2.6 1  
%  

a MedDRA  
 

28

90 mg/q12w 90 mg/q8w

 
 

28  

 

  

 
175  

  
28  

 
90 mg/q12w  

172  
90 mg/q8w  

176  
90 mg/q12w  

19  
90 mg/q8w  

20  
 78.9 138  69.2 119  77.3 136  92.9 26  78.9 15  80.0 16  

 28.6 50  17.4 30  26.1 46  17.9 5  5.3 1  15.0 3  
 9.7 17  7.6 13  8.5 15  10.7 3  5.3 1  15.0 3  

 11.4 20  5.2 9  2.8 5  14.3 4  0 0  5.0 1  
 a) 46.3 81  33.7 58  48.9 86  64.3 18  36.8 7  60.0 12  

 a) 2.3 4  3.5 6  1.7 3  0 0  5.3 1  0 0  
%  

a MedDRA  
 

 

 
7.R.2.2  

III

56 90 mg 8
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130 mg 45 mg _ _  

16

56

96

399 115 22 90 mg/q12w

141 17 90 mg/q8w 143 17 189

73 5 90 mg/q8w 116 14

96 1 13

4.3% 5/115

90 mg/q12w 8.5% 12/141 90 mg/q8w 4.9% 7/143

12.3% 9/73 90 mg/q8w 5.2% 6/116

3 90 mg/q12w 2

90 mg/q8w 1

16 5

90 mg/q12w 9 90 mg/q8w 2 9

7 90 mg/q8w 2 UC

2

1 90 mg/q8w 1 1 90 mg/q8w

56

56 96

7.R.2.3

7.R.2.3.1
III

MedDRA

                                                       
13 7 8 6 mg/kg 16

UC 90 mg
1 10

563
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130 mg 45 mg _ _  

8

15.0% 48/319 130 mg 16.5% 53/321 6 mg/kg 15.3% 49/320

1.3% 4/319

C 1 130 mg 0.6% 2/321 1

6 mg/kg 0.3% 1/320

1

 

46.3%

81/175 90 mg/q12w 33.7% 58/172 90 mg/q8w 48.9% 86/176

2.3% 4/175

1 90 mg/q12w 3.5% 6/172 2

1 90 mg/q8w 1.7% 3/176

90 mg/q12w 1

 

42.7% 44/103 90 mg/q8w 36.9% 58/157

1.9% 2/103 1

90 mg/q8w 1.3% 2/157 1

90 mg/q8w

 

III

→ 6 mg/kg IV

1 90 mg/q12w 2 90 mg/q8w

1

 

 

III

UC

 

 

7.R.2.3.2 infusion reaction  
III infusion reaction

 

infusion reaction 1

 

0 infusion reaction



24 
130 mg 45 mg _ _  

1.9% 6/319 130 mg 2.2% 7/321 6 mg/kg 0.9% 3/320

2 infusion reaction 130 mg

6 mg/kg 1 infusion reaction 1

130 mg 1 6 mg/kg 1

infusion reaction

infusion reaction 130 mg 1 6 mg/kg 1

 

8 8

→6 mg/kg IV 8 6 mg/kg

→90 mg SC 90 mg 8

infusion reaction →6 mg/kg IV 2.7% 5/184

→90 mg SC 2.6% 6/233 2

→6 mg/kg IV 2

infusion reaction →6 mg/kg IV 1

 

 

infusion reaction

infusion reaction

infusion reaction

UC infusion reaction

 

 

7.R.2.3.3  
III

 

8 8

→6 mg/kg IV 8 6 mg/kg

→90 mg SC 90 mg 8

→6 mg/kg IV 1.1% 2/184 →90 mg SC

0.4% 1/233

→6 mg/kg IV 1  

2.3% 4/175

90 mg/q12w 0.6% 1/172 90 mg/q8w 2.8% 5/176

2

90 mg/q12w 1 90 mg/q8w 3

 

0% 0/103 90 mg/q8w

2.5% 4/157 2
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130 mg 45 mg _ _  

3

 

 

 

UC

 

 
7.R.2.3.4  

III  

→90 mg SC 2

 

6

90 mg/q12w 2 90 mg/q8w 1

1 90 mg/q8w 2

 

1/446 0.40

/100 7/825 1.12 /100

CD
14 CD 2/943 0.58

/100 7/1,749 0.63 /100

3/1,112 0.92 /100 38/4,135 1.12 /100

CD UC

 

 

III UC

UC

 

 

7.R.2.4  
UC

 

5.7% 39/680

11 3.5% 3/85

2
                                                        

14  
CD C0379T07 C0743T26 CRD3001 CRD3002 CRD3003  

C0379T04 C0743T08 C0743T09 C0743T12  
C0743T10 PSA3001 PSA3002  
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130 mg 45 mg _ _  

6.5% CD 2.9%

 

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

390 mg 85 kg 520 mg 0.6% 4/635

infusion reaction

 

90 mg/q12w 90 mg/q8w

3.4% 12/348 6 44

25.0% 3/12 41.7% 140/336

44 75.0% 9/12

74.1% 249/336 44 50.0% 6/12

47.3% 159/336

 

 

UC III

UC

 

 

7.R.2.5  
 

Periodic Benefit Risk Evaluation Report/Periodic Safety Update Report 2018

1 1 2018 12 31 2008 12

31 2018 12 31

1,375,007

 

