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1.     P.2 

2.   P.3 

3.     P.4 

4.    P.12 

5.    P.14 

6.   P.15 
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1.  

2016 28 6 2

 

 

 

 

 

50 mg 100 mg 200 mg 

 

 

12 100 mg 

1 1 200 mg 1 1
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2  

50 mg 100 mg 200 mg

JAK

STAT  

AD IL-4 IL-13 IL-22 IL-31

TSLP IFN-γ Acta Derm Venereol 2012; 

92: 24-8  Autoimmun Rev 2014; 13: 615-20  2017; 13: 8-21

JAK-STAT AD
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3  

AD  

 

B7451029  

 

TCS TCI

AD 700 100 mg 200 mg

200 100 TCS

18  

20 16 100 mg 200 mg

1 1 300 mg1) 2 1

16 100 mg 200 mg 1 1

1 1

7

1 2 TCS

2 )

 

12 1 2

IGA (0/1) EASI 75%

EASI-75 co-primary endpoint  

18 AD  

 

Ø 1 AD Hanifin Rajka

AD  

Ø EASI 16 IGA 3 10%

NRS 4  

Ø 6 4

 

 

 

 

co-primary endpoint 12 IGA (0/1) EASI-75

                                                        
1) 600mg  
2) medium potency TCS 0.1% 0.025%

1 1

7 1 1 medium potency TCS

medium potency TCS

low potency TCS 1% TCI  
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1 100 mg 200 mg

100 mg 200 mg

 

 

1 FAS, NRI  

 100 mg  200 mg    

12 IGA (0/1)  36.6 (86/235) 48.4 (106/219) 36.5 (88/241) 14.0 (18/129) 

95%CI a) 

p a), b) 

23.1 [14.7, 31.4] 

<0.0001 

34.8 [26.1, 43.5] 

<0.0001 

22.5[14.2, 30.9] 

 
 

12 EASI-75  58.7 (138/235) 70.3 (154/219) 58.1 (140/241) 27.1 (35/129) 

95%CI a) 

p a) , b) 

31.9 [22.2, 41.6) 

<0.0001 

43.2 [33.7, 52.7] 

<0.0001 

30.9 [21.2, 40.6] 

 
 

% 12 FAS  

a) AD Cochran-Mantel-Haenszel  

b) 5%  

 

 

100 mg 50.8% 121/238 200 mg 61.9% 140/226

50.0% 121/242 53.4% 70/131   
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2  

 

100 mg 2.5% 6/238

/ 1 200 mg 0.9% 2/226

1 0.8% 2/242

1 3.8% 5/131

1

100 mg 3

2

 

100 mg 2.5% 6/238 200 mg 4.4% 10/226

3.3% 8/242 3.8% 5/131  

100 mg 21.8% 52/238 200 mg 30.5% 69/226 18.6%

45/242 18.3% 24/131  
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2 2%  

 
100 mg  

(238  

200 mg  

226  

 

242  

 

131  

 22 (9.2) 15 (6.6) 23 (9.5) 9 (6.9) 

 12 (5.0) 9 (4.0) 9 (3.7) 6 (4.6) 

 10 (4.2) 25 (11.1) 7 (2.9) 2 (1.5) 

 10 (4.2) 15 (6.6) 13 (5.4) 6 (4.6) 

 7 (2.9) 15 (6.6) 3 (1.2) 0 

 7 (2.9) 6 (2.7) 2 (0.8) 3 (2.3) 

 7 (2.9) 3 (1.3) 2 (0.8) 5 (3.8) 

 5 (2.1) 8 (3.5) 2 (0.8) 1 (0.8) 

 5 (2.1) 0 0 0 

 4 (1.7) 7 (3.1) 4 (1.7) 2 (1.5) 

 4 (1.7) 7 (3.1) 0 2 (1.5) 

 4 (1.7) 4 (1.8) 3 (1.2) 4 (3.1) 

 4 (1.7) 4 (1.8) 2 (0.8) 4 (3.1) 

 4 (1.7) 2 (0.9) 5 (2.1) 1 (0.8) 

 2 (0.8) 3 (1.3) 15 (6.2) 3 (2.3) 

 0 1 (0.4) 7 (2.9) 5 (3.8) 

%  

 

B7451036  

 

TCS TCI AD 225

100 mg 200 mg 75 TCS

13  

100 mg 200 mg 1 1 12

7 1 2

TCS

3)  

12 IGA (0/1) EASI-75 co-primary endpoint  

12 18 AD  

 

