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1  
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1.  
CD

 
IL -12/23 p40

CD
IL-12 IL-23 Gastroenterology 1997; 112: 1169-78

J Leukoc Biol 2011; 89: 597-606 IL-12 IL-23 T
IFN- IL-17A IL-17F IL-22

CD J. Immunol 1998; 161: 
3143-9 Nat Med. 2007; 13: 26-8  

45 mg 2011 1
1 2017 3

130 mg
45 mg

2020 3
130 mg

45 mg
 

CD
130 mg 45 mg

45 mg

7 8 29
R7 713  

2026 4 80 CD 2
 

 
2.  

45 mg

 
 
3.  

45 mg 22 11 10
 

 



 

5 

4.  

45mg 22 11 10
 

 
5.  

45 mg 22 11 10
 

 
6.  
6.1  

CNTO1275CRD3004 CNTO1275CRD1001
45 mg/0.5 mL 90 mg/1 mL 130 mg/26 mL 45 mg/0.5 mL

90 mg/1 mL
16.88 ng/mL  

 
6.2  
6.2.1 I CTD 5.3.3.2.1-1 2  CNTO1275CRD1001 2017 1 2022
3  

2 18 CD
 

40 kg 3 mg/kg 9 mg/kg
40 kg 130 mg 390 mg

8 2 mg/kg 40 kg 90 mg 40 kg
16 2 8  

0 16
1 2 16

40 kg 40 kg
40 kg 40 kg  

 

 
2 16

40 34 18 16  



 

6 

1 CD μg/mL  

  0 a  3  6  8  12  16 b) 

40 kg  

3 mg/kg IV 
 

50.83±5.83 
9  

7.78±5.30 
9  

2.97±3.19 
9  

1.64±1.90 
9  

4.50±3.08 
8  

1.55±1.42 
8  

9 mg/kg IV 
 

147.73±22.69 
8  

15.80±8.70 
8  

5.18±5.34 
8  

2.74±3.26 
7  

3.94±3.21 
7  

1.10±1.44 
6  

40 kg  

130 mg IV 
 

51.54±11.80 
13  

7.55±3.73 
11  

3.00±2.32 
13  

1.50±1.43 
12  

4.33±2.99 
12  

1.40±1.31 
9  

390 mg IV 
 

149.37±21.24 
12  

28.99±14.13 
12  

11.91±8.73 
11  

6.05±5.39 
11  

7.26±4.88 
10  

2.41±2.91 
7  

±  
a 1 b Ctrough 

 
2 CD Ctrough μg/mL  

  16  24  32  40  48  56  80  104  

40 kg  

3 mg/kg IV 
 

1.55±1.42
8  

1.42±1.53
8  

1.41±1.19
6  

1.93±1.54
5  

2.50±2.46
7  

2.45±2.02
4  

1.23  
3.87a) 6.66a) 

9 mg/kg IV 
 

1.10±1.44
6  

0.94±0.98
5  

1.31±1.33
4  

0.93±1.08
5  

1.03±1.12
4  

1.07±1.09
4  

0.00  
0.29a) 

0.19  
1.12a) 

40 kg  

130 mg IV 
 

1.75±1.29
7  

2.46±1.30
3  

0.00  
2.10a) 

0.00
1.09a) 

1.94±1.96
3  

0.00  
2.74a) 

2.24  
3.24a) 

2.16  
3.65a) 

390 mg IV 
 

2.41±2.91
7  

2.67±2.23
8  

3.11±2.56
5  

2.47±1.76
4  

0.36  
1.28a) 

2.90±2.35
4  

3.42±2.59
3  4.11a) 

±  
a  

 
42 16

2.9% 1/34  
 
6.2.2 III CTD 5.3.5.1.1  CNTO1275CRD3004 2021 4 2025 3

 
2 18 CD

7.1  
40 kg 250 mg/m2 40 kg

6 mg/kg 55 kg 260 mg 55 kg 85 kg 390 mg 85 kg
520 mg 40 kg 90 mg

40 kg 60 mg/m2 8 12
8 8 8

8 16
13 8 3  

8 3
 

 

 
3 8 8

 



 

7 

3 CD μg/mL  
  0 a  3  6  8  

40 kg  250 mg/m2 127.3±32.3 
29  

19.5±8.3 
29  

5.7±3.6 
25  

3.0±2.3 
26  

40 kg  
55 kg  260 mg 90.6±23.6 

38  
16.5±7.5 

37  
6.4±4.0 

35  
3.5±2.8 

34  
55 kg  

85 kg  390 mg 112.4±22.8 
31  

22.2±9.6 
29  

9.7±6.2 
28  

5.4±4.4 
28  

±  
a 1  

 
0 44 4  

 
4 CD μg/mL  

 0  4  8  12  16  24  32  36  44  

Q12W 3.6±3.2 
42  

5.3±3.6 
44  

1.6±1.8 
38  

0.6±0.7 
36  

4.9±2.3 
28  

0.6±0.6 
32  

1.8±1.1 
30  

0.6±0.5 
26  

1.8±1.1 
24  

a) 6.2 b) 1.7 8.6 b) 4.0 b) 0.0 1.7 b) 1.3 9.4 b) 0.0 1.5 b) 0.2 b) 0.0 b)  

