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100 mg  
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23 15 

200 mg SC Q4W 100 mg SC 
Q8W SC

 

200 mg SC Q4W
SC

100 mg SC Q8W
SC 44

 

 
 

23 
16 

100 mg SC Q8W 188  
p <0.001 

b 5%

400 mg IV 200 
mg IV IV/ 200 mg IV

CMH 200 mg 
SC Q4W

100 mg SC Q8W
 

100 mg SC Q8W 188  
p -c  

b 5%

400 mg IV 200 
mg IV IV/ 200 mg IV

CMH  
c 200 mg SC Q4W

5%
200 mg 

SC Q4W 1
100 mg SC Q8W

5%

5%
100 mg SC Q8W

7.R.1.2  



 

 

    

 
28 12 

 7.R.1.2
 

100 mg SC Q8W

5%

 

9 200 mg SC 
Q4W

5%
200 mg SC Q4W 1

100 mg SC Q8W

5%

5%

200 mg SC Q4W

5%

5% 100 
mg SC Q8W

100 mg SC Q8W

100 
mg SC Q8W

95%
100 mg SC 

Q8W
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2

200 mg SC Q4W

5%

200 mg SC Q4W

100 mg SC 
Q8W

5%

100 mg SC Q8W
95%

30 27

SC 200 mg SC 
Q4W 100 mg SC Q8W

SC 200 mg SC 
Q4W 100 mg SC 
Q8W SC

32 6

ATAS
FAS

200 mg SC Q4W
100 mg SC Q8W

ATAS
FAS

200 mg SC Q4W
100 mg 

SC Q8W
5%

7.R.1.2



 

 

    
SC

SC

100 mg SC Q8W 200 mg 
SC Q4W

100 mg SC Q8W

 

 
34 3 

100 mg SC Q8W
ATAS FAS

100 mg SC 
Q8W 44

SC

200 mg SC Q4W
100 

mg SC Q8W SC

200 mg SC Q4W

UC 100 
mg SC Q8W

 

100 mg SC Q8W
5%

7.R.1.2 ATAS
FAS

100 mg SC Q8W
44

SC
200 mg SC 

Q4W
100 mg SC Q8W

SC
200 mg 

SC Q4W

100 
mg SC Q8W

100 mg SC Q8W

UC
100 mg SC Q8W

 

 
46 11 

UCO3001
200 mg SC Q4W 100 mg SC Q8W

 

UCO3001
200 mg SC Q4W

100 mg SC Q8W
7.R.1.2
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200 mg 200 mg 200 mg
100 mg  

 
 

6 4 25  
1 200 mg  
1 2.0 mL 200 mg
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6 12 12

200 mg 200 mg 200 mg
100 mg

6 4 25
1 200 mg
1 2.0 mL 200 mg

1 1.0 mL 100 mg

1

1 200 mg 4 8

16
1 100 mg 8 12

1 200 mg 4
1

1 100 mg 4 8

1 5 12 22
1222 5 1222 2
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1.
UC

26 10 21 393
97 UC

5- 5-ASA

JAK 5-ASA

5 6 3 31
5

Centocor Janssen Research and Development
IL -23 p19 IgG1

IL-23 IL-17A IL-17F IL-22 T17
IL-23 IL-23

100 mg 2018 3
1

2018 11

UC
200 mg 200 mg

200 mg 100 mg

2024 12 90
UC 2024 9 2024 4

2.

200 mg
200 mg 200 mg

100 mg
200 mg
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3.  
IL-23

100 mg 30 2 13
IL-23 Fcγ I CD64

IL-23  
 
3.1  
3.1.1 in vitro  
3.1.1.1 CD64 CTD 4.2.1.1.1  

0.012 27 μg/mL CD64
IFNγ

CD64 IFNγ CD64
 

 
3.1.1.2 CD64 IL-23 CTD 
4.2.1.1.2  

0.3 μg/mL CD64 2 Toll
IL-23 IL-23

CD64
IL-23

CD64 IL-23
 

 
3.R  

IL-23
UC  

 
4.  

100 mg 30
2 13  

 
5.  

100 mg 30
2 13  

 

 
2 IFNγ 6  
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6.
6.1

II/III CNTO1959UCO3001 1 mL 
PFS-U 100 mg/mL 3 200 mg

10 mg/mL 1 mL PFS-U 2 mL PFS-U 2 mL PFS-Y 100 mg/mL
4 5

II/III CNTO1959UCO3001 I CNTO1959CRD1002
ECLIA 0.01 μg/mL

100 mg 30 2 13
ECLIA

6.2
6.2.1 I CTD 5.3.3.1.1  CNTO1959CRD1002 2018 6 10

24 8 2 6

1
200 600 1,200 mg

24 18

1
AUC0-inf Cmax 200 600 mg

1,200 mg

1
Cmax

μg/mL
AUC0-inf

μg day/mL
t1/2

day
200 mg 6 71.6±7.97 798±152 18.4±2.5
600 mg 6 216±22.3 2,637±439 20.0±2.3

1,200 mg 6 369±35.3 5,136±905 18.7±2.1
±

50.0% 3/6 200 mg 66.7% 4/6
600 mg 50.0% 3/6 1,200 mg 16.7% 1/6
16.7% 1/6 200 mg 16.7% 1/6 600 mg 33.3% 2/6 1,200 mg

16.7% 1/6

3 1 mL PFS-U
4 1 mL PFS-U 2 mL PFS-U 2 mL PFS-Y
5 CNTO1959EDI1001 CTD 5.3.1.2.2 1 mL PFS-U 100 mg/mL 200 mg 10 mg/mL

200 mg CNTO1959CRD1003 CTD 5.3.1.2.1 1 mL PFS-
U 2 1 mL 2 mL PFS-U 1 2 mL 2 mL PFS-Y 1 2 mL 200 mg
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6.2.2 II/III CTD 5.3.5.1.1-1 2  CNTO1959UCO3001
2019 9 2022 2

UC

7.1.1
200 400 mg 4 1

12

200 mg 4
200 mg 4 6

0 12 1
Ctrough 2

2 UC μg/mL
0 4 8 12

200 mg 1
60.36±9.61

14
71.54±12.93

14
76.29±17.43

14

Ctrough
6.34±3.07

14
9.34±4.23

14
9.63±3.22

13

400 mg 1
115.47±20.90

17
131.58±35.79

17
137.64±33.96

17

Ctrough
14.65±5.79

17
20.29±7.73

17
22.79±8.50

15

200 mg 1
60.79±17.80

101
66.98±17.90

98
68.99±20.81

92

Ctrough
6.37±3.18

98
9.38±4.80

96
11.07±6.07

90

400 mg 1
114.68±26.53

107
131.85±37.87

103
137.81±41.65

103

Ctrough
13.00±5.87

103
19.02±9.03

105
20.92±10.40

93
±

200 mg 106 400 mg 110
12

6.2.3 II/III CTD 5.3.5.1.1-3  CNTO1959UCO3001 2019
9 2023 1

UC

7.1.2
200 mg 4 1

200 mg 4
200 mg 4 6

0 12 1

6



7

Ctrough 3

3 UC μg/mL
0 4 8 12

200 mg 1
64.27±11.04

35
69.76±16.26

35
72.39±16.75

34

Ctrough
7.45±3.08

35
9.40±4.77

34
11.62±6.02

34

200 mg 1
62.59±15.09

405
67.39±16.27

407
68.77±16.66

393

Ctrough
6.27±3.23

391
8.71±4.31

382
10.09±5.06

352
±

12 1.4% 6/428

6.2.4 II/III CTD 5.3.5.1.1-4  CNTO1959UCO3001 2019
9 2023 9

UC

7.1.3

12
24 4

200 mg 4 100 mg 8 7

24 200 mg 4
200 mg SC Q4W

12 4
9 8

200 mg 4
0 44

4 200 mg 4 100 mg 8
8 12

7 100 mg SC Q8W 4 8 0
8
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4 μg/mL a) 
  0 b  4 b  8 b  12 b  20 b  28 b  36 b  44 b  