Ø AD Hanifin Rajka

AD  

Ø EASI 16 IGA 3 10% NRS

4  

Ø a c a 6 4

b 6 AD

c AD  

Ø 25 kg  

                                                        
3) medium potency TCS 0.1% 0.025%

1 1

7 1 1 medium potency TCS

medium potency TCS

low potency TCS 1% TCI  
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co-primary endpoint 12 IGA (0/1) EASI-75

3 100 mg 200 mg

100 mg 200 mg

 

 

3 FAS NRI  

 100 mg  200 mg   

12 IGA (0/1)  41.6 (37/89) 46.2 (43/93) 24.5 (23/94) 

95%CI a) 

p a), b) 

16.7 [3.5, 29.9] 

0.0147 

20.6 [7.3, 33.9] 

0.0030 
 

12 EASI-75  68.5 (61/89) 72.0 (67/93) 41.5 (39/94) 

95%CI a) 

p a) b) 

26.5 [13.1, 39.8] 

0.0002 

29.4 [16.3, 42.5]  

<0.0001 
 

% 12 FAS  

a) AD Cochran-Mantel-Haenszel  

b) 5%  

 

 

100 mg 56.8% 54/95 200 mg 62.8% 59/94 52.1% 50/96

4  

 

200 mg 1.1% 1/94 1 2.1% 2/96

1  

100 mg 1.1% 1/95 200 mg 2.1% 2/94 2.1%

2/96  

100 mg 21.1% 20/95 200 mg 33.0% 31/94 16.7% 16/96
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4 2%  

 
100mg  

95  

200 mg  

94  

 

96  

 9 (9.5) 10 (10.6) 10 (10.4) 

 8 (8.4) 8 (8.5) 9 (9.4) 

 7 (7.4) 17 (18.1) 1 (1.0) 

 7 (7.4) 2 (2.1) 1 (1.0) 

 5 (5.3) 8 (8.5) 7 (7.3) 

 5 (5.3) 3 (3.2) 3 (3.1) 

 4 (4.2) 5 (5.3) 0 

 4 (4.2) 4 (4.3) 0 

 4 (4.2) 2 (2.1) 1 (1.0) 

 4 (4.2) 1 (1.1) 2 (2.1) 

 3 (3.2) 5 (5.3) 1 (1.0) 

 3 (3.2) 1 (1.1) 4 (4.2) 

 2 (2.1) 2 (2.1) 1 (1.0) 

 2 (2.1) 1 (1.1) 3 (3.1) 

 2 (2.1) 1 (1.1) 0 

 2 (2.1) 0 1 (1.0) 

 2 (2.1) 0 0 

 2 (2.1) 0 0 

 1 (1.1) 3 (3.2) 1 (1.0) 

 1 (1.1) 2 (2.1) 0 

 1 (1.1) 2 (2.1) 0 

 1 (1.1) 1 (1.1) 2 (2.1) 

 1 (1.1) 0 3 (3.1) 

 1 (1.1) 0 2 (2.1) 

 1 (1.1) 0 2 (2.1) 

 0 6 (6.4) 1 (1.0) 

 0 4 (4.3) 0 

 0 3 (3.2) 0 

 0 2 (2.1) 2 (2.1) 

 0 2 (2.1) 0 

 0 0 2 (2.1) 

 0 0 2 (2.1) 

 0 0 2 (2.1) 

%  

 

B7451013  

 

TCS TCI

AD 375 100 mg 150 200 mg 150

75

13

 

100 mg 200 mg 1 1 12

AD

 

12 IGA (0/1) EASI-75 co-primary endpoint  

12 AD  
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Ø 1 AD Hanifin Rajka

AD  

Ø EASI 16 IGA 3 10% NRS

4  

Ø 6 4

 

Ø 40 kg  

 

 

 

co-primary endpoint 12 IGA(0/1) EASI-75

5 100 mg 200 mg

100 mg 200 mg

 

 

5 FAS NRI  

 100 mg  200 mg   

12 IGA (0/1)  28.4 (44/155) 38.1 (59/155) 9.1 (7/77) 

95%CI a) 

p a), b) 

19.3 [9.6, 29.0] 

0.0008 

28.7 [18.6, 38.8] 

<0.0001 
 

12 EASI-75  44.5 (69/155) 61.0 (94/154) 10.4 (8/77) 

95%CI a) 

p a), b) 

33.9 [23.3, 44.4] 
<0.0001 

50.5 [40.0, 60.9] 
<0.0001 

 

% 12 FAS  

a) AD Cochran-Mantel-Haenszel  

b) 5%  

 