Q8W 4.3±3.7 
41  

5.8±3.7 
43  

2.1±2.3 
41  

5.4±3.8 
36  

2.6±3.2 
33  

2.4±2.5
30  

2.5±2.3 
31  

5.4±3.1 
27  

6.4±2.9 
25  

 5.3  
12.8 b) 

5.7  
10.3 b) 

3.0±2.0 
3  3.7 7.0 b) 1.4 b)     

±  
a b  
 

44
3.0% 3/101 1/6

 
 
6.2.3 CTD 5.3.3.5-1  

2 18 CD CRD1001 CRD3004
143 1,552 18

CD 2 18
CD NONMEM Version 7.5  

2 18 CD 2-
CL
failure status CRP

V2 Q V3
CD

5  
 



 

8 

5 CD  

 
 18  2 18  

IV   
AUCweekI0-I8 

 
AUCss 

 
Ctrough,ss 

(μg/mL) 
AUCweekI0-I8 

μ  
AUCss 

 
Ctrough,ss 

(μg/mL) 

40 kg  250 mg/m2 

60 mg/m2 

Q8W 2,007 
1,287, 2,892  

547 
248, 997  

3.06 
0.68, 8.51  1,569 

872, 2,260  

317 
141, 635  

1.31 
0.17, 5.72  

60 mg/m2 

Q12W 
550 

248, 1,014  
0.95 

0.17, 3.76  
321 

144, 689  
0.37 

0.17, 3.48  

40 kg  
55 kg  260 mg 

90 mg 
Q8W 1,562 

1,017, 2,295  

433 
212, 815  

2.55 
0.58, 7.6  1,019 

600, 1,529  

306 
148, 643  

1.42 
0.17, 6.22  

90 mg 
Q12W 

436 
215, 839  

0.82 
0.17, 3.56  

311 
150, 682  

0.45 
0.17, 3.72  

55 kg  
85 kg  390 mg 

90 mg 
Q8W 1,784 

1,153, 2,680  

342 
152, 673  

2.21 
0.53, 6.37  1,190 

683, 1,708  

245 
109, 506  

1.29 
0.17, 5.3  

90 mg 
Q12W 

345 
153, 699  

0.78 
0.17, 3.07  

249 
112, 560  

0.44 
0.17, 3.52  

85 kg  520 mg 

90 mg 
Q8W 1,766 

1,157, 2,633  

261 
118, 464  

1.79 
0.48, 4.74  1,144 

664, 1,664  

181 
82, 379  

1.04 
0.17, 4.09  

90 mg 
Q12W 

265 
119, 490  

0.67 
0.17, 2.45  

185 
85, 426  

0.39 
0.17, 2.75  

90%  

 
6.R  
6.R.1 2 18 CD  

2 18 CD
 
III CRD3004

6 7
6.2.2  

 
6 CD μg/mL  

  0 a) 3  6  8  
40 kg b) 3 132.9±20.60 19.7±2.51 3.3±2.88 2.3±0.03 
40 kg c) 3 73.4±61.97 11.8±3.56 3.1±1.08 1.3±1.14 

±  
a 1 b 250 mg/m2 c 260 mg 390 mg  

 
7 CD μg/mL  

 0  4  8  12  16  24  32  36  44  
Q12W 2.27±0.03 

3  
1.96±1.58 

3  
0.75±0.40 

3  
0.12±0.20 

3  4.50 4.64 a) 0.00 0.34 a) 0.97 2.88 a) 0.34 0.45 a) 2.51 2.84 a) 

Q8W 1.30±1.19 
3  

2.75±0.79 
3  

0.67±0.44 
3  1.39 4.16 a) 1.06 a) 2.47 2.78 a) 2.09 2.13 a) 1.61 6.83 a) 2.51 8.88 a) 

±  
a  
 

18 CD III CRD3001 CRD3002 CRD3003
8 9 CRD3004

2 18 CD 6.2.2 6 7
18 CD

130 mg
45 mg 29 1 27  

 



 

9 

8 18 CD μg/mL  
  0 a  3  6  8  

55 kg  260 mg 100.7±20.6 
98  

17.1±7.5 
96  

7.5±4.4 
94  

4.4±3.0 
70  

55 kg  
85 kg  390 mg 127.4±34.7 

263  
26.1±10.7 

263  
11.8±7.2 

260  
7.5±5.1 

220  
±  

a 1  
 

9 18 CD μg/mL  
 4  8  12  16  24  32  36  44  

Q12W 6.4±3.7 
131  

2.5±2.2 
123  

1.4±1.9 
121  

4.8±2.8 
119  

1.2±1.5 
110  

2.2±1.5 
100  

1.5±1.9 
100  

2.6±2.0 
97  

Q8W 6.7±4.1 
129  

2.8±2.6 
126  

5.9±3.4 
113  

2.4±2.0 
112  

2.4±2.0 
108  

2.4±1.9 
101  

6.1±2.9 
99  

6.2±3.1 
95  

±  

 
40 kg 40 kg

6
7.R.2 7.R.3

 
2 18 CD 2 18

CD 18 CD
 

 

CD
7.R.5  

 
7.  

