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30 2 13  

 

 

 

 

 

 

 

100 mg  

 

 

29 4 20  

1 100 mg  

1  

-23 IgG1

447 H 1 2 217

L 2 146,000

 

 Guselkumab is a recombinant human IgG1 monoclonal antibody against human interleukin-23. 

Guselkumab is produced in Chinese hamster ovary cells. Guselkumab is 

a glycoprotein (molecular weight: ca. 146,000) composed of 2 H-chains ( 1-chains) 

consisting of 447 amino acid residues each and 2 L-chains ( -chains) consisting of 217 amino 

acid residues each. 
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L  

 
 

 

H  

 
 

L Q1 

H N297 

H K447 

 

H C226 H C226 H C229 H C229 H C220 L C216 
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C6414H9894N1682O1996S42 4  

L C2207H3394N574O669S16 

H C1000H1557N267O329S5 

 

146,000 

 

 

 

 

 

 

 

 

 

 

 

 

 

1 100 mg 4 8
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1

 

30 1 18  

 

 

 

100 mg  

 

 

29 4 20  

1 100 mg  
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1.

100 mg

Centocor Janssen Research and Development IL-23 p19

IgG1  

10 20

10. ; 2012

90% PsA

GPP

EP  

D3

TNF-

IL-12/23 IL-17A

IL-17 A  

IL-23 Th17 Nat Med 

2015; 21: 719-29 Nat Immunol 2007; 8: 950-7

IL-17A Expert Rev Clin Immunol 2016; 12: 1-4

IL-23 IL-23

 

2009 6 2017 7

11 2011 8

 

 

2.

2.1

2.1.1

IL-23

CHO

MCB WCB  

MCB WCB EEPCB ICH Q5A R1 Q5B Q5D

 

MCB WCB MCB WCB
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2.1.2

A

 

 

 

  

2.1.3

CHO  

MCB WCB EEPCB 2.1.1

in vitro

 

1  

 
1  

 
log10  

 
  

 
 3  

A      
     

     
    

 >16.1 9.0 10.9 b) 5.1 b) 
a)  
b)  

 
 

2.1.4

 

 

QbD 2.3  

 

2.1.5
2.1.5.1

2  
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2  

  
 

  
 N-  

 
IL-23  
Fc R FcRn  

 

IL-23 IL-23R U2OS

IL-23

IL-23 3.1.1.2 CDC 3.2.1

 

 

2.1.5.2

2.1.5.1

 

 

2.1.5.3
HCP DNA

HCP DNA

2.1.3  

 

2.1.6
pH

SDS

 

 

2.1.7
3  

 
3  

 a)    

b) 
3 

 ±  
 

 
2  

 5 ±   
 5 ±  3  

a)  
b)  
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2.2

2.2.1

1 1 mL 100 mg L-

L- 80

 

 

2.2.2

 

 

 

 

2.2.3

 

QbD 2.3  

 

2.2.4

pH

SDS

 

 

2.2.5

4  

 
4  

 a)    
 

 
7 

2 8  
24  

 

1  
 

 
7 

25 ± 2 /60 ± 5%RH
 

1  
 8 40 ± 2 /75 ± 5%RH  

 1 120 lux h  
200 W h/m2

a)   
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2 8 24  

 

2.3 QbD 
QbD

CQA  

2.1.5.2 3

CQA

 

CQA pH

 

CQA pH

 

 

CQA

 

 

2.1.5.2 3  

 

2.R

 

 

3.

IL-23 IL-23 IL-23

IL-23 p19
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5.2.1  

 

 

3.1  

3.1.1 in vitro
3.1.1.1 IL-23 CTD 4.2.1.1.1  

ELISA IL-23 100 ng/mL IL-12

IL-12/23 p40  

IL-23 KD

3.3 1.9 pmol/L  

 

3.1.1.2 IL-23 CTD 4.2.1.1.2  

IL-23 IL-23R IL-12R 1 ELISA IL-

23 IL-23R IC50 0.06 nmol/L 0.1 10,000 ng/mL

IL-23 IL-12R 1  

ELISA 0.1 10,000 ng/mL IL-23R IL-23

 

 

3.1.1.3 IL-23 CTD 4.2.1.1.2  

IL-23 IL-12R 1/IL-23R NKL IL-23 0.5 nmol/L

STAT3 IC50 0.2 nmol/L  

IL-23 0.5 1 ng/mL Th17 IL-17A IL-17F IL-22

NKL IL-23 10 100 ng/mL IL-10

IC50 5 IC50 IC50 1/2 1/14  

 
5 IC50 

 
IL-23

ng/mL
IC50 nmol/L  

  

 

IL-17A 

1 0.025 0.152 
1 0.029 0.399 
1 0.080 0.295 
1 0.016 0.225 

IL-22 
0.5 0.035 0.092 
0.5 0.023 0.085 

IL-17F 0.5 0.031 0.133 

NKL  IL-10 
100 1.431 4.929 
10 0.035 0.083 
10 0.062 0.103 

 

IL-23 10 ng/mL IL-17A IL-17F 10

10,000 ng/mL  

NK92MI IL-12 0.1 ng/mL IFN  



8 
_ _  

 

 

3.1.1.4 CTD 4.2.1.1.3  

IL-23 IL-23R ELISA 10 μg/mL

IL-23 IL-23R 0.01

30 μg/mL IL-23 IL-23R  

IL-23 IL-17A

IL-23

IL-23  

 

3.1.2 in vivo
3.1.2.1 IL-23 CTD 4.2.1.1.4  

0.4 10 mg/kg 0.4 10 mg/kg IgG1 10 mg/kg

IL-23 0.5 mg/kg

IL-1 G-CSF  

 

3.2  

3.2.1 CDC CTD 4.2.1.1.2
IL-23 Fc CDC

CDC  

 

3.2.2 CTD 4.2.1.2.1

IL-23 p19

8

5.7.1

ELISA 0.01 100 nmol/L

 

 

3.3 CTD 4.2.1.3.1 4.2.3.2.2  

10 50 mg/kg

50 mg/kg 6 12

QT  

50 mg/kg 1 5.2.1

 

 

3.R  

 

p19 p40 IL-23 p19

p40 p19 IL-23



9 
_ _  

 

p40 IL-23 IL-12 p35/p40 IL-23

IL-23 IL-12 Immunity 2000, 13: 715-25  

IL-12 IFN Th1

IL-12

Nat Commun 2016; 7: 13466

IL-12

Nat Med 2015; 21: 719-29 IL-12/IFN Th1

J Invest Dermatol 1998; 111: 1053-7 J Allergy Clin Immunol 2015; 135: 553-6 IL-12

IL-23 J Exp Med 2004; 199: 125-30 IL-

23 IL-23R IL-23/Th17

 

IL-12

IL-23 IL-23

 

 

4.

0.04 g/mL

0.20 g/mL ADA

0.1 ng/mL ELISA 12.5 ng/mL

 

4.1
4.1.1 CTD 4.2.3.1.2 4.2.3.1.3

6

ADA 50 mg/kg 1

 

 
6  

 
 

 
mg/kg   

Cmax 

g/mL  
AUC0-  

g day/mL
tmax 
day  

t1/2 
day  

CL/F 
mL/day/kg  

Vd/F 
mL/ kg  

 
1  3 7.3 ± 1.9 113.3 ± 17.5 5.0 [1.0, 5.0] 10.2 ± 0.5 9.0 ± 1.3 132.7 ± 24.6
10  3 48.8 ± 8.5 614.3 ± 117.3 2.0 [1.0, 5.0] 7.3 ± 0.9 16.7 ± 2.9 175.2 ± 38.2
50  3 294.4 ± 21.6 3,358 ± 963 2.0 [2.0, 3.0] 7.3 ± 3.5 15.6 ± 3.9 151.8 ± 34.2

 50  3 1,363 ± 250 4,267 ± 850  6.1 ± 3.5 12.0 ± 2.2 a) 98.4 ± 42.3 b)

tmax  
a) CL b) Vd 
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4.1.2 CTD 4.2.3.5.1.4 4.2.3.2.2
1 5.5.2 24

5.2.1 25 100 mg/kg 2

10 50 mg/kg 1

7

ADA 25 mg/kg 100 mg/kg 4

3  

7  

  
 

 
 

 
mg/kg  

 
 

Cmax 

g/mL  
AUC a) 

g day/mL  
tmax 
day  

 10   

25 
1   6 130.7 ± 22.7 327.3 ± 57.9 2.0 [1.0, 2.0]
43   6 210.9 ± 74.2 528.5 ± 186.7 1.0 [0.0, 1.0]
64   6 243.0 ± 100.6 640.3 ± 289.4 1.0 [0.3, 3.0]

100 
1   6 445.4 ± 46.6 1,105 ± 117 2.0 [1.0, 3.0]
43   6 1,009 ± 139 2,684 ± 351 1.0 [0.0, 1.0]
64   6 1,004 ± 103 2,639 ± 228 2.5 [1.0, 3.0]

 24   

10 

1  
 5 70.9 ± 11.7 418.9 ± 58.1 2.0 [1.0, 4.0]
 5 80.2 ± 13.6 460.6 ± 78.3 2.0 [2.0, 2.0]

78  
 5 171.0 ± 28.6 986.1 ± 152.9 1.0 [0.3, 2.0]
 5 171.4 ± 50.4 1,037 ± 323 2.0 [0.3, 2.0]

162
 2 179.2, 130.0 779.5, 928.6 0.3, 0.3 
 2 195.8, 163.3 1,124.8, 969.8 1.0, 2.0 

50 

1  
 5 310.3 ± 52.3 1,819 ± 249 2.0 [1.0, 2.0]
 5 356.8 ± 20.0 1,987 ± 115 2.0 [1.0, 2.0]

78  
 5 865.6 ± 107.6 4,610 ± 752 2.0 [1.0, 2.0]
 5 898.1 ± 146.3 4,864 ± 981 1.0 [0.3, 2.0]

162
 2 930.4, 951.5 4,983.8, 5,863.7 0.3, 1.0 
 2 1,064.1, 1,025.1 5,720.8, 5,078.4 0.3, 2.0 

162  
tmax  
a) AUC0-3day AUC0-7day  

4.2 CTD 4.2.3.5.3.1

10 50 mg/kg 20 22 1

8

ADA 10 mg/kg 1 1

28 7 10 mg/kg 3 50 mg/kg 4

 

 
8 g/mL  

 
10 mg/kg  50 mg/kg  

    
20 a) 25.4 ± 27.6 20  

 
92.5 ± 50.7 20  

 
133 b) 105.5 ± 34.1 16  498.2 ± 204.2 16  

28  11.3 ± 6.3 12  8.0 ± 4.2 11  73.6 ± 48.4 11  61.2 ± 33.2 11  
63  0.8 ± 0.6 12  1.1 ± 1.0 11  6.8 ± 7.1 11  10.2 ± 6.8 11  
91  0.1 ± 0.1 12  0.2 ± 0.1 11  1.2 ± 1.5 11  2.6 ± 1.7 11  

 
a) 1 4 b) 17 4  

 

                                                        
1  
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4.R

ADA ADA

 

 

5.