 
 

c  14.15±7.27 
16  

4.40±3.34 
16  

1.64±1.36 
(16  

0.63±0.53 
15  

0.13±0.14 
12  

0.03±0.03 
10  

0.00±0.01 
9  

0.00±0.00 
9  

100 mg 
SC Q8W d  

16.19±7.96 
16  

5.15±3.18 
16  

5.26±2.20 
16  

1.68±0.75 
16  

1.48±0.73 
16  

1.33±0.48 
16  

1.21±0.65 
16  

1.63±1.00 
16  

200 mg 
SC Q4W d  

14.10±7.77 
26  

11.00±6.13 
26  

10.96±5.26 
26  

10.22±6.05 
26  

10.56±6.24 
24  

10.75±6.27 
26  

11.09±6.38 
26  

11.08±7.48 
25  

 
200 mg  

SC Q4W e  

9.39±3.51 
8  

10.40±4.99 
9  

9.32±3.89 
9  

9.30±4.17 
8  

9.72±5.54 
9  

11.27±5.41 
7  

10.71±4.89 
7  

9.69±5.60 
6  

 
 

c  12.01±7.30 
191  

3.72±3.06 
192  

1.44±1.66 
185  

0.56±0.62 
179  

0.11±0.14 
144  

0.02±0.04 
124  

0.00±0.02 
105  

0.04±0.36 
101  

100 mg 
SC Q8W d  

12.87±7.34 
191  

4.10±3.17 
189  

4.70±2.63 
180  

1.63±1.21 
174  

1.32±0.88 
153  

1.28±0.80 
150  

1.26±0.84 
144  

1.37±0.90 
144  

200 mg 
SC Q4W d  

12.61±7.52 
187  

10.13±5.28 
191  

9.52±4.49 
185  

9.48±4.98 
188  

9.98±5.04 
180  

10.30±5.29 
172  

10.16±5.43 
166  

10.66±6.01 
161  

 
200 mg  

SC Q4W e  

8.93±4.88 
120  

8.20±4.75 
119  

8.46±4.50 
113  

8.36±4.94 
114  

9.03±5.48 
105  

9.07±4.74 
97  

9.42±5.26 
96  

9.42±5.60 
89  

±  
a 200 mg SC Q4W  
b 0  
c 12  
d 12 24

100 mg SC Q8W 200 mg SC Q4W  
e 12 24

200 mg SC Q4W  
 

44 7.0% 14/200
100 mg SC Q8W 9.5% 19/199 200 mg SC Q4W 11.1% 22/199

200 mg SC Q4W 16.0% 20/125
44 7.1% 1/14

100 mg SC Q8W 5.6% 1/18 200 mg SC Q4W 18.2% 4/22
200 mg SC Q4W 30.0% 6/20  

 
6.2.5 CTD 5.3.3.5.1  

UC II/III CNTO1959UCO3001
859 10,115

NONMEM Version 7.4 2-
8 CL

CRP 9 V2 V3
mMayo 5

9 mMayo 4 UC 37
mMayo 4 UC

UC 200 mg 4

 
8 CL mMayo CRP

eGFR ALP AST ALT
ADT 6-

V2 V3
 

9 eGFR r=0.4 eGFR  
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12 200 mg 4 5
mMayo 4 5 9

5 UC
mMayo AUCweek 0-12

μg day/mL
12 Ctrough

μg/mL
AUCweek 40-44

μg day/mL
44 Ctrough

μg/mL
4 37 1,800±379 10.0±3.53 402±122 9.10±3.24

5-9 859 1,750±480 9.72±4.91 384±149 8.64±4.18
±

6.2.6 CTD 5.3.3.5.1
UC 200 400 mg 4 12 Ctrough

1
200 mg 400 mg

10 2
CL CL CL

200 mg 400 mg
CL 10

200 mg 400 mg

1 UC 12 ―
% /

10 CL t1/2 12 Ctrough

mMayo 5 9 CL t1/2 Ctrough

t1/2 CL Ctrough
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2 CL 12
% /

UC 100 mg 8 200 mg 4 44
Ctrough 3

11 Cave Ctrough CL t1/2

CL t1/2 Emax

12 Emax

4
UC 100 mg 8

200 mg 4 44

UC 44

11 44 CL
t1/2 CL t1/2

12 mMayo
CRP ADT
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3 UC 44 ―
% /

4
UC 44 Ctrough
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6.R

7

7.
UC II/III 1 6

6

II/III

CNTO
1959
UCO
3001 UC

II 12 24
IV 105 9

200 mg IV 101 12
400 mg IV 107 15

0 12
4

12

12 24 12

IV 200 mg
4

IV 200 mg 4

12

III 12 24
IV 280 25

200 mg IV 421 33

12

III 44
IV

12 IV 24

SC 190 14
100 mg SC Q8W 188 14
200 mg SC Q4W 190 24

4
100 mg 8
200 mg 4

44

SC Q4W
IV 12

114 12
4

200 mg SC Q4W
24

123 10
200 mg 4

7.1 II/III CTD 5.3.5.1.1-1 4 CNTO1959UCO3001 2019
9 2022 2 2019 9 2023 1 2019 9 2023 9

UC

II III III
5
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5 CNTO1959UCO3001

7
12 24

7

18
mMayo 8 4 9

1 8 2

6-
UC

TNFα

12 4
1 6

38
100 bpm

8.5 g/dL
20 cm

Clostridioides Clostridium difficile

mMayo 8
9
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8 mMayo
0
1 1 2
2 3 4
3 5
0
1
2
3
0
1
2
3

9
mMayo 30% 2

1 1
1
0 1

1

5% Geboes 
grading system

0

7.1.1 7.1.3

7.1.1 II
UC 7 150

390 13 200 mg 400 mg
27

141 61 6

13 UC CNTO1275UCO3001 UC II
I6T-MC-AMAC 12 30%

60% 5%
80% 50 150

390
130 90%
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6

IV 200 mg 200 mg IV 400 mg
400 mg IV 4 12

12 IV 200 mg
4 IV/ 200 mg IV 200 mg IV 400 mg IV

200 mg 4 IV/ 200 mg SC 14 24
24

12
328 IV 1 327

IV 108 9 200 mg IV 108 14 400 mg IV 111
17 ATAS ATSAS

mMayo 5 9 313 IV 105 9
200 mg IV 101 12 400 mg IV 107 15 FAS

FAS
12 150 15

IV 1 149 IV 49
6 200 mg IV 50 8 400 mg IV 50 9

14 IV/ 200 mg IV IV/ 200 mg SC

15 150
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ATAS 12 1.5% 5/327
IV 2 200 mg IV 2 400 mg IV 1

3 IV 1 200 mg IV 1 400 mg IV 1
2 IV 1 200 mg IV 1 FAS

12 1.6% 5/313 IV 2 200 mg IV 2
400 mg IV 1 ATAS
FAS 12 12 144

IV 66 5 200 mg IV 38 5 400 mg IV 40
6 24 3.5% 5/144 IV/ 200 mg IV 3
400mg IV/ 200mg SC 2 4 IV/ 200 mg 

IV 2 400mg IV/ 200mg SC 2 1 IV/
200 mg IV 1

12
FAS 10 200 mg IV 400 mg IV

IV 12
IV 26.5% 13/49 200 mg IV

64.0% 32/50 400 mg IV 56.0% 28/50

10 12 FAS
IV

105
200 mg IV
101

400 mg IV
107

27.6 29 61.4 62 60.7 65
IV 95%CI a 33.6 20.9, 46.3 33.1 20.8, 45.4

p b < 0.001 < 0.001
%

a ADT CMH
b 5% ADT

CMH Hochberg

IV 56.2% 59/105
200 mg IV 44.6% 45/101 400 mg IV 49.5% 53/107 IV/ 200 mg 

IV 51.5% 34/66 IV/ 200 mg SC 42.3% 33/78
IV 19.0% 20/105 200 mg IV 12.9% 13/101 400 mg IV

11.2% 12/107 IV/ 200 mg IV 13.6% 9/66 IV/ 200 mg SC
14.1% 11/78 3% 11

2 12
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11 3%  

 IV  
105  

200 mg IV  
101  

400 mg IV  
107  

IV/ 
200 mg IV a  

66  

IV/ 
200 mg SC b  

78  
 12  12  12  12  12  
 56.2 59  44.6 45  49.5 53  51.5 34  42.3 33  

 9.5 10  6.9 7  7.5 8  6.1 4  3.8 3  
 6.7 7  3.0 3  5.6 6  3.0 2  3.8 3  

 6.7 7  1.0 1  3.7 4  4.5 3  5.1 4  
 1.9 2  2.0 2  3.7 4  1.5 1  1.3 1  

 1.9 2  4.0 4  2.8 3  0 0 
COVID-19 3.8 4  5.9 6  1.9 2  1.5 1  1.3 1  

 4.8 5  1.0 1  1.9 2  0 0 
 3.8 4  2.0 2  0.9 1  0 1.3 1  

 0 1.0 1  0.9 1  4.5 3  0 
MedDRA/J ver. 24.1 %  
a 12 IV 12 200 mg IV  
b 12 200 400 mg IV 12 200 mg SC  