10 1  
 

10  
 
   

jRCT     

 III CNTO1275CRD3004 
jRCT2031200345  

2 18
CD  

 
101  
 

Q12W 49  
Q8W 48  

8  

 
Pediatric Crohn’s disease activity index PCDAI

11 Simple Endoscopic Score for Crohn's Disease SES-CD 12
13  

 



 

10 

11 PCDAI  
PCDAI  

 
1  

0 5 -  
10 -  

 
 

1  
0 5  
10  

1  
1  

0 0 1 5 2 0 5  
10 6  

Ht  

10  
0 33% 2.5 28 32% 5 28%  
11 19  
0 34% 2.5 29 33% 5 29%  
11 15  
0 35% 2.5 30 34% 5 30%  
15 19  
0 37% 2.5 32 36% 5 32%  

 0 20 mm/ 2.5 20 mm/ 50 mm/ 5 50 mm/  
 0 5 3.1 3.4 10 3.0  

 0 5 1 9%  
10 10%  

 

a  
0 1 5 1 2 10 2  

 
0 - 5 - - 10 -  

 0 5  
10  

 0 5 1 2  
10  

 

 
a 1 3 b c e

 
0 0 5 1 10 2  

a 3 5 10 25 50 75 90 95 97
 

 
12 -CD  

5  
 0 1 2 3 

  0.1 0.5cm  0.5 2.0cm  2.0cm  
  10%  10 30% 30%  
  50%  50 75% 75%  

  1    
 

13  
  

 PCDAI 10  
 PCDAI 12.5 PCDAI 30  

 -CD 12 3 50%
-CD 2  

 90  

 

 
7 2 8
16 PCDAI 12.5 8

16 sPCDAI a 10  
7 2 PCDAI 30 sPCDAI

30  
a PCDAI 11 6 /  

 



 

11 

7.1 III CTD 5.3.5.1.1  CNTO1275CRD3004 2021 4 2025 3  
2 18 CD 14 90 4 40 kg 24

30 kg 5
8 29 9

 
 

14  
 

2 18  
PCDAI 30  

-CD 3 CRP 3.0 mg/L
250 mg/kg  

1  
1.0 mg/kg/ 40 mg/ 2 9 mg/

5 mg/ 4  
2.0 mg/kg/ 6-MP 1 mg/kg/ MTX 10 mg/m2 25 mg / 3

 
 

 
2  

2 1.5 mg/kg/
40 mg/  

4 12
 

 
 

 
 

6 8 44  
15 8 15 Q8W

Q12W  
 

15  
   

40 kg  250 mg/m2  60 mg/m2  
40 kg 55 kg  260 mg 

90 mg 55 kg 85 kg  390 mg 
85 kg  520 mg 

 
101 6 FAS

FAS  
1  

97 5 Q12W 49 3 Q8W 48 3
 

10 Q12W 7 Q8W 3
3 Q12W 1 Q8W 2 2 Q12W 1 Q12W

1 Q12W 1 Q12W 1 Q8W
1 Q12W  

 
4 CRD3001

CRD3002 8 22.8% 90
95% 8.7%  

5 101 4 3 1 97
8 40 kg  



 

12 

8 6 95% 7

46.5 37.1, 56.2 % 47/101  
 

62.4% 63/101 5%
12.9% 13/101 8.9% 9/101 6.9% 7/101

5.9% 6/101 7.9% 8/101 2
2.0% 2/101 2.0% 2/101  

3.0% 3/101
1 1

3.0% 3/101
1

2.0% 2/101
1  

Q12W 89.8% 44/49 Q8W 83.3% 40/48
5% 16 Q12W

4.1% 2/49 Q8W 2.1% 1/48 2  
 

16 5%  
 Q12W  

49  
Q8W  

48   Q12W  
49  

Q8W  
48  

  89.8 44   83.3 40   6.1 3  6.3 3  
  34.7 17   39.6 19   4.1 2  6.3 3  

COVID-19 14.3 7  16.7 8   2.0 1  6.3 3  
  32.7 16  14.6 7  D  0 6.3 3  

 14.3 7  10.4 5   8.2 4  4.2 2  
 14.3 7  10.4 5   6.1 3  4.2 2  
  8.2 4  10.4 5   8.2 4  2.1 1  

 10.2 5   8.3 4   6.1 3  2.1 1  
  2.0 1   8.3 4   6.1 3  2.1 1  

% MedDRA/J ver. 27.1 

 
Q12W 12.2% 6/49 4

COVID-19 1 Q8W
14.6% 7/48

1
Q12W 6.1% 3/49 3 Q8W 4.2% 2/48

2  
 

 
6 PCDAI 5

3
2 PCDAI  

CD CD
PCDAI

PCDAI
 

7 95% Wilson  



 