IL-23 3.1.1.4

ADA

4.1.2

in vivo  

5.1 CTD 4.2.3.1.1
10 mmol/L 8.5% w/v 50 mg/kg

10 mmol/L 8.5% w/v 1 10

50 mg/kg 50 mg/kg 10 mg/kg

50 mg/kg  

 

5.2

5 1 24

2 24 50 mg/kg

AUC161-168day 5,412 μg day/mL 100 mg AUC0- 159.9 μg

day/mL 2 34  

 

5.2.1 5 24 CTD 4.2.3.2.2

1 0 50 mg/kg

10 50 mg/kg 1 5  

2 0 10 50 mg/kg 1 24

12

T T B

12

 

5 24

50 mg/kg  

 

                                                        
2  100 mg CTD 5.3.3.2.1  
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5.3

DNA

 

 

5.4

 

IL-23 IL-23p19

Cancer Res 2012; 72: 3987-96

Nature 2006; 442: 461-5 Proc Natl Acad Sci USA 2010; 107: 8328-33 IL-23

Mucosal Immunol 2014; 7: 842-56 Sci Rep 2015, 5: 8604  

24

5.2.1  

SEER

NMSC

7.R.2.2  

 

5.5

Birth Defects Res B Dev 

Reprod Toxicol 2009; 86: 92-7.  

50 mg/kg AUC 133-140 3,930 μg day/mL

100 mg AUC0- 159.9 μg day/mL 3 25

4.2  

 

5.5.1 CTD 4.2.3.5.1.2

Dunkin-Hartley 0 25 100 mg/kg

3 7 2 12  

100 mg/kg 1/30

65

 

100 mg/kg  

 

                                                        
3  100 mg CTD 5.3.3.2.1  
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5.5.2 CTD 4.2.3.5.1.4

Dunkin-Hartley 0 25 100 mg/kg 7 2

21  

100 mg/kg 5/22

5.5.3  

5.5.3 CTD 4.2.3.5.1.5

Dunkin-Hartley 0 100 mg/kg 7 2 21

 

5.5.2

IgG

 

100 mg/kg  

5.5.4 CTD 4.2.3.5.3.1

0 10 50 mg/kg 20 22 1

21

T

T B  

10 mg/kg 6/20

50 mg/kg 6/20 10 mg/kg 3/14

50 mg/kg 3/14

 

50 mg/kg  

 

5.6

5 24

5.2 5.5.3
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5.7

5.7.1 CTD 4.2.3.7.7.2

IL-23

J Immunol 2002; 169: 5673-8 Mediators Inflamm 2015; 2015: 984690

3.3

5.2

 

 

5.R

 

 

6.

CNTO1959PSO1002 PSO1002 CTD 

5.3.3.2.1 CNTO1959PSO3004 PSO3004 CTD 5.3.5.1.3

CNTO1959PSO3005 PSO3005 CTD 5.3.5.2.1

CNTO1959PSO2001 PSO2001 CTD 5.3.5.1.1

CNTO1959PSO1001 PSO1001 CTD 

5.3.3.1.1 CNTO1959NAP1001 NAP1001 CTD 5.3.3.1.2 CNTO1959PSO1003 PSO1003

CTD 5.3.3.2.2 CNTO1959PSO3001 PSO3001 CTD 

5.3.5.1.4 CNTO1959PSO3002 PSO3002 CTD 5.3.5.1.5

0.04 g/mL

0.01 g/mL ADA

3.1 ng/mL

 

6.1 CTD 5.3.3.1.2 NAP1001 2013 5 2013 10

100 mg

PFS-U4 PFS-FID5

9 PFS-U Cmax AUC0-

90% Cmax 0.99 0.86 1.13 AUC0- 0.97 0.83 1.13

100 mg 47.6 17.0% PFS-U 48.7

24.5%  

 

                                                        
4 Prefilled syringe with  
5 Prefilled syringe with a facilitated injection device PFS-U

PFS-U  
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9  

  
 

 
mg   

Cmax 
g/mL

AUC0-  
g day /mL

tmax 

day  
t1/2 

day  
CL a) 

mL/day/kg
Vd

 b) 
mL/ kg  

 
 

100 40 7.7 ± 2.0 183.2 ± 65.4 c) 5.5 [2.0, 21.0] 16.7 ± 3.1 c) 9.0 ± 3.9 c) 208.7 ± 76.8 c) 
PFS-U 100 40 8.1 ± 3.7 187.7 ± 94.2 d) 5.5 [2.0, 6.0] 17.2 ± 3.5 d) 9.9 ± 5.2 d) 241.0 ± 124.9 d)

  100 20 37.2 ± 9.4 385.2 ± 127.0 e)  16.6 ± 3.7 e) 4.2 ± 1.3 e) 97.8 ± 25.5 e) 
tmax  

a) CL/F b) Vd/F c) 39 d) 35 e) 19  

6.2
6.2.1 CTD 5.3.3.2.1 PSO1002 2011 8 2013 4

10 30 100 300 mg

10  

 
10  

 
mg   

Cmax 
g/mL  

AUC0-  
g day /mL

tmax 

day  
t1/2 

day  
CL/F 

mL/day/kg  
Vd/F 

mL/ kg  
10 5 0.5 ± 0.2 14.0 ± 7.8 a) 4.0 [3.0, 14.0] 16.4 ± 6.8 a) 13.4 ± 8.7 a) 273.5 ± 87.0 a) 
30 5 1.5 ± 0.6 40.8 ± 15.8 5.9 [3.1, 6.2] 16.0 ± 5.2 10.6 ± 1.9 243.2 ± 99.1 

100 5 6.1 ± 2.3 159.9 ± 65.2 6.0 [3.9, 13.9] 17.6 ± 3.1 10.0 ± 3.2 248.4 ± 67.8 
300 5 15.1 ± 5.2 427.1 ± 156.7 b) 6.0 [4.0, 13.9] 15.6 ± 3.0 b) 13.9 ± 8.2 b) 287.6 ± 116.3 b) 

tmax  
a) 3 b) 4  

 

6.2.2 CTD 5.3.3.1.1 PSO1001 2009 6 2010 10

0.03 0.1 0.3 1 3 10 mg/kg 3 mg/kg

10 30 100 300 mg

11  

 
11  

  
  

Cmax 
g/mL  

AUC0-  
g day /mL

tmax 

day  
t1/2 

day  
CL a) 

mL/day/kg  
Vd

 b) 
mL/ kg  

 
 

0.03 mg/kg 3 0.5 ± 0.2 5.2 ± 1.4  12.3 ± 1.0 6.0 ± 1.6 105.7 ± 22.4
0.1 mg/kg 3 2.0 ± 0.2 18.6 ± 3.9  15.0 ± 3.2 5.5 ± 1.1 117.3 ± 21.6
0.3 mg/kg 6 6.5 ± 0.7 60.0 ± 20.6  15.6 ± 5.0 5.5 ± 2.1 115.6 ± 28.4
1 mg/kg 6 24.7 ± 3.2 278.5 ± 28.3  19.1 ± 2.2 3.6 ± 0.4 99.4 ± 8.7 
3 mg/kg 6 58.6 ± 5.3 c) 787.9 ± 203.1  18.1 ± 3.8 4.0 ± 1.1 100.9 ± 9.1 
10 mg/kg 6 197.5 ± 33.6 2,214.5 ± 345.3  18.9 ± 3.9 4.6 ± 0.7 123.2 ± 17.3

 3 mg/kg 6 9.5 ± 2.5 257.0 ± 48.2 5.0 [2.0, 7.1] 16.8 ± 2.9 12.1 ± 2.5 288.0 ± 54.1

  

10 mg 5 0.5 ± 0.1 14.9 ± 6.6 d) 6.0 [4.0, 13.2] 16.6 ± 5.0 d) 8.6 ± 4.4 d) 180.9 ± 29.3 d)

30 mg 5 1.1 ± 0.5 30.3 ± 15.4 4.1 [4.0, 6.0] 14.7 ± 3.9 11.9 ± 5.1 231.6 ± 65.1
100 mg 5 4.8 ± 4.3 108.5 ± 79.2 3.2 [2.0, 7.0] 15.9 ± 3.3 11.3 ± 4.8 250.8 ± 111.7
300 mg 5 19.0 ± 7.7 510.3 ± 178.0 5.3 [4.0, 6.1] 16.9 ± 2.4 7.5 ± 3.3 177.1 ± 59.0
tmax  

a) CL/F b) Vd/F c) 5 d) 4  

6.3

6.3.1 CTD5.3.5.1.1 PSO2001 2011 10 2013 8
7.1.1 15

100 mg 8 40 5 50 200 mg 0 4 12 40

12
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12 g/mL  
  4  8  16  24  28  32  40  