 
12 2  

 IV  
105  

200 mg IV  
101  

400 mg IV  
107  

IV/ 
200 mg IV a  

66  

IV/ 
200 mg SC b  

78  
 12  12  12  12  12  
 19.0 20  12.9 13  11.2 12  13.6 9  14.1 11  

 1.0 1  1.0 1  1.9 2  1.5 1  0 
 1.0 1  0 1.9 2  0 0 

 0 0 1.9 2  0 1.3 1  
 1.9 2  1.0 1  0.9 1  0 0 

 1.9 2  2.0 2  0.9 1  1.5 1  0 
 0 3.0 3  0.9 1  0 0 
 0 2.0 2  0 0 0 

 1.9 2  0 0 0 0 
MedDRA/J ver. 24.1 %  
a 12 IV 12 200 mg IV  
b 12 200 400 mg IV 12 200 mg SC  
 

IV 6.7% 7/105 4
1 200 mg IV 1.0% 1/101 400 mg 

IV 2.8% 3/107 1 IV/ 200 mg IV
3.0% 2/66 1 IV/ 200 mg SC 3.8% 3/78

2 1
400 mg IV 1 IV/ 200 mg IV 1

 
IV 2.9% 3/105 2 1

200 mg IV 1.0% 1/101 IV/ 200 mg IV 3.0% 2/66
1 IV/

200 mg SC 2.6% 2/78 1
400 mg IV IV 1

200 mg IV 1 IV/ 200 mg IV 1
 

 
IV 66.7% 6/9 200 mg IV

41.7% 5/12 400 mg IV 53.3% 8/15 IV/ 200 mg IV 80.0%
4/5 IV/ 200 mg SC 54.5% 6/11 IV
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22.2% 2/9 200 mg IV 8.3% 1/12 400 mg IV 13.3% 2/15
IV/ 200 mg IV 20.0% 1/5 IV/ 200 mg SC 27.3% 3/11

2 400 mg IV 2
IV 1 400 mg IV 1 IV/ 200 mg SC 3 200 mg 

IV 2 400 mg IV 6.7% 1/15
IV/ 200 mg SC 9.1% 1/11

7.1.2 III
UC 560 16

32 240
69 7

7

7.1.1 200 mg
400 mg IV

7.1.1

16 12 UC
CNTO1275UCO3001 UC II I6T-MC-AMAC
8% 20% 5% 90%

= 2 : 3 148 222
1,000 560
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736 IV 1 735
IV 295 26 200 mg IV 440 35 ATAS ATSAS

mMayo 5 9 701 IV 280
25 200 mg IV 421 33 FAS

FAS ATAS 12
4.6% 34/735 IV 25 200 mg IV 9

25 IV 17 200 mg IV 8 2 IV 2
7 IV 6 200 mg IV 1 FAS

12 4.6% 32/701 IV 23 200 mg 
IV 9 24 IV 16 200 mg IV
8 2 IV 2 6 IV 5 200 mg IV
1

FAS 12 12 290
IV/ 200 mg IV 165 15 IV/ 200 mg SC 125 10

24 6.9% 20/290 IV/ 200 mg IV 9 IV/
200 mg SC 11 10 IV/ 200 mg IV 4

IV/ 200 mg SC 6 IV/ 200 mg IV 1 IV/
200 mg SC 3 1 IV/ 200 mg SC 1
4 IV/ 200 mg IV 3 IV/ 200 mg SC 1 1
IV/ 200 mg IV 1

12 FAS
13 200 mg IV IV

13 12 FAS
IV

280
200 mg IV
421

7.9 22 22.6 95
IV 95%CI a 14.9 9.9, 19.9

p b <0.001
%

a ADT
CMH

b 5% ADT
CMH

IV 49.3% 138/280
200 mg IV 49.4% 208/421 IV/ 200 mg IV 39.4% 65/165

IV/ 200 mg SC 44.8 56/125 IV 8.2% 23/280
200 mg IV 12.8% 54/421 IV/ 200 mg IV 7.3% 12/165 IV/
200 mg SC 6.4% 8/125 3%

14 2 15
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14 3%

IV
280

200 mg IV
421

IV/
200 mg IV a

165

IV/
200 mg SC b

125
12 12 12 12
49.3 138 49.4 208 39.4 65 44.8 56

COVID-19 4.3 12 5.0 21 7.3 12 7.2 9
6.8 19 5.0 21 2.4 4 4.8 6
2.5 7 1.4 6 3.0 5 2.4 3
2.9 8 3.1 13 0.6 1 0
8.2 23 2.6 11 4.8 8 6.4 8

MedDRA/J ver. 24.1 %
a 12 IV 12 200 mg IV
b 12 200 mg IV 12 200 mg SC

15 2
IV

280
200 mg IV
421

IV/
200 mg IV a

165

IV/
200 mg SC b

125
12 12 12 12
8.2 23 12.8 54 7.3 12 6.4 8
1.1 3 1.2 5 0 0
0.4 1 1.2 5 0 0.8 1
0.7 2 1.0 4 0.6 1 0.8 1
0.7 2 1.0 4 0 0

0 0.7 3 0.6 1 0.8 1
0 0.7 3 0.6 1 0.8 1

γ-GT 0 0.7 3 0 0
1.1 3 0.5 2 0.6 1 0.8 1
0.4 1 0.5 2 0 0

0 0.5 2 0.6 1 0
0 0.5 2 0.6 1 0
0 0.5 2 0 0

1.1 3 0.2 1 0.6 1 0.8 1
0.7 2 0 0 0

0 0 1.2 2 0
MedDRA/J ver. 24.1 %
a 12 IV 12 200 mg IV
b 12 200 mg IV 12 200 mg SC

3 IV 2 1 200 mg IV 1
17 IV 7.1% 20/280 14

1 200 mg IV 2.9% 12/421
6 2

1 IV/ 200 mg IV 1.8% 3/165
1 IV/ 200 mg SC 2.4% 3/125

1
IV 3 1 200 mg IV

1 IV/ 200 mg IV
1

IV 3.9% 11/280 9
1 200 mg IV 1.7% 7/421 2

1

17 5 35
6
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IV/ 200 mg IV 4.2% 7/165 3 2
1 IV/ 200 mg SC 4.0% 5/125 3

1 IV 1
200 mg IV 1

IV/ 200 mg IV 1 IV/ 200 mg SC 1

IV 44.0% 11/25 200 mg 
IV 36.4% 12/33 IV/ 200 mg IV 53.3% 8/15 IV/ 200 mg SC

40.0% 4/10 IV 4.0% 1/25 200 mg IV 6.1%
2/33 IV 4.0% 1/25

200 mg IV 6.1% 2/33 1
IV/ 200 mg IV 6.7% 1/15 IV/ 200 mg IV 1

IV 4.0% 1/25

7.1.3 III
UC 484 18

32 254 46 8

18 44 UC
CNTO1275UCO3001 25% 45% 5%
90% 118 354 90%

484
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8

200 mg 400 mg IV 12
/ 200 mg IV 24

SC 100 mg 100 mg SC Q8W 200 mg 200 mg SC Q4W
4 100 mg SC Q8W 100 mg 4

40 4 32
9 200 mg SC Q4W 1

200 mg SC Q4W
IV 12 4 40

SC IV/ 200 mg SC 24
200 mg 4 40 200 mg SC Q4W

846 599 SC 201
16 100 mg SC Q8W 199 16 200 mg SC Q4W 199

26 1 ATAS ATSAS
mMayo 5 9 568

SC 190 14 100 mg SC Q8W 188 14 200 mg SC Q4W
190 24 FAS FAS

100 mg SC Q8W 2 100 mg
4 SC

SC 192 14 100 mg SC Q8W 186 14
200 mg SC Q4W 190 24 SC 122

12 200 mg SC Q4W 125 10
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mMayo 5 9 1
114 12 123 10 FAS

ATAS 5.3% 32/599 SC 9 100 mg SC Q8W
10 200 mg SC Q4W 13 26
SC 7 100 mg SC Q8W 9 200 mg SC Q4W 10 2

1 100 mg SC Q8W 1 4 SC 1 200 mg SC Q4W
3 FAS 5.6% 32/568 SC 9 100 mg 
SC Q8W 10 200 mg SC Q4W 13 ATAS

SC 11.4% 13/114
12 1 200 mg SC Q4W

7.3% 9/123 7 1 1

44 FAS
16 200 mg SC Q4W 100 mg SC Q8W SC

16 44 FAS
SC

190
100 mg SC Q8W

188
200 mg SC Q4W

190
18.9 36 45.2 85 50.0 95

SC 95%CI a 25.2 16.4, 33.9 29.5 20.9, 38.1
p b < 0.001 < 0.001

%
a 400 mg IV 200 mg IV

IV/ 200 mg IV CMH
b 5% 400 mg IV

200 mg IV IV/ 200 mg IV CMH 200 mg SC Q4W
100 mg SC Q8W

SC 68.2% 131/192
100 mg SC Q8W 64.5% 120/186 200 mg SC Q4W 70.0% 133/190

SC 14.1% 27/192 100 mg SC Q8W 16.1% 30/186
200 mg SC Q4W 23.2% 44/190 3%

17 2 18
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17 3%  

 
 