13 

33.3% 2/6 2
16.7% 1/6 2

 
Q12W 100% 3/3 Q8W 66.7% 2/3

2 COVID-19 Q12W 33.3% 1/3 Q8W 66.7%
2/3 Q12W 66.7% 2/3 Q12W 66.7% 2/3

Q12W 66.7% 2/3 Q12W 33.3% 1/3 Q8W
0% 0/3 2

Q12W 33.3% 1/3 1 Q8W 0% 0/3
Q12W

33.3% 1/3 1 Q8W 0% 0/3
 

 
7.R  
7.R.1  

CD CRD3004

 
CD CD

  6
7 3 31

6 CD
CD

6.R.1 CRD3004  
CRD3004 348 8

8.6 CRD3004
CRD3004 CD

Arch Dis Child 2017; 102: 952-7 Gastroenterology 
2008; 135: 1114-22 CD CDAI CD

PCDAI CD
Gastroenterology 1999; 116: 527-31 CDAI

CRD3001 CRD3002 CRD3003
PCDAI CRD3004

CD  
 

CRD3004
CRD3004 CRD3004

 
8 8 11.0% 22.8% 5%

80% 1 1 348 174
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CD CD III CRD3001 CRD3002
CRD3003

 
 
7.R.2  
7.R.2.1  
7.R.2.1.1  

CRD3004
 

CRD3004 8 17
CRD3004

9 CRD3004 8
95% CD III CRD3001

CRD3002 8 95%
CRD3004 8

 
 

17 8  

 

CRD3004  CRD3001 a  CRD3002 b  CRD3001
CRD3002  

 
101  

 
6  

 
247  

 
6 mg/kg  
249  

 
209  

 
6 mg/kg  
209  

 
456  

 
6 mg/kg  
458  

8  
 

46.5 47  
37.1, 56.2  

33.3 2  
9.7, 70.0  

7.3 18  
4.7, 11.2  

20.9 52  
16.3, 26.4  

19.6 41  
14.8, 25.5  

40.2 84  
33.8, 47.0  

12.9 59  
10.2, 16.3  

29.7 136  
25.7, 34.0  

% 95%  
a 18 TNF CD III CDAI

 
b 18 6-MP MTX

CD III CDAI  

 
CRD3004 18 CRD3004

 
 

18  

 
CRD3004  
 

101  
 

6  

8  84.2 85/101  
75.8, 90.0  

50.0 3/6  
18.8, 81.2  

-CD 3
16  

36.2 34/94  
27.2, 46.2  

50.0 3/6  
18.8, 81.2  

% / 95%  

 
CRD3004

CD  
 

 
9 CRD3004 CRD3001 CRD3002

 



 

15 

7.R.2.1.2  
CRD3004  

CRD3004 8 19

 
 

19  

 

8  
 

 
101  

  55.0 33/60  
 34.1 14/41  

 12  65.0 13/20  
12  42.0 34/81  

 40 kg  37.9 11/29  
40 kg  50.0 36/72  

PCDAI  
40  43.9 25/57  

40  50.0 22/44  

Biologic failure a  Biologic failure 31.6 18/57  
Non-biologic failure 65.9 29/44  

5-   59.4 19/32  
 40.6 28/69  

 
 52.0 13/25  
 44.7 34/76  

 
 

 44.2 19/43  
 48.3 28/58  

% /  
a

 

 
7.R.2.1.1 7.R.2.1.2  

CRD3004

CD
 

 CRD3004 8 CD
III CRD3001 CRD3002

17  
 

18  
 

19  
 
7.R.2.2  
7.R.2.2.1  

CRD3004  
CRD3004 8

52 20



 

16 

Q12W Q8W CD
III CRD3004

52  
 

20 52 8  

 

CRD3004  CRD3003 a  
   

Q12W  
44  

Q8W  
41  

Q12W  
1  

Q8W  
2  

 
131  

Q12W  
129  

Q8W  
128  

52 b  
 

59.1 26  
44.4, 72.3  

48.8 20  
34.3, 63.5  

100 1  
20.7, 100  

100 2  
34.2, 100  

35.9 47  
28.2, 44.4  

48.8 63  
40.4, 57.4  

53.1 68  
44.5, 61.6  

% 95%  
a CRD3001 CRD3002 CD III  
b CRD3003 CRD3001 CRD3002 52  

 
CRD3004 21 CRD3004

 
 

21 8  

 
  

Q12W  
44  

Q8W  
41  

Q12W  
1  

Q8W  
2  

52  63.6 28/44  
48.9, 76.2  

56.1 23/41  
41.0, 70.1  

100 1/1  
20.7, 100  

100 2/2  
34.2, 100  

-CD 3
52  

30.2 13/43  
18.6, 45.1  

25.0 10/40  
14.2, 40.2  

100 1/1  
20.7, 100  

50.0 1/2  
9.5, 90.5  

52  59.1 26/44  
44.4, 72.3  

46.3 19/41  
32.1, 61.3  

100 1/1  
20.7, 100  

100 2/2  
34.2, 100  

% / 95%  

 
CRD3004 CD

 
 
7.R.2.2.2  

CRD3004  
CRD3004 8 52

22

 
 



 