 

100 mg 62.7% 99/158 200 mg 65.8% 102/155 53.8%

42/78 6  

100 mg 0.6% 1/158  

100 mg 3.2% 5/158 /

1 200 mg 1.3% 2/155

1 1.3% 1/78 /

100 mg 2 1 /

 

100 mg 3.8% 6/158 200 mg 3.2% 5/155

12.8% 10/78  

100 mg 22.2% 35/158 200 mg 36.1% 56/155 21.8% 17/78
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6 2%  

  
 

100 mg  

158  

200 mg  

155  

 

78  

 20 (12.7) 12 (7.7) 5 (6.4) 

 14 (8.9) 5 (3.2) 3 (3.8) 

 12 (7.6) 22 (14.2) 2 (2.6) 

 9 (5.7) 6 (3.9) 12 (15.4) 

 9 (5.7) 12 (7.7) 2 (2.6) 

 4 (2.5) 1 (0.6) 2 (2.6) 

 4 (2.5) 1 (0.6) 0 

 3 (1.9) 6 (3.9) 1 (1.3) 

 3 (1.9) 5 (3.2) 2 (2.6) 

 3 (1.9) 0 2 (2.6) 

 2 (1.3) 9 (5.8) 0 

 2 (1.3) 8 (5.2) 1 (1.3) 

 2 (1.3) 6 (3.9) 0 

 2 (1.3) 3 (1.9) 3 (3.8) 

 2 (1.3) 2 (1.3) 2 (2.6) 

 1 (0.6) 1 (0.6) 2 (2.6) 

 0 5 (3.2) 2 (2.6) 

 0 5 (3.2) 0 

%  
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B7451029 B7451036

 

B7451029 B7451036 7

 

 

7 FAS NRIa  

  

B7451029  B7451036  

100 mg  200 mg  
 

 100 mg  200 mg   

IGA(0/1)

 

2  15.2 (35/230) 18.4 (41/223) 4.7 (11/236) 6.3 (8/128) 6.5 (6/92) 12.8 (12/94) 1.1 (1/91) 

4  25.2 (59/234) 31.4 (70/223) 18.9 (45/238) 6.2 (8/129) 19.6 (18/92) 38.3 (36/94) 3.1 (3/96) 

8  35.8 (83/232) 50.7 (114/225) 28.5 (68/239) 10.1 (13/129) 30.8 (28/91) 48.9 (45/92) 16.0 (15/94) 

12 ( ) 36.6 (86/235) 48.4 (106/219) 36.5 (88/241) 14.0 (18/129) 41.6 (37/89) 46.2 (43/93) 24.5 (23/94) 

16  34.8 (80/230) 47.5 (105/221) 38.8 (90/232) 12.9 (16/124)    

24 b) 44.8 (90/201) 51.0 (102/200)   50.8 (61/120) 52.7 (59/112)  

36  b) 43.5 (77/177) 47.1 (89/189)   50.0 (58/116) 59.1 (68/115)  

48 b) 38.8 (26/67) 41.1 (29/70)   47.5 (47/99) 54.5 (48/88)  

EASI-75

 

2  25.4 (58/228) 30.0 (67/223) 14.0 (33/235) 10.9 (14/128) 19.6 (18/92) 25.5 (24/94) 4.4 (4/91) 

4  44.6 (104/233) 57.4 (128/223)  38.2 (91/238)  15.6 (20/128) 41.3 (38/92) 63.8 (60/94) 14.6 (14/96) 

8  55.6 (129/232) 67.9 (152/224) 52.7 (126/239) 18.6 (24/129) 60.4 (55/91) 68.5 (63/92) 33.3 (31/93) 

12 ( ) 58.7 (138/235) 70.3 (154/219) 58.1 (140/241) 27.1 (35/129) 68.5 (61/89) 72.0 (67/93) 41.5 (39/94) 

16  60.3 (138/229) 71.0 (157/221) 65.5 (152/232) 30.6 (38/124)    

24 b) 75.1 (151/201) 82.6 (166/201)   75.8 (91/120) 78.6 (88/112)  

36  b) 71.8 (127/177) 73.0 (138/189)   69.0 (80/116) 76.7 (89/116)  

48 b) 61.2 (41/67) 66.2 (47/71)   68.7 (68/99) 71.6 (63/88)  

EASI-90

 

2  8.3 (19/228) 11.2 (25/223) 2.6 (6/235) 2.3 (3/128) 8.7 (8/92) 10.6 (10/94) 0 (0/91) 