SC a  
192  

100 mg 
SC Q8W a  

186  

200 mg 
SC Q4W  

190  
 68.2 131  64.5 120  70.0 133  

 29.7 57  9.1 17  13.2 25  
COVID-19 14.1 27  12.9 24  9.5 18  

 6.8 13  4.3 8  7.9 15  
 4.2 8  3.2 6  6.8 13  

 2.6 5  3.8 7  4.7 9  
 6.3 12  3.8 7  4.2 8  

 4.7 9  4.3 8  3.7 7  
 2.1 4  2.7 5  3.7 7  

 0 0 3.7 7  
 2.6 5  2.2 4  3.2 6  
 3.1 6  0.5 1  1.1 2  
 2.6 5  4.3 8  1.1 2  

MedDRA/J ver. 24.1 %  
a 200 mg SC Q4W  

 
18 2  

 
 

SC a  
192  

100 mg 
SC Q8W a  

186  

200 mg 
SC Q4W  

190  
 14.1 27  16.1 30  23.2 44  

 0 0 3.2 6  
 2.6 5  0.5 1  2.6 5  

 0 0 2.1 4  
 0.5 1  0 2.1 4  

 0.5 1  0.5 1  1.6 3  
 0 0.5 1  1.6 3  

 1.0 2  0 1.1 2  
 0.5 1  0 1.1 2  

γ-GT  0 0 1.1 2  
 0.5 1  1.6 3  0.5 1  

 0 1.6 3  0.5 1  
 0 1.1 2  0.5 1  

 0 1.1 2  0.5 1  
 1.0 2  0 0.5 1  

 1.0 2  0 0.5 1  
 1.0 2  0.5 1  0 

MedDRA/J ver. 24.1 %  
a 200 mg SC Q4W  

 
SC 0.5% 1/192 100 mg 

SC Q8W 2.7% 5/186 1
200 mg SC Q4W 6.3% 12/190 2

1
SC 1 100 mg SC Q8W 1

200 mg SC Q4W 1  
SC 6.8% 13/192 9 2

1 100 mg SC Q8W 3.8% 7/186 3
1 200 mg SC Q4W 2.6% 5/190

3 1 SC 1
100 mg SC Q8W 1 200 mg SC Q4W 1
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SC
72.8% 83/114 200 mg SC Q4W 78.0% 96/123

SC 19.3% 22/114 200 mg SC Q4W 17.9% 22/123
3% 19 2

20

19 3%

SC
114

200 mg SC Q4W
123

72.8 83 78.0 96
22.8 26 17.9 22

COVID-19 14.0 16 17.9 22
2.6 3 6.5 8
7.9 9 5.7 7
4.4 5 4.9 6
1.8 2 4.9 6
3.5 4 4.1 5
1.8 2 4.1 5

0 4.1 5
6.1 7 3.3 4

0 3.3 4
3.5 4 1.6 2
3.5 4 1.6 2

MedDRA/J ver. 24.1 %

20 2

SC
114

200 mg SC Q4W
123

19.3 22 17.9 22
5.3 6 4.9 6

0 1.6 2
0 1.6 2
0 1.6 2

1.8 2 0.8 1
1.8 2 0
1.8 2 0

MedDRA/J ver. 24.1 %

SC 11.4% 13/114 2
COVID-19

1 200 mg SC Q4W
5.7% 7/123 2

1 SC
1 200 mg SC Q4W 1

SC 9.6% 11/114 10
1 200 mg SC Q4W 4.1% 5/123 2

1
SC 4 200 mg SC Q4W

1 SC 3
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SC
85.7% 12/14 100 mg SC Q8W 57.1% 8/14 200 mg SC Q4W 87.5% 21/24

SC 7.1% 1/14 100 mg SC Q8W 7.1% 1/14
200 mg SC Q4W 25.0% 6/24 2

21 2
SC 7.1% 1/14 1 200 mg SC Q4W 8.3% 2/24

1 100 mg SC Q8W
SC 21.4% 3/14 3

100 mg SC Q8W 200 mg SC Q4W

21 2

SC a

14

100 mg
SC Q8W a

14

200 mg
SC Q4W

24
85.7 12 57.1 8 87.5 21
14.3 2 14.3 2 25.0 6
7.1 1 14.3 2 8.3 2

COVID-19 14.3 2 0 8.3 2
7.1 1 0 8.3 2

0 0 8.3 2
0 0 8.3 2

35.7 5 0 4.2 1
7.1 1 0 4.2 1

0 14.3 2 0
MedDRA/J ver. 24.1 %
a 200 mg SC Q4W

SC 83.3% 10/12
200 mg SC Q4W 90.0% 9/10 SC 16.7%

2/12 200 mg SC Q4W 20.0% 2/10 2
22 2

SC 16.7% 2/12 1
200 mg SC Q4W

SC 8.3% 1/12
200 mg SC Q4W 10.0% 1/10

22 2

SC
12

200 mg SC Q4W
10

83.3 10 90.0 9
16.7 2 30.0 3
8.3 1 20.0 2
8.3 1 20.0 2
8.3 1 20.0 2

MedDRA/J ver. 24.1 %
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7.R
7.R.1 II/III CNTO1959UCO3001 UCO3001

7.R.1.1 UCO3001
UCO3001 mMayo 4 9 UC mMayo

mMayo 4
mMayo 5 9

UCO3001 7 mMayo 4 9
FDA UCO3001 mMayo

UC 5 9
4 5

9 mMayo 5 9
UCO3001 mMayo

mMayo 4
mMayo 1

2
mMayo mMayo 4 9

mMayo 4 5 9

mMayo 4 UC 5%
950 1,000 mMayo 4 9

UCO3001 mMayo 5 9 FAS FAS
7.R.2.1.2 7.R.2.2.2

mMayo 5 9
mMayo 4 5% FAS

FAS

UCO3001 mMayo 4 9 mMayo
5 9

mMayo 4 5% mMayo 5 9

mMayo 4 5 9 mMayo 5
9

mMayo 4
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1 2

ATAS ATAS

mMayo 5 9 FAS FAS

UCO3001 ATAS ATAS
FAS FAS

UCO3001 UCO3001 mMayo 4
ATSAS

ATSAS

7.R.2
7.R.1.1 UCO3001

mMayo 4 9 ATAS ATAS
mMayo 5 9

FAS FAS
7.R.2.1 7.R.2.2 UC

7.R.2.1
7.R.2.1.1 III

UCO3001 12

12 23
ATAS FAS IV 200 mg IV

ATAS FAS

23 12

IV 200 mg IV IV 200 mg IV
FAS

7.9 22/280 22.6 95/421 8.0 2/25 27.3 9/33
IV 95%CI a 14.9 9.9, 19.9 18.0 2.4, 33.6

ATAS
8.5 25/295 24.1 106/440 7.7 2/26 28.6 10/35

IV 95%CI a 15.6 10.6, 20.6 19.4 4.2, 34.7
% /

a ADT CMH

12 12
12 12

9 24 ATAS FAS
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IV 200 mg IV
ATAS FAS

24

IV 200 mg IV IV 200 mg IV
12

FAS
27.9 78/280 61.5 259/421 28.0 7/25 63.6 21/33

IV
95%CI a 33.8 26.9, 40.7 36.5 14.3, 58.8

ATAS
27.8 82/295 62.0 273/440 26.9 7/26 65.7 23/35

IV
95%CI a 34.2 27.5, 41.0 39.5 18.0, 61.0

12

FAS
11.1 31/280 26.8 113/421 8.0 2/25 27.3 9/33

IV
95%CI a 16.0 10.5, 21.4 18.0 2.4, 33.6

ATAS
11.5 34/295 28.4 125/440 7.7 2/26 28.6 10/35

IV
95%CI a 16.9 11.5, 22.3 19.4 4.2, 34.7

12

FAS
7.5 21/280 23.5 99/421 8.0 2/25 27.3 9/33

IV
95%CI a 16.2 11.1, 21.2 18.0 2.4, 33.6

ATAS
8.1 24/295 24.5 108/440 7.7 2/26 28.6 10/35

IV
95%CI a 16.4 11.4, 21.4 19.4 4.2, 34.7

12

FAS
5.0 14/280 15.0 63/421 8.0 2/25 18.2 6/33

IV
95%CI a 10.1 5.9, 14.3 7.6 -5.9, 21.0

ATAS
5.1 15/295 15.9 70/440 7.7 2/26 20.0 7/35

IV
95%CI a 10.8 6.7, 15.0 9.8 -3.6, 23.2

% / 9
a ADT CMH

ATAS FAS 200 mg IV
UC

7.R.2.1.2
UCO3001 12

12 25
ATAS FAS 200 mg IV

IV
200 mg IV

25 12
FAS ATAS

IV
280

200 mg IV
421

IV
295

200 mg IV
440

7.5 12/161 19.3 46/238 8.2 14/171 20.6 50/243
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8.4 10/119 26.8 49/183 8.9 11/124 28.4 56/197
39 8.6 13/152 26.8 57/213 9.5 15/158 28.6 63/220
39 7.0 9/128 18.3 38/208 7.3 10/137 19.5 43/220