17 

22 8  

 
52  

Q12W  
44  

Q8W  
41  

  60.0 15/25  51.9 14/27  
 57.9 11/19  42.9 6/14  

 12  54.5 6/11  66.7 4/6  
12  60.6 20/33  45.7 16/35  

 40 kg  40.0 4/10  54.5 6/11  
40 kg  64.7 22/34  46.7 14/30  

PCDAI  
40  72.0 18/25  54.5 12/22  

40  42.1 8/19  42.1 8/19  

Biologic failurea  Biologic failure 45.0 9/20  36.0 9/25  
Non-biologic failure 70.8 17/24  68.8 11/16  

5-   73.3 11/15  73.3 11/15  
 51.7 15/29  34.6 9/26  

 
 75.0 6/8  54.5 6/11  
 55.6 20/36  46.7 14/30  

  75.0 15/20  37.5 6/16  
 45.8 11/24  56.0 14/25  

% /  
a

 

 
7.R.2.2.1 7.R.2.2.2  

CRD3004

CD Q12W Q8W
 

 CRD3004 8
52 Q12W Q8W

CD III CRD3003 CRD3003
20  

 
21  

 CRD3004 20
21  

 
22  

 
7.R.3  

7.R.3.1 7.R.3.6 CRD3004 7.R.2
CD

CD
 

 
7.R.3.1  

CRD3004  



 

18 

CRD3004 23 CRD3004
III CRD3001 CRD3002

CRD3004
COVID-19

Lancet Infect Dis 2025; 25: 36-
51 CD

Gastroenterol Res Pract 2017; 
2017: 8424628 World J Gastroenterol 2009; 15: 4659-65

 

 
 

23 CRD3004  

 

CRD3004 8   
CRD3001  

 
CRD3002  

 
101  

 
6  

130 mg
6 mg/kg  
495  

130 mg
6 mg/kg  
419  

 62.4 63  33.3 2  65.3 323  52.7 221  
 7.9 8  16.7 1  27.1 134  12.6 53  

 0 0 0 0 
 3.0 3  0 6.1 30  3.8 16  

 1.0 1  0 0.8 4  0.5 2  
 3.0 3  0 2.0 10  1.2 5  

 2.0 2  0 0.6 3  0.5 2  
 29.7 30  16.7 1  24.4 121  18.1 76  

5%  
 12.9 13  0 4.4 22  2.6 11  

 8.9 9  0 1.0 5  1.4 6  
 6.9 7  0 8.1 40  7.2 30  
 5.9 6  0 6.7 33  4.3 18  

 4.0 4  0 8.7 43  4.3 18  
 4.0 4  0 4.6 23  5.7 24  

 1.0 1  0 5.9 29  4.1 17  
% MedDRA/J ver.27.1 

 

CRD3004

7.R.3.5  
 
7.R.3.2  

CRD3004  
CRD3004 24 Q12W Q8W

CRD3004
III CRD3003

5 Q12W 4 Q8W 1

Inflamm Bowel Dis 2024; 30: 1983-91 Paediatrics and Child 
Health 2024; 34: 379-87
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1 Q12W 1 COVID-19
Lancet Infect Dis 2025; 25: 36-51
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CRD3004 8   

CRD3003  a  
  Q12W  

132  
Q8W  

131   Q12W  
49  

Q8W  
48  

Q12W  
3  

Q8W  
3  

 89.8 44  83.3 40  100 3  66.7 2  80.3 106  81.7 107  
 4.1 2  2.1 1  33.3 1  0 25.8 34  30.5 40  

 0 0 0 0 0 0 
 12.2 6  14.6 7  33.3 1  0 12.1 16  9.9 13  

 0 0 0 0 1.5 2  2.3 3  
 6.1 3  4.2 2  33.3 1  0 7.6 10  3.1 4  

 0 0 0 0 3.0 4  0 
 65.3 32  60.4 29  100 3  66.7 2  46.2 61  48.1 63  

5%  
 34.7 17  39.6 19  66.7 2  0 12.1 16  12.2 16  

COVID-19 14.3 7  16.7 8  33.3 1  66.7 2  0 0 
 32.7 16  14.6 7  66.7 2  0 6.8 9  9.9 13  

 14.3 7  10.4 5  66.7 2  0 12.9 17  10.7 14  
 14.3 7  10.4 5  0 0 3.8 5  2.3 3  
 8.2 4  10.4 5  0 0 11.4 15  11.5 15  

 10.2 5  8.3 4  0 0 16.7 22  13.7 18  
 2.0 1  8.3 4  0 0 3.0 4  5.3 7  
 6.1 3  6.3 3  0 0 9.1 12  8.4 11  
 4.1 2  6.3 3  0 0 8.3 11  3.8 5  

 2.0 1  6.3 3  0 0 0 0.8 1  
D  0 6.3 3  0 0 0 0.8 1  

 8.2 4  4.2 2  0 0 1.5 2  2.3 3  
 6.1 3  4.2 2  33.3 1  0 0 2.3 3  

 0 4.2 2  0 0 6.1 8  3.8 5  
 8.2 4  2.1 1  0 0 8.3 11  6.1 8  
 6.1 3  2.1 1  0 0 7.6 10  3.1 4  
 6.1 3  2.1 1  0 0 3.8 5  3.1 4  
 0 2.1 1  0 0 6.1 8  4.6 6  
 2.0 1  0 0 0 3.0 4  5.3 7  