Q8W 
15 mg 41  

0.1 ± 0.1
40  

0.1 ± 0.1
38  

0.2 ± 0.1
31   

0.2 ± 0.1 

21  
0.2 ± 0.1

22  

100 mg 42  
0.8 ± 0.5

39  
0.9 ± 0.5

37  
0.9 ± 0.6

34   
0.9 ± 0.7 

28  
1.0 ± 0.7

26  

Q12W 

5 mg 41 0.3 ± 0.5 

37   
0.0 ± 0.1

36   
0.0 ± 0.0

30   
0.1 ± 0.1

19  

50 mg 42 1.2 ± 0.6 
41   

0.2 ± 0.1
37   

0.2 ± 0.2
36   

0.2 ± 0.1
28  

200 mg 41 5.1 ± 2.5 
40   

1.0 ± 0.8
37   

0.8 ± 0.6
36   

0.9 ± 0.8
30  

 

6.3.2 CTD 5.3.5.1.3 PSO3004 2015 1 CTD 5.3.5.2.1 PSO3005
2015 1 CTD 5.3.5.1.4 PSO3001 2014 12

CTD 5.3.5.1.5 PSO3002 2014 11

7.2.1 7.2.2

13

20  

 
13 g/mL  

   4  12  20  28  36  44  52  

PSO3004 
 

 
 

50 mg 
Q8W 

1.7 ± 0.7
65  

0.8 ± 0.6
63

0.7 ± 0.6
62  

0.7 ± 0.4
61  

0.6 ± 0.4 

60  
0.6 ± 0.4 

60  
0.6 ± 0.4

60  
100 mg 
Q8W 

3.0 ± 1.4
62  

1.3 ± 0.8
62  

1.1 ± 0.7
62  

1.1 ± 0.6
62  

1.2 ± 0.7
60  

1.1 ± 0.7
61  

1.1 ± 0.7
61  

PSO3005 
  

50 mg 
Q8W 

1.3 ± 0.5
20  

0.5 ± 0.4
20  

0.5 ± 0.3
19  

0.6 ± 0.3
11  

0.7 ± 0.3
12  

0.6 ± 0.3 

12  
0.5 ± 0.3

12  
100 mg 
Q8W a)    

0.6 ± 0.5
7  

0.8 ± 0.5 

6  
0.7 ± 0.7

6  
0.8 ± 0.6

6  
PSO3001 

 
 

 
100 mg 
Q8W 

3.0 ± 1.4 

310
1.3 ± 0.8 

317
1.2 ± 0.8 

301
1.2 ± 0.8 

285
1.2 ± 0.8 

280  
1.2 ± 0.8 

277   

PSO3002 
 

 
 

100 mg 
Q8W 

2.8 ± 1.3 

474
1.3 ± 0.7 

457
1.2 ± 0.7 

448
1.2 ± 0.7 

438    

 
a) 20 CGI 4 5 CGI 3 100 mg

 

6.4 CTD 5.3.3.2.2 PSO1003 2015 6 2016 8

14

CYP  
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14  

  
  

 
 

Cmax 
ng/mL  

AUC0-  
ng h/mL  

%  
90%  

 
Cmax AUC0-  

 
0.03 mg/kg 

200 mg 
 

13 1  13.2 ± 7.0 49.8 ± 24.0 
1.11 [0.75, 1.65] 1.01 [0.70, 1.45]

11 1  14.6 ± 6.8 51.2 ± 22.9 
 

10 mg 
200 mg 

 
16 1  582.9 ± 159.7 18,398 ± 6,038 a)

1.07 [0.90, 1.27] 1.12 [0.90, 1.40]
13 1  618.7 ± 132.7 20,774 ± 5,872 

20 mg 
200 mg 

 
15 1  350.6 ± 132.6 1,030 ± 687 b) 

0.96 [0.72, 1.28] 0.96 [0.61, 1.52]
12 1  331.3 ± 130.8 952.8 ± 646.8 c) 

30 mg 
200 mg 

 
15 1  1.78 ± 2.0 23.0 ± 29.6 d) 

1.06 [0.46, 2.43] 1.13 [0.56, 2.28]
12 1  2.1 ± 2.7 17.2 ± 21.7 e) 

 
100 mg 

200 mg 
 

16 1  2,096 ± 534 22,767 ± 12,312
1.07 [0.94, 1.22] 1.00 [0.77, 1.31]

13 1  2,166 ± 359 21,019 ± 8,216 d)

 
1 1  

a) 14 b) 13 c) 11 d) 12 e) 9

 

6.5 CTD 5.3.3.5.1 5.3.3.5.2
PSO2001 PSO3001 PSO3002

1,454 13,014

NONMEM ver.7.3  

1 1 1- 6) CL/F

 

95% CL/F mL/day

516 504, 528 V/F L 13.5 13.2, 13.8 1 day-1 1.11 0.804, 1.42

 

6.6 CTD 5.3.5.1.3

PSO3004

IGA 0 1 PASI 90 15

 

15 52 IGA 0 1 PASI 90  
PSO3004  

 1  a) 2  b) 3  c) 4  d) 
IGA 0 1  80.6 (25/31) 90.0 (27/30) 93.3 (28/30) 93.3 (28/30) 

PASI 90  64.5 (20/31) 70.0 (21/30) 83.3 (25/30) 90.0 (27/30) 
%  
a) 0.0 g/mL 0.4 g/mL b) 0.4 g/mL 0.7 g/mL c) 0.7 g/mL 1.2 g/mL d) 1.2 g/mL  

 

                                                        
6) 

CRP PASI IGA PsA
ADA NSAIDs

ramipril MTX
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6.R

6.R.1

 

PSO1002 PSO1001

6.2.1 6.2.2  

PSO3004 PSO3001 PSO3002

100 mg 8

6.3.2  

 

 

 

6.R.2
100 mg Q8W

6.R.1 100 mg Q8W

50 mg Q8W

 

PSO2001 100 mg Q8W

7.1.1  

16

0.67 μg/mL 100 mg Q8W

17  

 
16 40 PGA 0 1 PSO2001  

 1  a) 

31  
2  b) 

32  
3  c) 

32  
4  d) 

30  
PGA 0 1  51.6 (16) 68.8 (22) 78.1 (25) 90.0 (27) 
%  
a) 0.0 g/mL 0.09 g/mL b) 0.09 g/mL 0.23 g/mL c) 0.23 g/mL 0.67 g/mL d) 0.67 g/mL

 
17 40 PSO2001 μg/mL  

 5 mg Q12W 
19  

15 mg Q8W 
22  

50 mg Q12W 
28  

100 mg Q8W 
26  

200 mg Q12W 
30  

 0.02 [0.0, 0.4] 0.13 [0.0, 0.6] 0.13 [0.0, 0.6] 0.93 [0.1, 3.1] 0.79 [0.1, 3.3] 

 

 

 

6.R.3 ADA
ADA ADA
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PSO3004 ADA

7.2% 13/180 PSO2001 PSO30017 PSO30028

PSO30039 ADA 6.0% 104/1,734

PSO3004 PSO3001 PSO3002 ADA

18 ADA

 

 
18 ADA μg/mL PSO3004 PSO3001 PSO3002  

 
PSO3004  PSO3001  PSO3002  

50 mg  100 mg  100 mg  100 mg  
ADA  ADA  ADA  ADA  ADA  ADA  ADA  ADA  

12  0.8 ± 0.6 (58) 0.4 ± 0.4 (5) 1.3 ± 0.7 (58) 1.4 ± 1.1 (4) 1.3 ± 0.9 (298) 1.3 ± 0.6 (19) 1.3 ± 0.7 (425) 1.4 ± 0.7 (32)
20  0.7 ± 0.6 (57) 0.4 ± 0.3 (5) 1.1 ± 0.7 (58) 1.3 ± 1.1 (4) 1.2 ± 0.8 (283) 1.0 ± 0.6 (18) 1.2 ± 0.7 (415) 1.1 ± 0.6 (33)
28  0.7 ± 0.4 (56) 0.4 ± 0.4 (5) 1.0 ± 0.6 (58) 1.2 ± 0.8 (4) 1.2 ± 0.8 (269) 1.0 ± 0.5 (16) 1.2 ± 0.7 (407) 1.2 ± 0.8 (31)
36  0.7 ± 0.4 (55) 0.4 ± 0.2 (5) 1.2 ± 0.7 (57) 0.9 ± 0.8 (3) 1.2 ± 0.8 (262) 1.0 ± 0.7 (18)   
52  0.6 ± 0.4 (55) 0.3 ± 0.2 (5) 1.1 ± 0.7 (57) 1.5 ± 1.2 (4)     

 

 

PSO3004 PSO3001 PSO3002

ADA 19 ADA

 

 
19 ADA IGA 0 1 PASI 90 PSO3004  

 
 

50 mg  100 mg  
ADA  ADA  ADA  ADA  

PSO3004  

IGA 0 1  
16  93.1 (54/58) 80.0 (4/5) 89.7 (52/58) 100 (4/4) 
52  87.3 (48/55) 80.0 (4/5) 91.2 (52/57) 100 (4/4) 

PASI 90  
16  72.4 (42/58) 60.0 (3/5) 69.0 (40/58) 100 (4/4) 
52  74.5 (41/55) 80.0 (4/5) 78.9 (45/57) 75.0 (3/4) 

a) 
IGA 0 1  28    83.3 (637/765) 88.9 (48/54) 

PASI 90  28    77.4 (592/765) 81.5 (44/54) 
%  
a) PSO3001 PSO3002  

 

PSO3004 ADA 20

PSO3001 PSO3002 48

ADA 11.1% 8/72 5.3% 61/1,143

 

 