4  20.2 (47/233) 32.3 (72/223) 12.2 (29/238) 6.3 (8/128) 17.4 (16/92) 30.9 (29/94) 2.1 (2/96) 

8  30.6 (71/232) 47.3 (106/224) 24.3 (58/239) 7.8 (10/129) 29.7 (27/91) 40.2 (37/92) 14.0 (13/93) 

12  36.6 (86/235) 46.1 (101/219) 34.9 (84/241) 10.1 (13/129) 41.6 (37/89) 49.5 (46/93) 18.1 (17/94) 

16  38.0 (87/229) 48.9 (108/221) 38.8 (90/232) 11.3 (14/124)    

24 b) 45.3 (91/201) 54.2 (109/201)   52.5 (63/120) 59.8 (67/112)  

36  b) 46.9 (83/177) 53.4 (101/189)   53.4 (62/116) 62.1 (72/116)  

48 b) 40.3 (27/67) 49.3 (35/71)   45.5 (45/99) 54.5 (48/88)  

EASI-100

 

2  1.3 (3/228) 4.5 (10/223) 0.4 (1/235) 0 (0/128) 1.1 (1/92) 0 (0/94) 0 (0/91) 

4  2.6 (6/233) 7.2 (16/223) 2.5 (6/238) 0 (0/128) 2.2 (2/92) 5.3 (5/94) 0 (0/96) 

8  6.0 (14/232) 11.6 (26/224) 2.1 (5/239) 0 (0/129) 3.3 (3/91) 9.8 (9/92) 0 (0/93) 

12  8.1 (19/235) 12.3 (27/219) 6.6 (16/241) 1.6 (2/129) 2.2 (2/89) 8.6 (8/93) 2.1 (2/94) 

16  12.7 (29/229) 13.6 (30/221) 5.2 (12/232) 4.0 (5/124)    

24 b) 13.9 (28/201) 14.9 (30/201)   10.0 (12/120) 17.9 (20/112)  

36  b) 11.3 (20/177) 18.5 (35/189)   7.8 (9/116) 19.0 (22/116)  

48 b) 9.0 (6/67) 15.5 (11/71)   12.1 (12/99) 25.0 (22/88)  

NRS

4  
c)  

2  30.4 (63/207) 49.0 (102/208) 26.5 (56/211) 11.1 (13/117) 27.2 (25/92) 38.6 (34/88) 12.6 (12/95) 

4  44.6 (100/224) 59.3 (127/214) 45.3 (105/232) 20.2 (25/124) 31.5 (28/89) 50.0 (42/84) 20.7 (19/92) 

8  47.5 (105/221) 64.0 (137/214) 50.7 (116/229) 27.0 (33/122) 41.4 (36/87) 56.5 (48/85) 31.5 (29/92) 

12  47.5 (105/221) 63.1 (137/217) 54.5 (122/224) 28.9 (35/121) 52.6 (40/76) 55.4 (41/74) 29.8 (25/84) 

16  47.0 (79/168) 62.8 (108/172) 57.1 (108/189) 28.7 (27/94)    

24 b) 61.0 (122/200) 70.8 (143/202)   55.5 (66/119) 56.4 (62/110)  

36  b) 54.5 (97/178) 65.8 (125/190)   53.9 (62/115) 61.1 (69/113)  

48 b) 40.9 (27/66) 59.7 (43/72)   56.7 (55/97) 55.2 (48/87)  

% B7451029 B7451036  

a) FAS  

b) B7451015 2020 4 22 B7451015

 

c) NRS 4  
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4  

 

  

l IGA EASI
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( ) 2 6 3
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( ) 2 6
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� 3  
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B
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5  

 

12  

  

 
a) b)

 b)  

a) 

6

 

b)  

• IGA 3  

• EASI 16  

EASI 2.4  

• 10%  

 

12

6

 

  



16 

 

6  

1   

•  

•  

•  

•  

• 1,000/mm3  

• 500/mm3  

• 8 g/dL  

• 50,000/mm3  

•  

2  

 

� 

 

�  

�  

3  30 eGFR<60 eGFR mL/ /1.73 m2

eGFR<30 50 mg 1 1

30 eGFR<60 100 mg 1 1

 

4  CYP2C19 50 mg 1 1

100 mg 1 1  

5  

 

6  

JAK

 

7  JAK

 

8  
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9  JAK

X γ

CT

JAK

X

 

10  

 

11  JAK B

B

 

12  

 

13  

 

14  

 

15  LDL HDL

 

16  

 

17  

 

18  

 

19   