 0 0 0 0 0.8 1  5.3 7  
 0 0 0 0 6.1 8  3.1 4  

% MedDRA/J ver.27.1 
a 44  
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CRD3004 25

 
 

25 CRD3004  

 
0 8  8 20  21 32  33 44  45   

101  
Q12W  

49  
Q8W  

48  
Q12W  

47  
Q8W  

48  
Q12W  

44  
Q8W  

46  
Q12W  

43  
Q8W  

43  101  

 62.4 63  61.2 30  62.5 30  57.4 27  54.2 26  36.4 16  47.8 22  41.9 18  44.2 19  93.1 94  
 7.9 8  2.0 1  2.1 1  2.1 1  0 2.3 1  4.3 2  0 0 10.9 11  

 3.0 3  4.1 2  2.1 1  6.4 3  4.2 2  4.5 2  8.7 4  7.0 3  2.3 1  17.8 18  
 1.0 1  0 0 0 0 0 0 0 0 1.0 1  

 3.0 3  4.1 2  4.2 2  2.1 1  0 0 0 2.3 1  2.3 1  9.9 10  

 2.0 2  0 0 0 0 0 0 0 0 2.0 2  

 29.7 30  34.7 17  25.0 12  31.9 15  33.3 16  18.2 8  19.6 9  20.9 9  23.3 10  70.3 71  
10%  

 4.0 4  12.2 6  16.7 8  12.8 6  16.7 8  6.8 3  2.2 1  2.3 1  2.3 1  37.6 38  
 12.9 13  6.1 3  6.3 3  8.5 4  4.2 2  6.8 3  4.3 2  4.7 2  4.7 2  33.7 34  

COVID-19 3.0 3  6.1 3  4.2 2  4.3 2  8.3 4  2.3 1  2.2 1  4.7 2  2.3 1  18.8 19  
 8.9 9  12.2 6  4.2 2  0 2.1 1  0 2.2 1  0 0 18.8 19  

 4.0 4  2.0 1  6.3 3  8.5 4  2.1 1  0 0 0 2.3 1  13.9 14  
 6.9 7  4.1 2  4.2 2  2.1 1  0 2.3 1  2.2 1  0 0 13.9 14  

 4.0 4  6.1 3  2.1 1  2.1 1  0 4.5 2  0 2.3 1  2.3 1  12.9 13  
MedDRA/J ver.27.1 %  
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26 CRD3004  

 

  
 

101  
Q12W  

49  
Q8W  

48  
      

  58.3 35/60  6.7 4/60  89.3 25/28  3.6 1/28  90.0 27/30  3.3 1/30  
 68.3 28/41  9.8 4/41  90.5 19/21  4.8 1/21  72.2 13/18  0 0/18  

 12  60.0 12/20  10.0 2/20  100 12/12  8.3 1/12  57.1 4/7  0 0/7  
12  63.0 51/81  7.4 6/81  86.5 32/37  2.7 1/37  87.8 36/41  2.4 1/41  

 40 kg  69.0 20/29  10.3 3/29  92.3 12/13  7.7 1/13  78.6 11/14  7.1 1/14  
40 kg  59.7 43/72  6.9 5/72  88.9 32/36  2.8 1/36  85.3 29/34  0 0/34  

PCDAI  
40  63.2 36/57  8.8 5/57  89.3 25/28  7.1 2/28  84.6 22/26  3.8 1/26  

40  61.4 27/44  6.8 3/44  90.5 19/21  0 0/21  81.8 18/22  0 0/22  

Biologic failure a  

Biologic 
failure 70.2 40/57  8.8 5/57  88.0 22/25  8.0 2/25  86.7 26/30  3.3 1/30  

Non-biologic 
failure 52.3 23/44  6.8 3/44  91.7 22/24  0 0/24  77.8 14/18  0 0/18  

% /  
a
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CRD3004 10 27  
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27 CRD3004  

 
     

 
101  

Q12W  
49  

Q8W  
48    

101  
Q12W  

49  
Q8W  

48  
 29.7 30  65.3 32  60.4 29   0 2.0 1  0 

 12.9 13  32.7 16  14.6 7   
 0 2.0 1  0 

 4.0 4  14.3 7  10.4 5   
 0 2.0 1  0 

 4.0 4  0 0  0 2.0 1  0 
COVID-19 3.0 3  14.3 7  16.7 8   0 2.0 1  0 

 2.0 2  0 0  0 2.0 1  0 

 2.0 2  0 0  
 0 2.0 1  0 

 