                                                        
7 PSO3001 100 mg 2:2:1

16 100 mg  
8 PSO3002 100 mg 2:1:1

16 100 mg  
9 PSO3003 45 mg 90 mg

16 IGA 0 1
2 100 mg 1:1  
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20 ADA PSO3004 52  

 
 

50 mg  100 mg  /50 mg  /100 mg  
ADA  

60  
ADA  

5  
ADA

59
ADA

4  
ADA

25
ADA  

1  
ADA  

23  
ADA

3  
 4 (6.7) 2 (40.0) 2 (3.4) 2 (50.0) 0 0 1 (4.3) 1 (33.3) 

%  

 

ADA ADA

 

 

ADA

ADA  

7.
21  

 
21  

 
      

 
 

 

 PSO2001  
 

 

41 
41 
42 
42 
42 
43 
42 

5 mg Q12W a) 
15 mg Q8W 
50 mg Q12W a) 
100 mg Q8W 
200 mg Q12W a) 

 40mg Q2W b) 

 c) 

 
 

 PSA2001   100 
49 

100 mg Q8W d) 
 e) 

 
 

 PSO3004  
 

 

65 
63 
64 

50 mg Q8W d) 
100 mg Q8W d) 

 f) 

 
 

 PSO3005   
 

GPP 10 
EP 11 50 mg Q8W d) g)  

 
a) 0 4 Q12W  
b) 0 80 mg 1 40 mg 40 mg Q2W  
c) 16 100 mg Q8W  
d) 0 4 Q8W  
e) 24 24 28 100 mg Q8W  
f) 16 16 20 50 mg 100 mg Q8W  
g) 20 CGI 100 mg Q8W  

7.1

7.1.1 CTD 5.3.5.1.1 PSO2001 2011 10 2013 8
10 280 40

5  

0 40 40 52

                                                        
10 PASI 12 PGA 3

10%  
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Q12W 5 mg 50 mg 200 mg 0 4 12  

Q8W 15 mg 100 mg 8  

0 4 8 100 mg 8  

 

0 80 mg 1 40 mg 40 mg 2  

293 5 mg Q12W 41 50 mg Q12W 42 200 mg Q12W 42

15 mg Q8W 41 100 mg Q8W 42 42 43

200 mg 1 292

16 5 mg Q12W 7.3% 3/41 50 mg Q12W 7.1%

3/42 200 mg Q12W 9.5% 4/42 15 mg Q8W 0% 0/41 100 mg Q8W 4.8% 2/42

7.1% 3/42 9.3% 4/43

50 mg Q12W 2.4% 1/42 200 mg Q12W 9.5% 4/42 100 mg Q8W 2.4% 1/42

4.8% 2/42 7.0% 3/43  

16 PGA 0 1

16 PASI 75 10. 22  

 
22 16 PGA 0 1 PASI 75  

 
Q12W  Q8W  

 
42  43  

5 mg  
41  

50 mg  
42  

200 mg  
42  

15 mg  
41

100 mg
42

PGA 0 1  34.1 (14) 78.6 (33) 83.3 (35) 61.0 (25) 85.7 (36) 7.1 (3) 58.1 (25) 
 

95%  
p  a) 

26.9 
[11.0, 42.7] 

0.002 

71.6 
[57.2, 86.1]

<0.001 

76.2 
[62.7, 89.7]

<0.001 

53.8 
[37.1, 70.5]

<0.001 

78.6 
[65.5, 91.7]

<0.001 
  

PASI 75  43.9 (18) 81.0 (34) 81.0 (34) 75.6 (31) 78.6 (33) 4.8 (2) 69.8 (30) 
 

95% a) 
39.0 

[23.0, 54.9] 
76.2 

[62.6, 89.7]
76.2 

[62.8, 89.6]
70.7 

[56.7, 84.6]
73.8 

[59.8, 87.8]   

%  
a) 5% 90 kg 90 kg Cochran-Mantel-Haenszel 1)
5) 1) 200 mg Q12W vs 2) 100 mg Q8W vs 

3) 50 mg Q12W vs 4) 15 mg Q8W vs 5) 5 mg Q12W vs  

 

16 5 mg Q12W 51.2% 21/41

50 mg Q12W 50.0% 21/42 200 mg Q12W 56.1% 23/41 15 mg Q8W 46.3% 19/41

100 mg Q8W 45.2% 19/42 52.4% 22/42 55.8% 24/43

23  

16 50 mg Q12W 7.1% 3/42

1 2.4% 1/42 2.3%

1/43 50 mg Q12W 1

5 mg Q12W 200 mg Q12W 15 mg Q8W 100 mg Q8W

50 mg Q12W 2.4% 1/42
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200 mg Q12W 7.3% 3/41 11 100 mg Q8W 2.4% 1/42 7.1% 3/42 12

7.0% 3/43 5 mg Q12W 15 mg Q8W

5 mg Q12W 12.2% 5/41 50 mg Q12W 16.7% 7/42 200 mg Q12W 19.5% 8/41

15 mg Q8W 7.3% 3/41 100 mg Q8W 7.1% 3/42 11.9% 5/42

20.9% 9/43  
 

23 3% 16  

 

52 5 mg Q12W 68.3% 28/41 50 mg Q12W 64.3%

27/42 200 mg Q12W 73.2% 30/41 15 mg Q8W 56.1% 23/41 100 mg Q8W

66.7% 28/42 /100 mg 51.3% 20/39 72.1% 31/43

5 mg Q12W 1

5 mg Q12W 4.9% 2/41 1 50 mg Q12W 7.1% 3/42

1 100 mg Q8W 4.8% 2/42

1 4.7% 2/43 1

5 mg Q12W 50 mg Q12W 100 mg Q8W

1 200 mg Q12W 15 mg Q8W

/100 mg

5 mg Q12W 4.9% 2/41 50 mg Q12W 2.4% 1/42 200 mg Q12W 9.8% 4/41 13

100 mg Q8W 2.4% 1/42 9.3% 4/43 15 mg Q8W

/100 mg 5 mg Q12W 19.5% 8/41 50 mg Q12W 19.0%

                                                        
11 1  
12 100 mg 1  
13 1  

 
Q12W  Q8W  

 
42  43  5 mg  

41  
50 mg  

42  
200 mg  

41  
15 mg  

41  
100 mg  

42  
 6 (14.6) 1 (2.4) 2 (4.9) 4 (9.8) 1 (2.4) 1 (2.4) 2 (4.7) 

 3 (7.3) 1 (2.4) 0 4 (9.8) 2 (4.8) 1 (2.4) 0 
 3 (7.3) 0 0 1 (2.4) 2 (4.8) 0 0 

 3 (7.3) 1 (2.4) 3 (7.3) 0 0 1 (2.4) 2 (4.7) 
 1 (2.4) 2 (4.8) 0 1 (2.4) 0 3 (7.1) 0 

 1 (2.4) 3 (7.1) 1 (2.4) 0 1 (2.4) 1 (2.4) 0 
 1 (2.4) 1 (2.4) 1 (2.4) 0 1 (2.4) 1 (2.4) 2 (4.7) 

 1 (2.4) 0 2 (4.9) 0 0 0 1 (2.3) 
 1 (2.4) 0 2 (4.9) 0 0 1 (2.4) 0 

 1 (2.4) 0 0 0 0 0 2 (4.7) 
 1 (2.4) 0 0 0 0 4 (9.5) 0 

 0 1 (2.4) 2 (4.9) 1 (2.4) 0 0 1 (2.3) 
 0 1 (2.4) 0 1 (2.4) 0 2 (4.8) 1 (2.3) 

 0 2 (4.8) 0 0 0 0 0 
 0 1 (2.4) 0 0 2 (4.8) 1 (2.4) 0 

 0 0 1 (2.4) 0 1 (2.4) 1 (2.4) 5 (11.6) 
 0 0 0 0 0 2 (4.8) 0 

 0 0 0 0 0 2 (4.8) 0 
 0 0 0 0 0 2 (4.8) 0 

%  
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8/42 200 mg Q12W 24.4% 10/41 15 mg Q8W 14.6% 6/41 100 mg Q8W 9.5%

4/42 /100 mg 15.4% 6/39 23.3% 10/43  
 

7.1.2 CTD 5.3.5.1.2-1 CNTO1959PSA2001 PSA2001 2015 3 2017 1
14 150 100 mg 100 50

7  

100 mg 0 4 8 44 15

16

5% 16

16 24 28 8 100 mg

44  
17 149 100 mg 100 49 FAS

FAS 24 100 mg 4.0% 4/100

6.1% 3/49 100 mg 2.0% 2/100

0% 0/49 16

100 mg 10.0% 10/100 34.7% 17/49  

24 ACR 20 ACR 

50 ACR 70 PASI 75 10. 24

 

 
24 24 ACR 20 ACR 50 ACR 70 PASI 75 FAS  

 100 mg   
ACR 20  58.0 (58/100) 18.4 (9/49) 

95%  39.7 [25.3, 54.1]  
p  a) <0.001  

 100 mg   
ACR 50  34.0 (34/100) 10.2 (5/49) 

95%  23.8 [11.3, 36.3]  
ACR 70  14.0 (14/100) 2.0 (1/49) 

95%  12.0 [4.2, 19.9]  
PASI 75  78.6 (77/98) 12.5 (6/48) 

95%  66.1 [53.8, 78.4]  
% non-responder  
a) 5% TNF- Cochran-Mantel-Haenszel  

 
24 100 mg 36.0% 36/100

32.7% 16/49 25

                                                        
14 5 3 1.