 

 

 

7.R.3  
 

UC TNFα

α4β7 JAK UC
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130 mg 45 mg _ _  

IL-12 IL-23 UC

 

UC III

7.R.1

7.R.2

UC  

 

UC

UC  

III

III UC

 

 
7.R.4  

UC III

7.R.1

7.R.2

 

UC

UC

UC

 

 

7.R.5  
7.R.5.1  

 

UC III UC CD

UC CD CD III

CD III

130 mg 45 mg  29 1 27

 

 

 

III 8 130 mg
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130 mg 45 mg _ _  

6 mg/kg 6

6 mg/kg 55 kg 260 mg 55 kg

85 kg 390 mg 85 kg 520 mg 1

8 6 mg/kg 130 mg

20

130 mg 6 mg/kg 21

6 mg/kg 130 mg 27

III 8

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

44 90 mg/q12w

90 mg/q8w 7 44

44 44

90 mg/q8w 90 mg/q12w

90 mg 12

44 90 mg/q12w

90 mg/q8w 26

90 mg/q12w

90 mg/q12w 90 mg/q8w 28

90 mg 12

90 mg 8

III

56 90 mg 8

16

Mayo

3

399 115 22 90 mg/q12w

141 17 90 mg/q8w 143 17

96

90 mg/q12w 90 mg 8

12 8 28.4% 40/141 2
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130 mg 45 mg _ _  

90 mg/q12w 12 8 40

92

Mayo 55.0% 11/20

16 70.0% 14/20 16

1 90 mg 12

12 8

 

100 90 mg/q12w
15 223.82 /100 90 mg/q12w

12 8 16 344.26

/100

15.75

/100 45.90 /100 81.24 /100

114.75 /100 4.14 /100 28.69 /100

UC

 

12 8

90 mg 12 12 8

 

90 mg 12

8

16

 

 

III

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

85 kg 520 mg 1

90 mg 12 8

16

 

 

                                                        
15 101 40  
16 40  
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130 mg 45 mg _ _  

7.R.5.2  

 

III 130 mg 6 mg/kg

8 8 90 mg 16

59.7% 139/233

8 90 mg 2

 

 

III

2

 

 
7.R.6  

29  
 

29  
 UC  

  
 300  
 100  

 UC  
 52  

 

UC UC UC
UC 3

UC  
 
 

 
Mayo  

 
 

 

 

8.  
8.1  

 

 

8.2 GCP  

CTD 5.3.5.1.1-1 CTD 5.3.5.1.1-2 GCP

GCP
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130 mg 45 mg _ _  

 

 

 

 

 

 

9. 1  

 

 

 

 

  



32 
130 mg 45 mg _ _  

2  
 

2 2 7  

 

 
130 mg 45 mg  

 

 

31 3 28  

 

 

 

 

 

1.  

20 12 25 20 8  

 

1.1  
1 7.R.1 7.R.2 

7.R.4 7.R.5 

130 mg 45 mg

 

 

130 mg  

 

 

 

 

 

 

 

 

 

55 kg 260 mg 



33 
130 mg 45 mg _ _  

55 kg 85 kg 390 mg 

85 kg 520 mg 

 

 

8

 

 

 

45 mg  

 

 

 

 

 

 

 

8

90 mg 12 90 mg

8  

 

 

 

8

 

8

8 16

 

2

 

 

 

1.2  
1 7.R.6 

30 31
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130 mg 45 mg _ _  

32

 
 

30  
 

   
 

 
 

 

 
 

 
 

 

 
 

 
 

31  
  

CD  
UC  

 
 

 
 

32  
 UC  

  
 300  
 100  

 UC  
 52  

 

UC UC UC
UC 3

UC  
 
 

 
Mayo  

 
 
2.  

4  

 

 

130 mg  

 

 

 

 

45 mg  
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130 mg 45 mg _ _  

 

 

 

 

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  

 

 

 

 

 

 

 



i 
130 mg 45 mg _ _  

 
 

 
   

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  
ALT Alanine aminotransferase  
AST Aspartate aminotransferase  
AZA Azathioprine  
CD Crohn’s disease  
CTD Common technical document  

ECLIA Electrochemiluminescence 
immunoassay  

GCP Good clinical practice  

ICH 

International council for 
harmonisation of technical 
requirements for pharmaceuticals for 
human use 

 

IL Interleukin  
IV Intravenous injection  
IWRS Interactive Web Response System  
JAK Janus kinase  

MedDRA Medical Dictionary for Regulatory 
Activities ICH  

MedDRA/J Medical Dictionary for Regulatory 
Activities Japanese version ICH  

MTX Methotrexate  
PGA Physician's Global Assessment  
SC Subcutaneous injection  
TNF Tumor necrosis factor  
UC Ulcerative colitis  

   

  

130 mg 6 mg/kg
8 8

90 mg 16
 

  90 mg/q12w 12
8  

  90 mg/q12w 12
8  

   
→ 

6 mg/kg IV 
 

 
8

8 6 mg/kg
 



ii 
130 mg 45 mg _ _  

  130 mg 45 mg
 

   
→ 

90 mg/kg SC 
 

 
130 mg 6 mg/kg 8

8 90 mg
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