1.0 1  0 0  0 2.0 1  0 

 1.0 1  4.1 2  0  0 2.0 1  0 

 1.0 1  2.0 1  4.2 2   0 2.0 1  0 

 1.0 1  2.0 1  4.2 2   0 2.0 1  0 
 1.0 1  0 4.2 2   0 2.0 1  0 

 1.0 1  0 4.2 2   0 2.0 1  0 

 1.0 1  0 2.1 1   
 0 0 4.2 2  

 1.0 1  0 0  0 0 4.2 2  

 1.0 1  0 0  
 0 0 2.1 1  

 1.0 1  0 0  0 0 2.1 1  
 1.0 1  0 0  0 0 2.1 1  

 1.0 1  0 0  0 0 2.1 1  
 0 6.1 3  4.2 2   0 0 2.1 1  

 
0 4.1 2  0  0 0 2.1 1  

 0 2.0 1  4.2 2   
 0 0 2.1 1  

 0 2.0 1  2.1 1   0 0 2.1 1  
 0 2.0 1  2.1 1   0 0 2.1 1  

 
 0 2.0 1  2.1 1  

% MedDRA/J ver. 27.1 
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7.R.3.6  

 
CD 15 5
20.0% 1/5 1

CD 2025 5 31
21 42

3 2 8 16
2  

 
 

 
 
7.R.4  

 
CD 5-ASA

  
7  8 3 31  

7
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7.R.2 7.R.3
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CD 7.R.2
7.R.3
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7.R.5  
7.R.5.1  

 
CD CD 28

40 kg CD CD
28 IV Q12W

Q8W SC III CRD3004 40 kg
CD CD 28

11 250 mg/m2 IV 60 mg/m2

Q12W Q8W SC CRD3004  
 

28 CD  
   

55 kg  260 mg 
90 mg 55 kg 85 kg  390 mg 

85 kg  520 mg 

 
40 kg CD 250 mg/m2

40 kg 260 mg CRD3004
40 kg 260 mg

29 30 31 40 kg
260 mg 8

8 26.3% CRD3001
CRD3002 12.9%

40 kg 260 mg

MedDRA/J SOC
CRD3004 40 kg

260 mg 40 kg 260 mg
40 kg

40 kg CD
250 mg/m2 260 mg  

 

 
11 CD C0743T26 CRD3001 CRD3002 CRD3003 CD

CNTO1275CRD1001 1,717 44 1,673
14,362 237 14,125 CD

NONMEM Version 7 CD 2-
CL TNF failure

CRP V2 Q V3
9 mg/kg 2 mg/kg Q8W

30 kg AUC0-8 weeks AUCss

40 kg 250 mg/m2 60 mg/m2 Q8W
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29 μg/mL  
  0 a  3  6  8  

40 kg  
260 mg  141.6±23.0 

10  
19.6±7.4 

10  
5.3±3.5 

9  
2.2±2.1 

10  

260 mg  119.8±34.4 
19  

19.5±8.9 
19  

5.9±3.7 
16  

3.6±2.2 
16  

40 kg  6 mg/kg 99.8±24.4 
69  

18.6±9.1 
66  

8.1±5.5 
63  

4.5±3.9 
62  

±  
a 1  

 
30  

  8  
 

8  
 

40 kg  260 mg  60.0 6/10  80.0 8/10  
260 mg  26.3 5/19   68.4 13/19  

40 kg  6 mg/kg  50.0 36/72   88.9 64/72  
% /  

 
31 CRD3004  

 40 kg  40 kg  

 260 mg  
10  

260 mg  
19  

6 mg/kg 
72  

 60.0 6   73.7 14  59.7 43  
 0 15.8 3  6.9 5  

 0 0 4.2 3  
 0 0 1.4 1  

 0  5.3 1  2.8 2  
 0 0 2.8 2  

 10.0 1  47.4 9  27.8 20  
%  

 
CRD3004 32

7.R.2 7.R.3
8

52 Q8W Q12W
Q12W Q8W Q12W

32
 

 
32 CD  

   
40 kg  250 mg/m2 IV 60 mg/m2 Q12W 

40 kg 55 kg  260 mg IV 
Q12W 55 kg 85 kg  390 mg IV 

85 kg  520 mg IV 

 
CRD3004 13 Q8W

5 Q12W 2 Q8W 3 Q8W
52 Q12W Q8W

100% 2/2 Q8W Q8W 33.3% 1/3
Q12W Q8W

Q12W Q8W
7.R.3.2 Q8W Q8W 3

1 1
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Q12W Q8W
8

8
16

 
 

CRD3004 7.R.2 7.R.3
32

Q12W Q8W
 

 Q12W Q8W
 

 Q8W Q12W Q12W Q8W
 

 16

 
 

7.R.5.2 CD  
CD  

CRD3004
CD

5-ASA
CRD3004 5-ASA

33 34 35 5-ASA
19 22

5-ASA
 

 
33 5- CRD3004  

 5-  5-  
    
 

32  
Q12W  

16  
Q8W  

16  
 

69  
Q12W  

33  
Q8W  

32  
  50.0 16   100 16   81.3 13   68.1 47  84.8 28  84.4 27  

  3.1 1  0 0 10.1 7  6.1 2  3.1 1  
 0 18.8 3  25.0 4   4.3 3  9.1 3  9.4 3  

 0 0 0  1.4 1  0 0 
 0 12.5 2   6.3 1   4.3 3  3.0 1  3.1 1  

 0 0 0  2.9 2  0 0 
 28.1 9   81.3 13  56.3 9   30.4 21  57.6 19  62.5 20  

%  
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34 CRD3004  
   

    
 