UC
5 9.5 13/137 26.4 51/193 10.4 15/144 28.6 58/203

5 15 7.0 8/114 20.1 35/174 7.5 9/120 21.1 38/180
15 3.4 10/29 16.7 9/54 3.2 1/31 17.5 10/57

7.5 10/133 24.0 56/233 7.6 11/144 25.5 62/243
8.2 12/147 20.7 39/188 9.3 14/151 22.3 44/197

Mayo
6 10 7.4 17/229 23.4 81/346 8.3 20/240 25.2 91/361

10 9.8 5/51 18.7 14/75 9.8 5/51 18.7 14/75
2 11.0 11/100 38.4 48/125 12.3 14/114 40.4 57/141
3 6.1 11/180 15.9 47/296 6.1 11/181 16.4 49/299

5.6 9/160 23.0 55/239 6.0 10/167 24.6 62/252
10.8 13/120 22.0 40/182 11.7 15/128 23.4 44/188

a
7.5 17/226 21.3 70/329 8.4 20/239 22.5 77/342
9.3 5/54 27.2 25/92 8.9 5/56 29.6 29/98

ADTb 11.7 16/137 31.7 64/202 11.9 17/143 34.0 73/215
Non-failure 11.8 17/144 32.4 69/213 12.0 18/150 34.5 78/226

Failure 3.7 5/136 12.5 26/208 4.8 7/145 13.1 28/214
% /

a 6-
b TNFα

7.R.2.1.1 7.R.2.1.2
UCO3001 12 ATAS

FAS IV 200 mg IV
ATAS FAS 23 mMayo 4

ATAS FAS IV 200 mg IV

ATAS FAS
ATAS FAS IV 200 mg IV

ATAS 200 mg 
IV 7.R.1.1

FAS 200 mg IV
UC

200 mg IV

UC 200 mg IV

7.R.2.2
7.R.2.2.1

UCO3001 44

44 26
ATAS FAS SC

200 mg SC Q4W 100 mg SC Q8W
ATAS FAS
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26 44

SC
100 mg

SC Q8W
200 mg

SC Q4W SC
100 mg

SC Q8W
200 mg

SC Q4W
FAS

18.9
36/190

45.2
85/188

50.0
95/190 21.4 3/14 50.0 7/14 50.0 12/24

SC
95%CI a

25.2
16.4, 33.9

29.5
20.9, 38.1

41.9
14.5, 69.3

30.5
6.3, 54.6

ATAS
18.4

37/201
45.2

90/199
49.2

98/199
18.8
3/16

50.0
8/16

50.0
13/26

SC
95%CI a

26.1
17.7, 34.6

29.7
21.3, 38.1

39.3
13.6, 65.0

33.6
11.1, 56.2

% /
a 400 mg IV 200 mg IV

IV/ 200 mg IV CMH

44 44
44 44

27 ATAS FAS
SC 100 mg SC Q8W 200 mg 

SC Q4W
ATAS FAS
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27

SC
100 mg

SC Q8W
200 mg

SC Q4W SC
100 mg

SC Q8W
200 mg

SC Q4W
44

FAS

18.9 36/190 49.5 93/188 51.6 98/190 21.4 3/14 57.1 8/14 50.0 12/24
SC

95%CI a
29.5

20.7, 38.3
31.1

22.5, 39.8
46.5

18.9, 74.2
30.5

6.3, 54.6

ATAS

18.4 37/201 49.2 98/199 51.3 102/199 18.8 3/16 56.3 9/16 50.0 13/26
SC

95%CI a
30.3

21.7, 38.8
31.7

23.3, 40.1
42.7

17.0, 68.5
33.6

11.1, 56.2
44

FAS

18.4 35/190 45.2 85/188 48.9 93/190 21.4 3/14 50.0 7/14 50.0 12/24
SC

95%CI a
25.7

17.0, 34.5
29.0

20.5, 37.6
41.9

14.5, 69.3
30.5

6.3, 54.6

ATAS

17.9 36/201 45.2 90/199 48.2 96/199 18.8 3/16 50.0 8/16 50.0 13/26
SC

95%CI a
26.7

18.2, 35.1
29.2

20.8, 37.6
39.3

13.6, 65.0
33.6

11.1, 56.2
44

FAS

16.8 32/190 43.6 82/188 47.9 91/190 14.3 2/14 57.1 8/14 50.0 12/24
SC

95%CI a
25.7

17.1, 34.3
29.6

21.1, 38.0
53.5

27.2, 79.8
36.7

13.8, 59.6

ATAS

16.4 33/201 43.2 86/199 47.7 95/199 12.5 2/16 56.3 9/16 50.0 13/26
SC

95%CI a
26.1

17.7, 34.4
30.2

21.9, 38.4
49.6

25.3, 73.9
39.0

17.4, 60.6
44

FAS

15.3 29/190 34.6 65/188 33.7 64/190 7.1 1/14 50.0 7/14 29.2 7/24
SC

95%CI a
18.5

10.2, 26.8
16.8

9.0, 24.7
46.5

21.6, 71.4
23.9

4.2, 43.7

ATAS

14.9 30/201 35.2 70/199 33.7 67/199 6.3 1/16 50.0 8/16 30.8 8/26
SC

95%CI a
19.8

11.7, 27.8
17.5

9.8, 25.2
44.4

22.5, 66.4
28.4

9.0, 47.8
% / 9

a 400 mg IV 200 mg IV IV/
200 mg IV CMH

ATAS FAS
200 mg SC Q4W 100 mg SC Q8W UC

7.R.2.2.2
UCO3001 44

44 28
ATAS FAS

100 mg SC Q8W 200 mg SC Q4W SC
100 mg SC Q8W 200 mg SC Q4W

28 44
FAS ATAS

SC
190

100 mg
SC Q8W

188

200 mg
SC Q4W

190
SC
201

100 mg
SC Q8W

199

200 mg
SC Q4W

199
18.3

20/109
38.2

39/102
50.0

95/190
17.4

20/115
39.3

42/107
48.6

51/105
19.8

16/81
53.5

46/86
50.0

45/90
19.8

17/86
52.2

48/92
50.0

47/94
39 18.9

18/95
51.0

51/100
51.5

51/99
18.2

18/99
51.0

52/102
50.0

52/104
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39 18.9
18/95

38.6
34/88

48.4
44/91

18.6
19/102

39.2
38/97

48.4
46/95

UC

5 19.6
18/92

51.1
46/90

52.4
44/84

18.4
18/98

53.2
50/94

51.1
45/88

5
15

18.7
14/75

37.0
27/73

45.6
36/79

17.9
14/78

35.1
27/77

44.6
37/83

15 17.4
4/23

48.0
23/48

55.6
15/27

20.0
5/25

46.4
13/28

57.1
16/28

26.3
25/95

42.2
46/109

40.2
43/107

24.5
25/102

41.5
49/118

39.5
45/114

11.6
11/95

49.4
39/79

62.7
52/83

12.1
12/99

50.6
41/81

62.4
53/85

Mayo

6
10

18.4
28/152

44.7
72/161

52.9
81/153

17.9
29/162

44.1
75/170

52.5
83/158

10 21.1
8/38

48.1
13/27

37.8
14/37

21.1
8/38

48.1
13/27

37.8
14/37

2 27.9
17/61

52.4
33/63

55.2
37/67

25.0
18/72

50.7
37/73

52.7
39/74

3 14.7
19/129

41.6
52/125

47.2
58/123

14.7
19/129

42.1
53/126

47.2
59/125

22.1
25/113

43.0
49/114

56.1
64/114

21.7
26/120

43.2
51/118

55.0
66/120

14.3
11/77

48.6
36/74

40.8
31/76

13.6
11/81

48.1
39/81

40.5
32/79

a

17.0
25/147

42.2
62/147

50.7
75/148

16.3
25/153

43.2
67/155

50.0
78/156

25.6
11/43

56.1
23/41

47.6
20/42

25.0
12/48

52.3
23/44

46.5
20/43

ADTb

25.9
28/108

50.5
53/105

58.3
56/96

24.1
28/116

50.0
56/112

57.0
57/100

Non-failure
26.1

30/115
48.6

54/111
58.8

60/102
24.4

30/123
48.3

57/118
57.5

61/106

Failure
8.0

6/75
40.3

31/77
39.8

35/88
9.0

7/78
40.7

33/81
39.8

37/93
% /

a 6-
b TNFα

7.R.2.2.1 7.R.2.2.2
200 mg SC Q4W UCO3001 44

ATAS FAS
SC 200 mg SC Q4W ATAS
FAS 26

mMayo

ATAS FAS
SC 200 mg SC Q4W

ATAS 200 mg SC Q4W
7.R.1.1

FAS 200 mg SC 
Q4W UC

200 mg SC Q4W



34

UC 200 mg SC Q4W

100 mg SC Q8W ATAS FAS
100 mg SC Q8W 44

SC 200 mg SC Q4W
100 mg SC Q8W SC

200 mg SC Q4W
UC 100 mg SC Q8W

UC
100 mg SC Q8W

200 mg SC Q4W 100 mg SC Q8W
7.R.6.2

7.R.3
7.R.1.1 UCO3001 mMayo 4 9 ATSAS

ATSAS 7.R.3.1 7.R.3.3
UC

7.R.3.1
7.R.3.1.1

UCO3001
12 29

IV 200 mg IV 400 mg IV
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29 ATSAS