2 1 2. 1 3. 1 4. 1
5.X 1

3% DMARD NSAIDs
3 3 CRP 0.3 mg/dL PsA 1 TNF-

20%
 

15 MTX 10 mg/ NSAIDs  
16 PsA  
17 TNF- 2:1  
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100 mg 1.0% 1/100 2.0% 1/49

100 mg 1.0%

1/100 100 mg 10.0% 10/100

8.2% 4/49  

  
25 2  

24  

 100 mg  
100

 
 49  

6 (6.0) 5 (10.2) 
 4 (4.0) 0 
 4 (4.0) 0 

2 (2.0) 1 (2.0) 
 2 (2.0) 1 (2.0) 

2 (2.0) 0 
2 (2.0) 0 

 2 (2.0) 0 
 2 (2.0) 0 
 2 (2.0) 0 

 2 (2.0) 0 
%  

 

100 mg 46.0% 46/10018 19 17.2% 5/29
20 30.0% 3/10 21 47.1% 8/17

100 mg 6.0% 6/100

1

100 mg 2.0% 2/100 10.0% 1/10

100 mg 13.0% 13/100 3.4% 1/29

11.8% 2/17  

 

7.2

7.2.1 CTD 5.3.5.1.3 PSO3004 2015 1

52
22 180 60

 

52 156

50 mg 100 mg 0 4

                                                        
18 16 10 16  
19 16 24  
20 16 5%

 
21 16 5%

 
22 6 PASI 12 IGA

3 10%
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8 16 23 50 mg

100 mg 16 20 8  
23 192 50 mg 65 100 mg 63 64

50 mg 7.7% 5/65

100 mg 1.6% 1/63 /100 mg 3.8% 1/26 /50 mg 0% 0/26
24 18.8% 12/64 50 mg 3.1% 2/65

/100 mg 3.8% 1/26 9.4% 6/64  

16 IGA 0 1 PASI 90

10. co-primary 26 100 mg

50 mg

 

 
26 16 IGA 0 1 PASI 90  

 50 mg  
65  

100 mg  
63  

 
64  

IGA 0 1  92.3 (60) 88.9 (56) 7.8 (5) 
 

95%  
84.5 

[75.3, 93.7] 
81.1 

[70.9, 91.2]  

p  a) <0.001 <0.001  
PASI 90  70.8 (46) 69.8 (44) 0 

 
95%  

70.8 
[59.7, 81.8] 

69.8 
[58.5, 81.2]  

p  a) <0.001 <0.001  
% LOCF 
a) 5% Fisher 100 mg

IGA 0 1 PASI 90
50 mg  

 

16 50 mg 46.2% 30/65 100 mg 46.0% 29/63

56.3% 36/64 27  

50 mg 1.5% 1/65

100 mg 1.6% 1/63 3.1% 2/64

1 1

50 mg 1.5% 1 /65

9.4% 6/64 100 mg 100 mg 6.3% 4/63

50 mg 23.1% 15/65 17.2% 11/64  

 

                                                        
23 1:1  
24 16  
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27 2 16  

 50 mg  
65  

100 mg  
63  

 
64  

 14 (21.5) 8 (12.7) 7 (10.9) 
 2 (3.1) 1 (1.6) 0 

 2 (3.1) 0 2 (3.1) 
 2 (3.1) 0 1 (1.6) 

 2 (3.1) 0 0 
 2 (3.1) 0 0 
 2 (3.1) 0 0 
 2 (3.1) 0 0 

 1 (1.5) 2 (3.2) 1 (1.6) 
 1 (1.5) 2 (3.2) 1 (1.6) 
 0 0 12 (18.8) 

 0 0 2 (3.1) 
%  

 

52 50 mg 87.7% 57/65 100 mg 85.7% 54/63
25 85.0% 155/180 28  

50 mg 6.2% 4/65

1 100 mg 3.2% 2/63

1 5.6% 10/180

1 /50 mg

50 mg 4.6% 3/65 2.2% 4/180

100 mg 50 mg 36.9% 24/65 100 mg 25.4%

16/63 31.1% 56/180  

 

                                                        
25 52 50 mg 100 mg /50 mg /100 mg
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28 4% 52  

 50 mg  
65  

100 mg  
63  

 
180  

 28 (43.1) 24 (38.1) 66 (36.7) 
 7 (10.8) 3 (4.8) 11 (6.1) 
 6 (9.2) 6 (9.5) 13 (7.2) 
 6 (9.2) 3 (4.8) 13 (7.2) 
 4 (6.2) 4 (6.3) 11 (6.1) 

 3 (4.6) 3 (4.8) 9 (5.0) 
 3 (4.6) 3 (4.8) 8 (4.4) 

 3 (4.6) 2 (3.2) 5 (2.8) 
 3 (4.6) 2 (3.2) 5 (2.8) 

 3 (4.6) 1 (1.6) 9 (5.0) 
 3 (4.6) 0 4 (2.2) 

 2 (3.1) 3 (4.8) 6 (3.3) 
 2 (3.1) 3 (4.8) 5 (2.8) 

 1 (1.5) 5 (7.9) 12 (6.7) 
 1 (1.5) 4 (6.3) 7 (3.9) 

 1 (1.5) 4 (6.3) 5 (2.8) 
 1 (1.5) 3 (4.8) 8 (4.4) 

 0 4 (6.3) 5 (2.8) 
 0 3 (4.8) 3 (1.7) 

%  

 

7.2.2 CTD 5.3.5.2.1 PSO3005 2015 1

52
GPP26 EP27 20 GPP EP 10

 

52 52 156

50 mg 0 4

8 20

CGI 4 5 CGI 3

100 mg 8 8

 

1 21 GPP 10 EP 11

14.3% 3/21 GPP 2

EP 1  

16 CGI 3 10.

29 52 CGI 3

52 PASI GPP JDA 10.

EP 30

                                                        
26 JDA GPP GPP JDA

3 2 1 0
CRP 0 2 14

 
27 80%

EP  
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29 16 CGI 3  

 GPP  
9 a  

EP  
11  

CGI 3  77.8 (7) 90.9 (10) 
CGI   

1 22.2 (2) 45.5 (5) 
2 22.2 (2) 27.3 (3) 
3 33.3 (3) 18.2 (2) 

%  
a) 16 1  

30 52  

 
GPP  EP  

 
10  

16  
9  

52  
8  11  

16  
11  

52  
10  

CGI 3    100   100 
PASI  29.3 ± 20.0 10.1 ± 10.5 4.8 ± 6.4 40.9 ± 10.2 7.7 ± 4.7 3.9 ± 4.3 

  14.9 ± 12.6 22.3 ± 12.9  33.2 ± 10.7 36.9 ± 13.4
JDA  5.4 ± 1.8 3.3 ± 2.8 2.4 ± 2.1 

 
  2.0 ± 3.0 3.0 ± 2.4 

  
86.0 ± 5.4 29.8 ± 23.5 11.8 ± 18.2 

  56.2 ± 23.2 73.8 ± 17.7
CGI 3 % PASI JDA  

 

52 GPP 100% 10/10 EP 100% 11/11

31 14.3% 3/21 GPP 2

1 EP 1

GPP 1 EP

9.5% 2/21 GPP 1 EP 1  

 
31 2 52  

 GPP  
10  

EP  
11  

GPP EP  
21  

 2 (20.0) 4 (36.4) 6 (28.6) 
 2 (20.0) 0 2 (9.5) 
 1 (10.0) 1 (9.1) 2 (9.5) 

 1 (10.0) 1 (9.1) 2 (9.5) 
 1 (10.0) 1 (9.1) 2 (9.5) 

%     

 

7.R

7.R.1
7.R.1.1

PsA

 

PSO3004

16 IGA 0 1 PASI 90 26

7.2.1 100 mg 50 mg

16
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PASI 75 DLQI 10. 32

100 mg 50 mg

IGA 0 1 IGA 0 PASI 90 PASI 100

33  

 
32 16 PASI 75 DLQI PSO3004  

 50 mg  
65  

100 mg  
63  

 
64  

PASI 75 %  89.2 (58) 84.1 (53) 6.3 (4) 
 

95%  
83.0 

[73.4, 92.6] 
77.9 

[67.1, 88.7]  

DLQI  
 8.3 8.5 0.7 

a) 
95%  

7.5 
[ 9.1, 6.0] 

7.8 
[ 9.4, 6.2] 

 

LOCF 
a)  

 
33 16 28 52 PSO3004  

 
50 mg  

65  
100 mg  

63  
/50 mg  

26  
/100 mg  

26  
 

64  
IGA 0 1  

16  92.3 (60) 88.9 (56)   7.8 (5) 
28  90.8 (59) 88.9 (56) 100 (26) 88.5 (23)  
52  87.7 (57) 90.5 (57) 100 (26) 88.5 (23)  

IGA 0  
16  44.6 (29) 44.4 (28)   0
28  53.8 (35) 49.2 (31) 50.0 (13) 46.2 (12) 
52  53.8 (35) 58.7 (37) 53.8 (14) 50.0 (13) 

PASI 90  
16  70.8 (46) 69.8 (44)   0 (0) 
28  75.4 (49) 77.8 (49) 73.1 (19) 61.5 (16)  
52  75.4 (49) 77.8 (49) 92.3 (24) 73.1 (19)  

PASI 100  
16  32.3 (21) 27.0 (17)   0 (0) 
28  44.6 (29) 38.1 (24) 30.8 (8) 34.6 (9)  
52  38.5 (25) 47.6 (30) 38.5 (10) 42.3 (11)  

% LOCF  

 
QOL

J Eur Acad Dermatol Venereol 2014; 28: 1690-5 J Eur Acad 

Dermatol Venereol 2009; 23: 919-26 16 ss-IGA 0 1 NAPSI

10.