25  
Q12W  

10  
Q8W  

13  
 

76  
Q12W  

39  
Q8W  

35  
  64.0 16   100 10   76.9 10  61.8 47  87.2 34   85.7 30  

  8.0 2  0 0 7.9 6  5.1 2   2.9 1  
  8.0 2  30.0 3  15.4 2  1.3 1  7.7 3  14.3 5  

  4.0 1  0 0 0 0 0 
  4.0 1  10.0 1  0 2.6 2  5.1 2   5.7 2  

  4.0 1  0 0 1.3 1  0 0 
 20.0 5  80.0 8  61.5 8  32.9 25  61.5 24   60.0 21  

%  
 

35 CRD3004  
   

    
 

43  
Q12W  

23  
Q8W  

18  
 

58  
Q12W  

26  
Q8W  

30  
 65.1 28  91.3 21   88.9 16  60.3 35   88.5 23   80.0 24  

 9.3 4  8.7 2  0 6.9 4  0  3.3 1  
 2.3 1  8.7 2  16.7 3  3.4 2  15.4 4  13.3 4  

 0 0 0 1.7 1  0 0 
 2.3 1  4.3 1   5.6 1  3.4 2   7.7 2   3.3 1  

 0 0 0 3.4 2  0 0 
 32.6 14  69.6 16   61.1 11  27.6 16   61.5 16   60.0 18  

%  
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CD CD

 
 

 
CD

 
 



 

28 

8.  
8.1  

 
 
8.2 GCP  

CTD 5.3.5.1.1 GCP
 

 
9. 1  

45 mg CD
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2  
 

8 7 15  
 

 
 130 mg 45 mg 45 mg

 
  
  
 7 9 5  

 
 

 
 

 
1.  

20 12 25 20 8  
 
1.1  

1 7.R.2 7.R.3 
 

 
1.2  

1 7.R.5
 

 40 kg CD 250 mg/m2

260 mg  
 

 
40 kg 250 mg/m2

40 kg 1.04 m2

40 kg 260 mg
40 kg 250 mg/m2

 
 40 kg 250 mg/m2

40 kg 1.04 m2

260 mg  
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 40 kg 1.04 m2 40 kg
 

CRD3004 40 kg 40 kg
1.04 m2

40 kg 260 mg 40 kg
1.04 m2 260 mg

40 kg 1.04 m2

 
 

 

 
 

 
130 mg 

 
 

 
 

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

 
 

 
2

 
 

40 kg 250 mg/m2  
40 kg 55 kg 260 mg 
55 kg 85 kg 390 mg 
85 kg 520 mg 

 
45 mg 45 mg  

 
 

8
90 mg 12 90 mg

8  
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8 2

40 kg 60 mg/m2 40 kg
90 mg 12 40 kg 60 mg/m2 40 kg

90 mg 8  
 

 
 

130 mg 
 8

 
  

 
45 mg 45 mg  

 
  

 
 8

 
 8

8 16

 
 2

 
 

 
1.3  

1 7.R.6 
 

36
37
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36  
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2.  

10  
 

 
130 mg

 
 

 
45 mg 45 mg

 
 

 

 
 

130 mg
 

 

 
 

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



 

33 

 
 

2
 

 
40 kg 250 mg/m2  
40 kg 55 kg 260 mg 
55 kg 85 kg 390 mg 
85 kg 520 mg 

 
45 mg 45 mg  

 
1 45 mg

4 12 1 90 mg
 

 
 

8
90 mg 12 90 mg

8  
 

 
8 2

40kg 60 mg/m2 40 kg
90 mg 12 40 kg 60 mg/m2 40 kg

90 mg 8  
 

 
 

 
 



 

i 

 
 

   
5-ASA 5-Aminosalicylate acid 5-  

AUC Area under the concentration-versus-
time curve  

AUCss  AUC 
AUCweekI0-I8  0 8 AUC 
CD Crohn’s disease  
CDAI Crohn’s disease activity index  
CL Clearance  
COVID-19 Coronavirus disease  SARS-CoV-2  
CRD3001

  CNTO1275CRD3001  

CRD3002
  CNTO1275CRD3002  

CRD3003
  CNTO1275CRD3003  

CRD3004
  CNTO1275CRD3004  

CTD Common technical document  
CRP C-reactive protein C  
Ctrough Trough serum concentration  
Ctrough,ss  Ctrough 
FAS Full analysis set  
IFN Interferon  
Ht Hematocrit  
IL Interleukin  
IV Intravenous  

MedDRA/J Medical Dictionary for Regulatory 
Activities Japanese version ICH  

6-MP 6-Mercaptopurine 6-  
MTX Methotrexate  

PCDAI Pediatric Crohn’s disease activity 
index  

Q Inter-compartmental clearance  
Q12W Once every 12 weeks 12  
Q8W Once every 8 weeks 8  
SC Subcutaneous  

SES-CD Simple Endoscopic Score for Crohn's 
Disease  

sPCDAI Short pediatric Crohn’s Disease 
Activity Index  

TNF Tumor Necrosis Factor  

V2 Volume of distribution of the central 
compartment  

V3 Volume of distribution of the 
peripheral compartment  

   
   

 