IV
403

200 mg
IV
548

400 mg
IV
111

IV
35

200 mg
IV
49

400 mg
IV
17

51.9 209 48.7 267 50.5 56 48.6 17 36.7 18 52.9 9
11.4 46 13.0 71 11.7 13 8.6 3 6.1 3 17.6 3
0.5 2 0.2 1 0 0 0 0
6.7 27 2.6 14 2.7 3 2.9 1 4.1 2 5.9 1
1.0 4 0.5 3 1.8 2 0 0 5.9 1
4.0 16 1.5 8 0 2.9 1 0 0
0.5 2 0.7 4 0 0 0 0

3% 2
7.9 32 5.7 31 8.1 9 5.7 2 2.0 1 5.9 1
4.0 16 2.9 16 5.4 6 2.9 1 0 11.8 2
7.4 30 2.0 11 3.6 4 5.7 2 2.0 1 5.9 1
2.2 9 1.6 9 3.6 4 8.6 3 0 5.9 1
2.2 9 1.5 8 2.7 3 5.7 2 0 0

COVID-19 4.2 17 5.1 28 1.8 2 0 2.0 1 0
2.0 8 1.8 10 0.9 1 2.9 1 6.1 3 5.9 1
2.5 10 0.9 5 0.9 1 5.7 2 2.0 1 0

0 0.5 3 0 0 4.1 2 0
MedDRA/J Ver. 26.0 %

IV 200 mg IV

7.R.3.2

7.R.3.1.2
UCO3001

44 30 100 mg 
SC Q8W SC 200 mg 
SC Q4W SC

SC 0 100 mg SC Q8W 0 200 mg SC Q4W 6
5 1 5 0 1 5

1 0 5 0 2 4
SC
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30 ATSAS

SC a

203

100 mg
SC Q8W a

197

200 mg
SC Q4W

199
SC a

16

100 mg
SC Q8W a

16

200 mg
SC Q4W

26
69.0 140 66.5 131 70.4 140 87.5 14 62.5 10 84.6 22
13.8 28 17.3 34 23.1 46 6.3 1 12.5 2 26.9 7

0 0 0 0 0 0
1.5 3 2.5 5 6.0 12 6.3 1 0 7.7 2

0 1.0 2 0.5 1 0 0 0
6.4 13 4.1 8 2.5 5 18.8 3 0 0

0 1.0 2 0.5 1 0 0 0
3% 2

COVID-19 13.8 28 14.2 28 10.1 20 12.5 2 6.3 1 7.7 2
29.6 60 10.7 21 13.1 26 31.3 5 0 3.8 1
6.4 13 6.1 12 8.0 16 6.3 1 0 3.8 1
3.9 8 3.0 6 7.5 15 0 6.3 1 0

5.9 12 4.1 8 4.5 9 6.3 1 0 11.5 3
3.0 6 3.6 7 4.5 9 18.8 3 12.5 2 23.1 6

4.9 10 4.1 8 3.5 7 6.3 1 12.5 2 7.7 2
2.0 4 2.5 5 3.5 7 6.3 1 0 3.8 1
2.5 5 2.5 5 3.0 6 0 0 0

0 0 3.5 7 0 0 3.8 1
0 0.5 1 2.5 5 0 6.3 1 7.7 2
0 0 1.5 3 0 0 7.7 2

2.5 5 4.1 8 1.0 2 0 6.3 1 3.8 1
0 0 1.0 2 0 0 7.7 2
0 1.0 2 0 0 12.5 2 0

MedDRA/J ver. 26.0 %
a 200 mg SC Q4W

200 mg SC 
Q4W SC

100 mg SC Q8W

7.R.3.2

7.R.3.1.3
UCO3001

ATSAS
31 SC



 

37 
 

31 UCO3001 ATSAS  
0 12 a  12 24 a  24 36 a  36 a b  

 
SC  
203  

 
100 mg 

SC Q8W 
 

197  

 
200 mg 

SC Q4W 
 

199

 
SC  
203  

 
100 mg 

SC Q8W 
 

197  

 
200 mg 

SC Q4W 
 

199

 
SC  
203  

 
100 mg 

SC Q8W 
 

196  

 
200 mg 

SC Q4W 
 

199

 
SC  
200  

 
100 mg 

SC Q8W 
 

194  

 
200 mg 

SC Q4W 
 

195  

 40.9 
83  

31.5 
62  

24.6 
49  

38.4 
78  

39.6 
78  

41.7 
83  

39.4 
80  

34.2 
67  

38.7 
77  

38.0 
76  

46.9 
91  

50.8 
99  

 10.3 
21  

9.6 
19  

4.5 
9  

7.4 
15  

8.1 
16  

11.6 
23  

6.9 
14  

6.6 
13  

10.1 
20  

6.0 
12  

8.8 
17  

14.9 
29  

 
 

1.5 
3  

0.5 
1  

1.5 
3  

0.5 
1  

1.5 
3  

1.0 
2  

1.0 
2  

1.0 
2  

3.5 
7  0 1.0 

2  
2.6 
5  

 0 0 0.5 1  0 1.0 
2  0 0 0 0 0 0.5 

1  
0.5 
1  

 0 0 0 0.5 
1  

1.0 
2  

1.0 
2  

2.5 
5  0 0 3.5 

7  3.1 6  1.5 
3  

 
 0 0 0 0 0.5 

1  0 0 0 0 0 0.5 
1  

0.5 
1  

 19.7 
40  

7.1 
14  

6.0 
12  

15.3 
31  

13.2 
26  

11.6 
23  

10.8 
22  

13.8 
27  

12.6 
25  

18.0 
36  

17.0 
33  

23.6 
46  

 0 0 0.5 
1  

0.5 
1  

1.5 
3  

0.5 
1  0 0 0 0 0 0.5 

1  
5%  

COVID-19 4.4 
9  

1.5 
3  

2.5 
5  

8.9 
18  

6.1 
12  

3.5 
7  

5.4 
11  

4.6 
9  

2.0 
4  

4.0 
8  

5.2 
10  

6.2 
12  

 1.5 
3  1.0 2  0 1.0 

2  
1.0 
2  

3.5 
7  

0.5 
1  0 1.5 

3  
3.0 
6  

2.6 
5  

5.1 
10  

 1.5 
3  

1.0 
2  0 1.5 

3  
0.5 
1  

0.5 
1  

1.5 
3  

2.6 
5  

1.0 
2  

4.0 
8  

1.5 
3  

3.1 
6  

 0 0.5 
1  

1.0 
2  

3.9 
8  

3.0 
6  

4.5 
9  

10.8 
22  

2.0 
4  

6.5 
13  

16.0 
32  

5.7 
11  

3.1 
6  

 1.5 
3  

1.0 
2  

1.5 
3  

4.9 
10  

3.0 
6  

2.5 
5  

1.5 
3  

2.0 
4  

3.0 
6  

2.0 
4  

1.5 
3  

3.6 
7  

 0.5 
1  0 1.0 

2  
0.5 
1  

1.0 
2  

2.0 
4  

1.0 
2  0 1.0 

2  
1.5 
3  

3.1 
6  

4.1 
8  

 4.4 
9  

3.6 
7  

2.5 
5  

2.5 
5  

2.0 
4  

3.0 
6  

0.5 
1  

2.0 
4  

1.5 
3  

1.0 
2  0 1.5 

3  

 3.0 
6  

3.0 
6  

2.0 
4  

3.4 
7  

2.0 
4  

3.0 
6  

2.0 
4  

1.0 
2  

0.5 
1  

1.0 
2  

1.0 
2  

2.6 
5  

MedDRA/J ver.26.0 %  
a  
b 12 56  

24 68  
 

 
 