34  
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34 16 ss-IGA 0 1 NAPSI  
PSO3004  

 50 mg  100 mg   
ss-IGA 0 1 %  74.1 (43/58) 82.8 (48/58) 10.5 (6/57) 

 
95%  

63.6 
[49.8, 77.4] 

72.2 
[59.7, 84.8] 

 

NAPSI
 1.2 ± 1.6 (44) 1.5 ± 1.8 (40) 0.2 ± 1.1 (42) 

 a) 
95%  

1.0 
[ 1.6, 0.4] 

1.3 
[ 1.9, 0.7] 

 

LOCF 
a)  

 
35

 

 
35 16 IGA 0 1 PASI 90 PSO3004  

 
IGA 0 1  PASI 90  

50 mg  100 mg   50 mg  100 mg   
 92.3 (60/65) 88.9 (56/63) 7.8 (5/64) 70.8 (46/65) 69.8 (44/63) 0 

 
 93.2 (41/44) 89.4 (42/47) 3.7 (2/54) 77.3 (34/44) 66.0 (31/47) 0 
 90.5 (19/21) 87.5 (14/16) 30.0 (3/10) 57.1 (12/21) 81.3 (13/16) 0 

 
65  90.9 (50/55) 87.9 (51/58) 8.3 (5/60) 69.1 (38/55) 70.7 (41/58) 0 
65  100 (10/10) 100 (5/5) 0 80.0 (8/10) 60.0 (3/5) 0 

 
70 kg  92.9 (39/42) 93.1 (27/29) 10.0 (3/30) 66.7 (28/42) 79.3 (23/29) 0 

70 kg  91.3 (21/23) 85.3 (29/34) 6.1 (2/33) 78.3 (18/23) 61.8 (21/34) 0 

 
25  92.9 (39/42) 93.8 (30/32) 8.1 (3/37) 66.7 (28/42) 78.1 (25/32) 0 
25  91.3 (21/23) 83.9 (26/31) 7.7 (2/26) 78.3 (18/23) 61.3 (19/31) 0 

 
 90.9 (10/11) 90.0 (9/10) 0 72.7 (8/11) 60.0 (6/10) 0 
 92.6 (50/54) 88.7 (47/53) 9.3 (5/54) 70.4 (38/54) 71.7 (38/53) 0 

 
15  89.3 (25/28) 87.9 (29/33) 7.3 (3/41) 75.0 (21/28) 63.6 (21/33) 0 
15  94.6 (35/37) 90.0 (27/30) 8.7 (2/23) 67.6 (25/37) 76.7 (23/30) 0 

 
PASI  

20  96.0 (24/25) 87.5 (21/24) 3.7 (1/27) 72.0 (18/25) 58.3 (14/24) 0 
20  90.0 (36/40) 89.7 (35/39) 10.8 (4/37) 70.0 (28/40) 76.9 (30/39) 0 

 
IGA  

4  96.1 (49/51) 92.2 (47/51) 7.7 (4/52) 78.4 (40/51) 68.6 (35/51) 0 
4 78.6 (11/14) 75.0 (9/12) 8.3 (1/12) 42.9 (6/14) 75.0 (9/12) 0 

 
20%  92.9 (13/14) 88.2 (15/17) 6.3 (1/16) 64.3 (9/14) 58.8 (10/17) 0 
20%  92.2 (47/51) 89.1 (41/46) 8.3 (4/48) 72.5 (37/51) 73.9 (34/46) 0 

 
DLQI  

10  90.0 (27/30) 88.2 (30/34) 2.9 (1/34) 66.7 (20/30) 61.8 (21/34) 0 
10  94.3 (33/35) 89.7 (26/29) 13.3 (4/30) 74.3 (26/35) 79.3 (23/29) 0 

 
a)  

 87.5 (35/40) 89.2 (33/37) 7.9 (3/38) 67.5 (27/40) 70.3 (26/37) 0 
 100 (25/25) 88.5 (23/26) 7.7 (2/26) 76.0 (19/25) 69.2 (18/26) 0 

b)   71.4 (10/14) 90.9 (10/11) 0 64.3 (9/14) 54.5 (6/11) 0 
 98.0 (50/51) 88.5 (46/52) 9.3 (5/54) 72.5 (37/51) 73.1 (38/52) 0 

% LOCF 
a) PUVA MTX acitiretin  
b) alefacept efalizumab briakinumab

 

 
PsA  

 

PsA

 

 

7.R.1.2 PsA

PsA  
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PsA PsA

PSO3004

PsA  

PSO3004 192 31 16.1% PsA 50 mg

11 100 mg 10 10 16 28 52 ACR 20 ACR 

50 ACR 70 VAS

36 37

 

 
36 16 52 ACR 20 ACR 50 ACR 70  

PSO3004 PsA  

 50 mg  
11  

100 mg  
10  

/50 mg  
3  

/100 mg  
4  

ACR 20  
16  46 (5) 30 (3) 0a) 
28  36 (4) 40 (4) 67 (2) 0 
52  55 (6) 20 (2) 67 (2) 50 (2) 

ACR 50  
16  18 (2) 30 (3) 0 a) 
28  27 (3) 40 (4) 33 (1) 0 
52  36 (4) 20 (2) 67 (2) 50 (2) 

ACR 70  
16  9 (1) 30 (3) 0 a) 
28  18 (2) 30 (3) 33 (1) 0 
52  27 (3) 20 (2) 67 (2) 0  

% LOCF 
a) 10  

 
37 16 52 VAS  

PSO3004 PsA  

 50 mg  
11  

100 mg  
10  

/50 mg  
3  

/100 mg  
4  

 
16  3.9 [ 8.2, 0.3] 3.3 [ 7.0, 0.4] 1.3 [ 0.2, 2.8] a) 
28  4.0 [ 8.1, 0.1] 4.1 [ 8.3, 0.1] 1.0 [ 6.0, 4.0] 1.8 [ 1.0, 4.5] 
52  7.0 [ 14.5, 0.5] 2.9 [ 6.2, 0.4] 1.7 [ 5.5, 2.1] 1.5 [ 4.3, 1.3] 

 
16  2.3 [ 4.6, 0.0] 3.2 [ 6.3, 0.1] 1.3 [ 3.8, 1.2] a) 
28  2.5 [ 4.4, 0.7] 3.4 [ 6.5, 0.3] 9.7 [ 29.6, 10.3] 0.3 [ 1.8, 1.3]
52  3.2 [ 5.5, 0.9] 1.5 [ 4.4, 1.4] 12.7 [ 38.2, 12.8] 1.5 [ 3.6, 0.6] 
VAS  

16  2.2 [ 3.7, 0.6] 1.0 [ 3.7, 1.6] 0.2 [ 0.8, 1.2] a) 
28  1.9 [ 4.5, 0.7] 1.8 [ 3.5, 0.1] 3.7 [ 8.5, 1.0] 2.0 [ 8.8, 4.8] 
52  2.0 [ 4.8, 0.7] 1.4 [ 2.9, 0.2] 6.1 [ 13.4, 1.2] 2.8 [ 9.4, 3.7] 

95% LOCF 
a) 10  

 

PsA PSA2001

24 ACR 20 16 20 ACR20

38 100 mg  
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38 16 20 24 ACR 20 PSA2001 FAS  

 100 mg  
100  

 
49  

 
95%  

16  60.0 (60) 16.3 (8) 43.6 [29.6, 57.6] 
20  63.0 (63) 22.4 (11) 40.4 [25.4, 55.5] 
24  58.0 (58) 18.4 (9) 39.7 [25.3, 54.1] 

% LOCF 

 
PsA  

 

 

PsA PsA

PSO3004

PsA

PsA

 

 

7.R.1.3 GPP EP

GPP EP  

GPP EP

PSO3005

 

GPP EP PSO3005 16 CGI 3

GPP 7/9 EP 10/11 52

CGI 3 GPP 8/8 EP 10/10 52 IGA 0 1

GPP 7/8 EP 8/10 GPP JDA PASI

EP EP PASI

52 7.2.2  

50 mg 100 mg GPP 5/9

EP 2/11 CGI 39

20 CGI 3 GPP 2/5 EP 1/2 52

GPP 4/4 28 EP 2/2 CGI 3 100 mg

CGI

 

 

                                                        
28 20 100 mg GPP 5 1 28  
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39 CGI  

CGI  
GPP 5 20  EP 2 20  

20  28  36 44 52 20 28 36  44  52
1     1 1      
2   2 4 2 3      
3  2 2  1  1 1 1 1 2 
4  1      1  1  
5  2 1    1  1   

           

 

GPP EP  

 

 

GPP EP GPP EP

PSO3005

GPP

EP GPP EP

 

 

7.R.2
PSO3004 PSO3005

2 PSO3001 PSO3002

16 100 mg 16

100 mg  

  

PSO3004 16

40 41

 
 

40 16 PSO3004  

 
PSO3004   

50 mg  
65  

100 mg  
63  

 
64  

100 mg  
823  

 
581  

 
422  

 20 19 19 255 179 128 
 0 0 0 0 0 0 

 30 (46.2) 29 (46.0) 36 (56.3) 405 (49.2) 290 (49.9) 197 (46.7) 
 1 (1.5) 1 (1.6) 2 (3.1) 16 (1.9) 12 (2.1) 6 (1.4) 

 1 (1.5) 0 6 (9.4) 11 (1.3) 7 (1.2) 4 (0.9) 
 15 (23.1) 4 (6.3) 11 (17.2) 124 (15.1) 116 (20.0) 54 (12.8) 
%  
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41  
52 PSO3004 48  

 
PSO3004   

50 mg  
65  

100 mg  
63  

a) 
180  

b) 
1,367  

c) 
581  

 63 62 161 1,022 461 
 0 (0) 0 (0) 0 (0) 0 (0) 1 (0.2) 

 57 (87.7) 54 (85.7) 153 (85.0) 880 (64.4) 413 (71.1) 
 4 (6.2) 2 (3.2) 10 (5.6) 52 (3.8) 26 (4.5) 

 3 (4.6) 0 (0) 4 (2.2) 24 (1.8) 20 (3.4) 
 24 (36.9) 16 (25.4) 56 (31.1) 316 (23.1) 182(31.3) 
%  

a) 52 50 mg 100 mg /50 mg /100 mg
 

b) 48 100 mg /  
c) 48 /  

 

16 48

42 43 100

/  

 
42 2% 16  

  
823  

 
581  

 
422  

 65 (7.9) 55 (9.5) 33 (7.8) 
 41 (5.0) 20 (3.4) 19 (4.5) 

 37 (4.5) 18 (3.1) 14 (3.3) 
 22 (2.7) 11 (1.9) 9 (2.1) 
 20 (2.4) 11 (1.9) 8 (1.9) 

 16 (1.9) 25 (4.3) 3 (0.7) 
 13 (1.6) 11 (1.9) 17 (4.0) 

 7 (0.9) 12 (2.1) 4 (0.9) 
%  
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43 2% 48  

 100 mg  
1,221  

 
1,367  

 
581  

 974 1,022 461 

 239 (19.6) 
32.8 

262 (19.2) 
33.7 

117 (20.1) 
36.4 

 124 (10.2) 
17.2 

134 (9.8) 
17.4 

59 (10.2) 
16.9 

 62 (5.1) 
7.3 

67 (4.9) 
7.4 

35 (6.0) 
9.8 

 50 (4.1) 
6.0 

53 (3.9) 
6.0 

27 (4.6) 
6.5 

 44 (3.6) 
5.1 

45 (3.3) 
5.0 

22 (3.8) 
4.8 

 37 (3.0) 
4.1 

38 (2.8) 
4.0 

14 (2.4) 
3.0 

 31 (2.5) 
3.4 

34 (2.5) 
3.5 

13 (2.2) 
3.0 

 30 (2.5) 
4.7 

32 (2.3) 
4.8 

34 (5.9) 
21.9 

 30 (2.5) 
3.8 

31 (2.3) 
3.7 

19 (3.3) 
4.3 

 30 (2.5) 
3.2 

31 (2.3) 
3.1 

18 (3.1) 
4.1 

 30 (2.5) 
3.5 

30 (2.2) 
3.3 

17 (2.9) 
4.6 

 27 (2.2) 
3.1 

29 (2.1) 
3.1 

18 (3.1) 
3.9 

 24 (2.0) 
2.6 

25 (1.8) 
2.6 

12 (2.1) 
2.8 

 13 (1.1) 
1.7 

13 (1.0) 
1.7 

16 (2.8) 
7.8 

 13 (1.1) 
1.4 

13 (1.0) 
1.4 

12 (2.1) 
3.5 

 10 (0.8) 
1.0 

12 (0.9) 
1.2 

21 (3.6) 
4.8 

 10 (0.8) 
1.7 

11 (0.8) 
1.8 

13 (2.2) 
13.7 

%  
100  

  

PSO3004 48

1  

PSO3004 16 50 mg 1.5% 1/65 100 mg

1.6% 1/63 3.1% 2/64 2

PSO3004 52 50 mg 6.2% 4/65 100 mg 3.2%

2/63 5.6% 10/180 2

16 1.9% 16/823

2.1% 12/581 1.4% 6/422 2

0.2% 2/823 48

4.2% 52/1,367 5.9 /100 4.5% 26/581 6.93 /100

2 0.2% 3/1,367

0% 0.1% 2/1,367 0.3% 2/581

0.1% 2/1,367 0.3% 2/581 0.1% 2/1,367

0.2% 1/581 0.1% 2/1,367 0%

0.1% 2/1,367 0%  
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PSO3004 52 50 mg 4.6% 3/65

2.2% 4/180 100 mg 2

48 1.8%

24/1,367 2.4 /100 3.4% 20/581 3.9 /100

2 0.1% 2/1,367 1.2% 7/581

0.1% 2/1,367 0.2% 1/581

0.1% 2/1,367 0% 0.1% 2/1,367

0%  

PSO3005 52 GPP 10/10 EP 11/11

GPP 2 EP 1 GPP 1

EP  

 

 

 

7.R.2.1

B

 

IL-23 Th17

 2011; 34: 13-9 IL-23

J Am Acad Dermatol 2011; 65: 

1135-44  

PSO3004 16 16

44 PSO3004 52 48

45

PSO3004 100 mg 1

2

0.1% 2/1,367 0.20 /100  

100 PSO3004 0.6 95%

0.02, 3.46 1.1 95% 0.54, 1.93

Psoriasis Longitudinal Assessment Registry PSOLAR J Drugs Dermatol 

2015; 14: 706-14 100

0.93 29 1.91

 

 

                                                        
29 alefacept efalizumab   
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44 PSO3004 16  

 
PSO3004   

50 mg  
65  

100 mg  
63  

 
64  

100 mg  
823  

 
581  

 
422  

 20 19 19 255 179 128 
SOC  

 19 (29.2) 12 (19.0) 13 (20.3) 188 (22.8) 137 (23.6) 87 (20.6) 
 0 1 (1.6) 0 1 (0.1) 4 (0.7) 0 

SOC PT  
 14 (21.5) 8 (12.7) 7 (10.9) 65 (7.9) 55 (9.5) 33 (7.8) 

 1 (1.5) 2 (3.2) 1 (1.6) 41 (5.0) 20 (3.4) 19 (4.5) 
 2 (3.1) 0 1 (1.6) 7 (0.9) 3 (0.5) 2 (0.5) 

%  

 
45 PSO3004 52 48  

 PSO3004   

 50 mg  
65  

100 mg  
63  

 
180  

 
1,367  

 
581  

 
422  

 63 62 161 1,022 461 129 
SOC  

 37 (56.9) 
115.0 

34 (54.0) 
83.5 

92 (51.1) 
104.2 

580 (42.4) 
97.2 

266 (45.8) 
101.6 

87 (20.6) 
83.8 

 0 1 (1.6) 
1.6 

1 (0.6) 
0.6 

10 (0.7) 
1.1 

9 (1.5) 
2.2 0 

SOC PT  

 28 (43.1) 
62.3 

24 (38.1) 
49.8 

66 (36.7) 
58.3 

262 (19.2) 
33.7 

117 (20.1) 
36.4 

33 (7.8) 
28.0 

 2 (3.1) 
3.2 

3 (4.8) 
4.8 

6 (3.3) 
3.7 

134 (9.8) 
17.4 

59 (10.2) 
16.9 

19 (4.5) 
15.5 

 7 (10.8) 
12.8 

3 (4.8) 
4.8 

11 (6.1) 
7.4 

24 (1.8) 
2.7 

11 (1.9) 
2.6 

2 (0.5) 
1.6 

 3 (4.6) 
4.8 

1 (1.6) 
1.6 

9 (5.0) 
5.6 

19 (1.4) 
2.2 

7 (1.2) 
1.7 

1 (0.2) 
0.8 

%  
100  

 

PSO3004 PSO3001 PSO3002

PSO3004

48 2

 

PSO3004 PSO3001 PSO3002 B

B 30 B

B

PSO3004 1 180

MedDRA HLT

IL-23/12 HBs

11 7 2 B

Br J Dermatol 2013; 169: 1295-303

 

 

                                                        
30 B B B

HBcAb / HBsAb HBV HBV DNA  
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PSO3004

7.R.6  

IL-23 IL-23 Th17 IL-17

 2011; 34: 13-9  

 

IL-17

J Immunol 2010; 184: 1295-303

 

7.R.6  

 

7.R.2.2
 

JAMA Dermatol 2016; 152: 282-90  

PSO3004 16 1 50 mg 16

52 48 NMSC

6 100 mg 4 2 NMSC 3

100 mg 2 1 100

/ PSO3004 0.62 NMSC 

0.00 NMSC 0.62 0.88 NMSC 0.59 NMSC

0.29  

5 31 7 32

NMSC NMSC 46  

 

                                                        
31 PSO2001 PSO3001 PSO3002 PSO3004 PSA2001  
32 PSO2001 PSO3001 PSO3002 PSO3003 PSO3004 PSO3005 PSA2001  
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46 NMSC NMSC  

 
5 a) 7 b) 

50 mg  
65  

100 mg  
986  1,258 577  

50 mg  
112  

100 mg  
1,720  

 
2,078

NMSCc) 
 63 893 1,148 181 96 1,324 1,646 

 0 
0.0 [0.0, 4.8] 

4 (0.4) 
0.5 [0.1, 1.2]

4 (0.3) 
0.4 [0.1, 0.9]

0 
0.0 [0.0, 1.7]

1 (0.9) 
1.0 [0.0, 5.8] 

7 (0.4) 
0.5 [0.2, 1.1] 

8 (0.4) 
0.5 [0.2, 1.0] 

NMSC  
 62 894 1,149 181 96 1,326 1,648 

 1 (1.5) 
1.6 [0.0, 9.0] 

3 (0.3) 
0.3 [0.1, 1.0]

4 (0.3) 
0.4 [0.1, 0.9]

0 
0.0 [0.0, 1.7]

1 (0.9) 
1.0 [0.0, 5.8] 

5 (0.3) 
0.4 [0.1, 0.9] 

6 (0.3) 
0.4 [0.1, 0.8] 

% 100 95%  
a) PSO2001 PSO3001 PSO3002 PSO3004 PSA2001 5  
b) a) 5 PSO3003 PSO3005 2 7  
c) SOC  

 

NMSC SEER Surveillance Epidemiology and End 

Result 5

7 SIR 95%

5 0.8 0.2 2.0 7 0.8 0.3 1.8

 

PSOLAR 100 NMSC

0.48 0.73 J Drugs Dermatol 2015; 14: 

706-14 100 NMSC

0.34 0.94 Br J Dermatol 2013; 168: 844-54 J Am Acad Dermatol 2016; 75: 83-98

46

 

 

 

7.R.6  

 

7.R.2.3

 

J Invest 

Dermatol 2013; 133: 2340-6  

PSO3004 52 SOC 50 mg 1.5% 1/65

1 100 mg 6.3% 4/63

1 /50 mg 7.7% 2/26 1

1.6% 1/64 MACE33 16

16 52 50 mg 1

                                                        
33  
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34 47

100  

48 4 4 MACE

3  

 
47  

 
16  48  

 
823  

 
581  

 
422  

 
1,367  

 
581  

 255 179 128 1,022 461 
a) 3 (0.4) 