7.R.3.2  

 
 
7.R.3.2.1  
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UCO3001 19 20 32 33

IV 0.5% 2/403
1 200 mg IV 0.5% 3/548 2

1 400 mg IV 0% 0/111 SC 0.5% 1/203
100 mg SC Q8W 0.5% 1/197 200 mg SC Q4W 1.0%

2/199 1

32 ATSAS
IV

403
200 mg IV
548

400 mg IV
111

14.4 58 15.3 84 8.1 9
3

COVID-19 4.2 17 5.1 28 1.8 2
0 0.7 4 0.9 1

2.5 10 0.9 5 0.9 1
0.2 1 0.9 5 0.9 1

0 0.9 5 0.9 1
0.2 1 0.7 4 0.9 1
0.2 1 1.1 6 0
0.2 1 0.7 4 0
0.7 3 0.5 3 0
0.5 2 0.5 3 0
0.2 1 0.5 3 0
0.2 1 0.5 3 0
0.2 1 0 0
0.2 1 0 0

MedDRA/J ver. 26.0 %

33 ATSAS

SC a

203

100 mg
SC Q8W a

197

200 mg
SC Q4W

199
33.5 68 33.0 65 31.7 63

3
COVID-19 13.8 28 14.2 28 10.1 20

3.9 8 3.0 6 7.5 15
4.9 10 4.1 8 3.5 7
1.5 3 1.0 2 2.5 5
1.0 2 1.0 2 2.0 4

0 1.0 2 2.0 4
0.5 1 1.0 2 1.5 3
0.5 1 0.5 1 1.5 3
1.0 2 1.5 3 1.0 2
1.5 3 0 0.5 1

0 2.0 4 0
0.5 1 1.5 3 0

0 0 0
MedDRA/J ver. 26.0 %
a 200 mg SC Q4W

21 UCO3001
5

19 MedDRA SOC
20 MedDRA SMQ
21 MedDRA HLT PT
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UCO3001 33
UCO3001

34

34 UCO3001
12 ATSAS ATSAS

IV
6

200 mg
IV
24

400 mg
IV
3

SC a

6

100 mg
SC Q8W a

4

200 mg
SC Q4W

10
33.3 2 50.0 12 100.0 3 66.7 4 50.0 2 80.0 8

0 0 0 0 0 0
0 0 0 0 0 0
0 0 0 0 0 0

2
0 8.3 2 33.3 1 0 0 0
0 8.3 2 0 0 25.0 1 0
0 8.3 2 0 0 25.0 1 0

COVID-19 0 4.2 1 0 0 0 30.0 3
0 0 0 0 0 40.0 4
0 0 0 0 0 20.0 2
0 0 0 0 0 20.0 2

%
a 200 mg SC Q4W

UC

UCO3001
IL-23 UC

7.R.3.2.2

UCO3001 22 23

UCO3001 1
IV 1.0% 4/403

1 200 mg IV 1.6% 9/548 2
1

400 mg IV 0% 0/111 200 mg IV 2
1

22 MedDRA PT
1

23 MedDRA PT
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24 35
100 mg SC Q8W 200 mg SC Q4W 1

100 mg SC Q8W 0.2% 2 /884 200 mg SC Q4W 2.6%
100 /3,856

35 ATSAS
SC

203
100 mg SC Q8W 197 a 200 mg SC Q4W

199SC b SC b

1.0 2 1.5 3 0.5 1 8.0 16
0 0 0 3.5 7
0 1.0 2 0.5 1 2.0 4
0 0.5 1 0.5 1 2.5 5
0 0.5 1 0.5 1 0.5 1
0 0 0 0.5 1
0 0 0 0.5 1
0 0 0 0.5 1
0 0 0 0.5 1

0.5 1 0.5 1 0 0
0.5 1 0 0 0

MedDRA/J ver. 26.0 %
a 200 mg SC Q4W
b SC 100 mg SC

UC

UCO3001
1

200 mg IV 2

SC 200 mg SC Q4W

UC

7.R.3.2.3

IL-23 25

II/III CNTO1959CRD3001 1,200 mg IV
1

UCO3001

24

25 Lancet 2022; 399: 2015-30 N Engl J Med 2023; 388: 2444-55 Gastroenterology 2022; 162: 1650-64
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UCO3001
26 36 37

Hy’s law

36 ATSAS
IV

403
200 mg IV
548

400 mg IV
111

0.7 3 2.4 13 3.6 4
ALT 0.2 1 0.9 5 1.8 2
AST 0 0.9 5 0.9 1

0 0 0.9 1
0 0 0.9 1

γ-GT 0.5 2 0.9 5 0
0 0.4 2 0
0 0.4 2 0
0 0.2 1 0

0.2 1 0 0
MedDRA/J ver. 26.0 %

37 ATSAS

SC a

203

100 mg
SC Q8W a

197

200 mg
SC Q4W

199
2.0 4 5.1 10 2.0 4

γ-GT 0 1.0 2 1.0 2
ALT 0 0.5 1 0.5 1

0 0.5 1 0.5 1
AST 0.5 1 0 0.5 1

0 0 0.5 1
0 0 0.5 1

0.5 1 1.0 2 0
0 0.5 1 0
0 0.5 1 0
0 0.5 1 0
0 0.5 1 0

0.5 1 0 0
0.5 1 0 0

MedDRA/J ver. 26.0 %
a 200 mg SC Q4W

UC

UCO3001 IV

SC 100 mg SC 
Q8W 200 mg SC Q4W

UCO3001

1,200 mg IV

26 MedDRA SMQ
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IL-23

7.R.3.2.4

UCO3001 ATSAS ATSAS MACE27 IV
0.5% 2/403 1 200 mg IV 0.4% 2/548

1 200 mg SC Q4W 0.5% 1/199
200 mg IV 1

UC

UCO3001

7.R.3.2.5

UCO3001 28 38 39

38 ATSAS
IV

403
200 mg IV
548

400 mg IV
111

1.5 6 1.8 10 4.5 5
0.2 1 1.1 6 1.8 2
0.5 2 0.2 1 1.8 2
0.2 1 0.5 3 0.9 1

0 0 0.9 1
0.2 1 1.3 7 0
0.2 1 0 0

MedDRA/J ver. 26.0 %

27 MACE
MedDRA SMQ

MedDRA PT I

28 MedDRA SMQ
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39 ATSAS  

 
 

SC a  
203  

100 mg 
SC Q8W a  

197  

200 mg 
SC Q4W  

199  
 3.0 6  2.5 5  3.5 7  

 1.0 2  1.0 2  2.0 4  
 2.5 5  1.0 2  1.5 3  
 0 1.5 3  0.5 1  
 0 1.0 2  0.5 1  

MedDRA/J ver. 26.0 %  
a 200 mg SC Q4W  
 

UC
 

 
UCO3001

 
 
7.R.3.2.6  

 
UCO3001 29 200 mg IV 1

200 mg IV 2 1 SC 5
2 1 200 mg SC Q4W 1

SC 1 200 mg SC Q4W 1
200 mg SC Q4W 1

UCO3001 UC II
CNTO1959UCO2002 95%CI /100

546 1.38 0.38, 3.55 968 1.10 0.50, 2.09
SEER 2023 SIR30 95%CI

2.29 0.28, 8.26 1.54 0.42, 3.94  
UC  

 
UC

UC
 

 
7.R.3.3  

UC
 

UCO3001 200 mg IV
534 1.1% 6 12

 
29 MedDRA SMQ  
30  
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523 11.7%
61 2.1% 11  

1 6
1.7% 9/528

14.3% 5/35 4.1% 13/317
44

 
12

33.3% 2/6 24.6% 104/422
44

42.9% 15/35 47.0% 149/317
 

 
UCO3001

 
 
7.R.4  

 
UC QOL

UC 5-ASA 6-
ADT

TNFα
α4β7 IL-12/23 

p40 JAK
ADT 1/3

ADT UC 10%
UC

ADT UC
 

IL-23 p19 G1λ
UC

 
UC II/III

UCO3001 7.R.2
7.R.3
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UC
 

 
UCO3001 7.R.2

7.R.3 UC
ADT UC

 
 
7.R.5  

 
II/III UCO3001 UC

7.R.2
7.R.3  

IV UCO3001

 
SC UCO3001 IV

 

 
 

7.R.6  
7.R.6.1  

 
II/III UCO3001 12 200 mg IV

400 mg IV IV
7.1.1 200 mg IV 400 mg IV

200 mg IV
12

IV 200 mg IV
7.R.2.1

7.R.3
6.2.6 200 mg IV 400 mg IV
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200 mg 4 3
4 8

UCO3001
7.R.2.1

200 mg IV 4 3

7.R.6.2

UCO3001 200 mg SC Q4W 100 mg SC Q8W

SC

100 mg SC Q8W 200 mg SC Q4W 44
26 27 100 mg SC Q8W

200 mg SC Q4W 44
40

40 44
FAS ATAS

SC
100 mg

SC Q8W
200 mg

SC Q4W SC
100 mg

SC Q8W
200 mg

SC Q4W
44

a 33.9 20/59 60.6 40/66 72.5 50/69 30.3 20/66 60.6 43/71 70.3 52/74

IV
95%CI b

25.9
9.2, 42.5

38.4
22.7, 54.1

29.5
13.8, 45.3

39.8
24.7, 54.8

% /
a 44
b 400 mg IV 200 mg IV

IV/ 200 mg IV CMH

100 mg SC Q8W
200 mg SC Q4W 44 28

CRP 3 mg/L 250 mg/kg
41
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41 44
FAS ATAS

SC
190

100 mg
SC Q8W

188

200 mg
SC Q4W

190

SC
201

100 mg
SC Q8W

199

200 mg
SC Q4W

199

CRP
3 mg/L 21.3

27/127
52.8

66/125
50.7

68/134
20.3

27/133
52.6

70/133
51.1

71/139

3 mg/L 14.3
9/63

30.2
19/63

48.2
27/56

14.7
10/68

30.3
20/66

45.0
27/60

250 mg/kg 26.7
23/86

56.0
47/84

56.7
51/90

25.3
23/91

54.3
50/92

55.8
53/95

250 mg/kg 11.8
12/102

37.6
38/101

43.3
42/97

12.0
13/108

38.5
40/104

42.6
43/101

% /

4 44

UC 100 mg SC Q8W
200 mg SC Q4W

100 mg SC Q8W 200 mg SC Q4W
100 mg SC Q8W 200 mg SC 

Q4W 100 mg
8 200 mg 4

100 mg SC Q8W 7.R.2.2
SC 100 mg SC Q8W

7.R.3 100 mg 8

200 mg SC Q4W 100 mg SC Q8W
26 27 100 mg SC Q8W 200 mg SC Q4W

40
200 mg SC Q4W 100 mg SC Q8W

28 41 12
200 mg SC Q4W 24 7.R.6.3

SC 100 mg SC Q8W
7.R.3 200 mg SC Q4W

200 mg 4

7.R.6.3

12
200 mg IV 400 mg IV 12
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200 mg SC Q4W 24 24
42 24

42 12
200 mg SC Q4W 24 ATAS

200 mg IV
38

400 mg IV
41

200 mg IV
129

24 10.5 4 9.8 4 10.9 14
24 57.9 22 51.2 21 55.0 71
24 15.8 6 17.1 7 14.0 18
24 15.8 6 9.8 4 11.6 15
24 2.6 1 7.3 3 6.2 8

%

24 125 31

200 mg SC Q4W 200 mg SC Q4W
44 29.6% 37/125 12

200 mg SC Q4W 49.2%
12 24

12
UC ADT failure

44 12

24

24 12
200 mg SC Q4W 12 24 42

200 mg IV 0 4 8 12
200 mg SC Q4W 12 24

7.R.6.4

UCO3001 ATAS 100 mg SC Q8W 199 23
200 mg SC Q4W 23 12

31

125 42 24 114
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95%CI 60.9 38.5, 80.3 % 14/23
34.8 16.4, 57.3 % 8/23 FAS

57.9 33.5, 79.8 % 11/19
26.3 9.2, 51.2 % 5/19 100 mg SC Q8W 200 mg SC 

Q4W 23 60.9% 14 4.3% 1
13.0% 3

1 100 mg SC Q8W UC
200 mg SC Q4W

30

100 mg SC Q8W 100 mg SC 
Q8W 200 mg SC Q4W

100 mg SC Q8W
200 mg SC Q4W 7.R.6.2

100 mg SC Q8W 200 mg SC Q4W

7.R.6.5 UC
UC

UC JAK
JAK

UCO3001

25 28

43 44
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43
ATSAS

IV
403

200 mg IV
548

400 mg IV
111

51.5 87/169 48.7 113/232 50.0 23/46
50.4 118/234 48.4 153/316 47.7 31/65

46.6 34/73 43.1 53/123 53.6 15/28
51.8 171/330 50.1 213/425 47.0 39/83

% /

44
ATSAS

SC a

203

100 mg
SC Q8W a

197

200 mg
SC Q4W

199

73.5 61/83 65.8 52/79 69.6 55/79
65.8 79/120 66.9 79/118 70.8 85/120

58.3 28/48 68.2 30/44 62.8 27/43
72.3 112/155 66.0 101/153 72.4 113/156

% /
a 200 mg SC Q4W

JAK

7.R.6.6
UC

UCO3001 44

32

5 Mayo
45 80.0% 4/5

24 40.0% 2/5

45 Mayo
UCO3001

44
5

1
4

5

2
4

5
μg/mL 13.15±5.066 10.76 ±4.481 8.94±6.113

Mayo
0.6±0.55 1.0±1.22 1.2±1.10
0±0.00 0.4±0.89 0.4±0.89

±

32 8 100 mg SC Q8W
200 mg SC Q4W
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UCO3001

7.R.7

UCO3001
UC

7.R.3

7.R.8
2 18 UC

III CNTO1959PUC3001

UC UC

2 18 UC P

6 1 12 0112 3

8.
8.1

8.2 GCP

CTD 5.3.5.1.1-4 GCP
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9. 1  
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2  
 

7 2 5  
 

 
200 mg 200 mg 200 mg

100 mg  
 

 
6 4 25  

 
 

 
 

 
1.  

20 12 25 20 8  
 
1.1  

1 7.R.2 7.R.3
 

 
1.2  

1 7.R.5
 

 
 

 
200 mg  

 
 

200 mg 200 mg 100 mg  
 

 
 

200 mg 200 mg 200 mg 100 mg
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1.3  

1 7.R.6
 

 
 

 
200 mg  

1 200 mg 4 8
 

 
200 mg 200 mg 100 mg  

8
1 100 mg 8

4 1 200 mg 4  
 

 
200 mg  

 3 8
3 4

 
 JAK 1- S1P

 
 

200 mg 200 mg 100 mg  
 

 JAK 1- S1P
 

 
 

24
 

 
1.4  
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1 7.R.7

46
47

46

47

2.

200 mg
6

200 mg 200 mg 100 mg 200 mg
200 mg 6

200 mg

200 mg 200 mg 100 mg
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200 mg  

1 200 mg 4 8
 

 
200 mg 200 mg  

8
1 100 mg 8

4 1 200 mg 4  
 

100 mg  
 

1 100 mg 4 8
 

 
8

1 100 mg 8
4 1 200 mg 4  

 
 

 
 

 
 
 



i

5-ASA 5-Aminosalicylate acid 5-
ADT Advanced therapy
ALP Alkaline phosphatase
ALT Alanine aminotransferase
AST Aspartate aminotransferase
ATAS All treated analysis set
ATSAS All treated safety analysis set

AUC Area under the serum concentration 
versus time curve

AUC0-inf AUC up to infinity AUC
Cave Average serum concentration
CD64 Cluster of differentiation 64 64
CI Confidence interval
CL Total clearance
Cmax Maximum concentration
CMH Cochran-Mantel-Haenszel
COVID-19 Coronavirus disease 2019
CRP C-reactive protein C
CTD Common technical document
Ctrough Trough serum concentration

ECLIA Electrochemiluminescent 
immunoassay

eGFR Estimated glomerular filtration rate
Emax Maximum drug effect
FAS Full analysis set
FDA Food and drug administration
γ-GT γ-Glutamyltransferase γ-
HLT High level terms
IFN Interferon
IgG Immunoglobulin G G
IL Interleukin
IV Intravenous
JAK Janus kinase
MACE Major adverse cardiovascular events

MedDRA Medical Dictionary for Regulatory 
Activities ICH

MedDRA/J Medical Dictionary for Regulatory 
Activities Japanese version ICH

mMayo Modified Mayo

PFS-U Prefilled syringe assembled with the 

PFS-Y Prefilled syringe assembled with the 
Autoinjector

PT Preferred term
Q4W Every 4 weeks 4



 
 

ii 
 

Q8W Every 8 weeks 8  
QOL Quality of life  
SC Subcutaneous  

SEER Surveillance, epidemiology, and end 
results  

SIR Standard incidence rate  
SMQ Standardized MedDRA queries MedDRA  
SOC System organ class  
t1/2 Elimination half-life  
TNF Tumor necrosis factor  
UC Ulcerative colitis  
UCO3001

  CNTO1959UCO3001  

V2 Volume of distribution of the central 
compartment  

V3 Volume of distribution of the 
peripheral compartment  

    

   

   

   

   
 