1.2 [0.2, 3.4] 
3 (0.5) 

1.7 [0.3, 4.9] 
0 

0.0 [0.0. 2.3] 
8 (0.6) 

0.8 [0.3, 1.5] 
6 (1.0) 

1.5 [0.6, 3.1] 

MACEb) 1 (0.1) 
0.4 [0.0, 2.2] 

2 (0.3) 
1.1 [0.1, 4.0] 

0 
0.0 [0.0, 2.3] 

4 (0.3) 
0.4 [0.1, 1.0] 

2 (0.3) 
0.4 [0.1, 1.6] 

% 100 95%  
a) 

 
b)  

 

100 MACE 0.41 PSOLAR

100 MACE 0.32

0.28 J Drugs Dermatol 2015; 14: 706-14

100 MACE 0.47 0.42 Br J Dermatol 2013; 168: 844-54 J Am Acad Dermatol 

2016; 75: 83-98 MACE

 

 

 

 

  

7.R.2.4

 

 

PSO3004 16 52 48

 

PSO3004 ADA 13 5 50 mg 2 100 mg 2

/100 mg 1 ADA 167 7 50 mg 4 100 mg 2 /100 mg 1

ADA ADA

 

 

                                                        
34
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48 PSO3004  
 16  52  

50 mg  
65  

100 mg  
63  64  

50 mg  
65  

100 mg  
63  180

 20 19 19 63 62 161 
a) 1 (1.5) 0 1 (1.6) 6 (9.2) 4 (6.3) 12 (6.7) 

PT  
 0 0 1 (1.6) 1 (1.5) 4 (6.3) 7 (3.9) 

 1 (1.5) 0 0 1 (1.5) 0 1 (0.6) 
 0 0 0 3 (4.6) 2 (3.2) 5 (2.8) 

%  
a) 

 

PSO3004 52

1  

 

 

 

 

7.R.2.5

 

Dermatol Res Pract 2015; 2015: 409637 Clin Dermatol 2013; 31: 47-56  

PSO3004 52 MedDRA SMQ /

48 MedDRA SMQ

/ 0.1% 2/1,367

0.5% 3/581 0% 0.3% 2/581

0% 0.2% 1/581 0.1% 1/1,367

0% 0.1% 1/1,367 0%  

16 C-CASA Columbia classification algorithm of suicide 

assessment 35 Am J Psychiatry 2007; 164: 1035-43

0.2% 1/581 0.56 /100

48 C-CASA

0.1% 1/1,221 0.10 /100

0.3% 2/581 0.43 /100

100 0.42 0.15

Psychol Med 2001; 31: 1181-91  

 

                                                        
35 3 8
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Dermatol Res Pract 2015; 2015: 409637

Clin Dermatol 2013; 31: 47-56

1

 

 

7.R.2.6
 

IL-23 IL-17 T J Immunol 2007; 179: 8274-9 IL-17

J Immunol 2000; 165: 

5814-21 IL-17

N Engl J Med 2014; 371: 326-38  

PSO3004 36

1.1% 2/180 0.6% 1/180 0.6% 1/180 CTCAE 

Ver.4.0 Grade 3

50 mg 100 mg

0.4% 5/1,367 0.2% 3/1,367

0.1% 2/1,367 0.1% 2/1,367 1 CTCAE Grade 3

7

0.2

0.7% 0 0.3% 0.1%

0.1%  

 

IL-17

 

 

7.R.2.1 6  

IL-23

 

 

 

                                                        
36 SMQ  
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7.R.3 

PSO3004 PSO3005

 

PSO3004 16 PASI 90 50 mg 100 mg

7.2.1 PASI 90 IGA 0 1 52

50 mg 100 mg 7.R.1.1 PASI 100 IGA 0

49 52 PASI 100 IGA 0

100 mg 50 mg

100 mg 50 mg 34

PSO3004 PSO3005

 

  
49 PASI 100 52 PSO3004  

 50 mg  
65  

100 mg  
63  

PASI 100  
16  32.3 (21) 27.0 (17) 
28  44.6 (29) 38.1 (24) 
36  36.9 (24) 42.9 (27) 
44  38.5 (25) 44.4 (28) 
52  38.5 (25) 47.6 (30) 

IGA 0  
16  44.6 (29) 44.4 (28) 
28  53.8 (35) 49.2 (31) 
36  44.6 (29) 55.6 (35) 
44  55.4 (36) 52.4 (33) 
52  53.8 (35) 58.7 (37) 

%  

 
37

100 mg PASI 90 24.1 17.3, 

30.9 IGA 0 1 19.3 13.3, 25.3  

PASI 100 IGA 0

J Am Acad Dermatol 2016; 75: 77-82 1

100 mg 4 8  

 

1 100 mg 4

8  

 

 

                                                        
37 PSO3001

48 160 100 mg
0 4 8 0 80 mg 1 40 mg 40 mg 2

16 100 mg 16 20 8 16
IGA 0 1 PASI 90 co-primary  
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7.R.4

7.R.1 7.R.2 PsA GPP

EP

 

 

 

7.R.5
7.R.5.1

 

TNF-

J Dermatol Sci 2010; 59: 40-9 J Dermatol 2010; 37: 299-310 IL-12/23p40

J Dermatol 2012; 39: 242-52 IL-17A N Engl J Med 2014; 

371: 326-38 N Engl J Med 2016; 375: 345-56 IL-17R

N Engl J Med 2015; 373: 1318-28 PSO3004 PSO3005

 

 

 

 

7.R.5.2
 

PsA PSA2001 MTX

GPP EP PSO3005 MTX

PSO3001 PSO3002 PSO3004

 

PSA2001 24 MTX 38.3% 18/47

MTX 31.6% 6/19 MTX 34.0% 18/53

MTX 12.8% 6/47 MTX 26.3% 5/19

MTX 20.8% 11/53 MTX

 

PSO3005 MTX 3/21 6/21

MTX 3 2 6 3 12 9
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7.R.6

 

 

 

7.R.2

IL-23

 

 

  
 

8.

8.1

 

 

8.2 GCP

CTD 5.3.5.1.3 CTD 5.3.5.2.1 GCP
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GCP

 

 

 

 

 

 

 

9. 1
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10.

 
  

ACR 20 50 70  

68 66
20% 50% 70% VAS

VAS VAS
HAQ-DI RA CRP 3

20% 50% 70%  

CGI  1 2
3 4 5 5  

CGI 3  CGI 1 2 3  

DLQI  10 QOL
QOL  

IGA  
PGA 4 5

4 0 1 2 3 4
5  

IGA 0 1  IGA 0 1  

JDA  

3 2 1 0

CRP 0 2
17  

NAPSI  2 0 1
1/4 2 2/4 3 3/4 4

4 8  

PASI  

4
0 1 2 3 4

5
10% 20% 30% 40%

72.0  
PASI 75 90 100  PASI 75% 90% 100%

PGA  
0

1 2 3 4 5 6
 

PGA 0 1  PGA 0 1  

ss-IGA  3 0 1 2
3 4 4 12  

ss-IGA 0 1  ss-IGA 0 1  
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2

 

30 2 9  

 

 100 mg  

  

  

 29 4 20  

 

 

 

 

 

1.

20 12 25 20 8  

 

1.1
1

 

100 mg 50 mg 100 mg

50 mg

 

 

50 mg
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ACR American college of rheumatology  
ADA Anti-drug antibody  
AUC Area under the serum concentration-time curve  
CDC Complement-dependent cytotoxicity  
CGI Clinical global impression  
CHO Chinese hamster ovary  

CL CL/F   
Cmax Maximum serum concentration  
CQA Critical quality attribute  
CRP C-reactive protein C  
DLQI Dermatology life quality index QOL  
DMARD Disease-modifying antirheumatic drugs  
DNA Deoxyribonucleic acid  

EEPCB Extended end of production cell bank 
 

ELISA Enzyme-linked immunosorbent assay  
EP Erythrodermic psoriasis  
F Absolute bioavailability  
Fab Fragment antigen binding  
FAS Full analysis set  
FcRn Neonatal Fc receptor Fc  
Fc R Fc  receptor Fc  
G-CSF Granulocyte colony stimulating factor  

GM-CSF Granulocyte-macrophage colony stimulating 
factor -  

GPP Generalized pustular psoriasis  
HCP Host cell protein  
IC50 50% inhibitory concentration 50%  
IFN  Interferon   
IGA Investigator’s global assessment  
IgG1 Immunoglobulin G1 G1 
IL-12R 1 IL-12 receptor -1 -12 -1  
IL Interleukin  
IL-23R Interleukin-23 receptor -23  
IP-10 Interferon  inducible protein 10 10 
LOCF Last observation carried forward  
MACE Major adverse cardiovascular events  
MCB Master cell bank  
MTX Methotrexate  
NAPSI Nail psoriasis area and severity index  
NK Natural killer  
NMSC Nonmelanoma skin cancer  
NSAIDs Non-steroidal anti-inflammatory drugs  
PASI Psoriasis area and severity index  
PGA Physician’s global assessment  
PsA Psoriatic arthritis  
PSOLAR Psoriasis longitudinal assessment registry  
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PSRE Potentially suicide-related events  
PT Preferred term  
PUVA Psoralen, ultraviolet A light therapy  
QbD Quality by design  
QxW Once every x weeks X  

SEER National Institutes of Health Surveillance, 
epidemiology, and end results  

SMQ Standard MedDRA query  
ss-IGA Scalp specific investigator’s global assessment  

STAT3 Signal transducer and activator of 
transcripition 3 3 

Th17 Helper T cell 17 T 17 
tmax   
TNF  Tumor necrosis factor   
t1/2   
VAS Visual analogue scale  

Vd Vd/F   
WCB Working cell bank  
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