


 

 

 

 

 

 

2 mg 4 mg  

 

 

 

 

 

 

2 12  

 

 

 



1 

 

 

 

 

 

 

1. P2 

2. P3 

3. P4 

4. P10 

5. P12 

6. P13 

 

  



2 

 

1.  

2016 28 6 2

 

 

 

 

 

2 mg 4 mg  

 

4 mg 1 1  

 2 mg  
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2.  

2 mg 4 mg Incyte

JAK  

JAK-STAT JAK-STAT

IL-4 IL-5 IL-13 IL-22 IL-31 AD

J Allergy Clin Immnol 2017; 139: S65-S76

AD  

 

  



4 

 

3.  

 

 

BREEZE-AD7  

 

Moderate potency

TCS AD 300

100 TCS

10  

2 mg 4 mg1) 1 1 16

2 4 AD

14

TCS 2)

2 3)  

16 1 2

IGA(0/1) EASI 75%

EASI-75 co-primary endpoint  

18 AD

 

 

Ø 12 AD  

Ø IGA 3 EASI 16 AD 10%  

Ø 6 TCS TCS Moderate 

potency TCS TCI 4

IGA 2 AD

 

  

                                                   
1) 4 mg 40 eGFR 60 mL/ /1.73 m2 2 mg  
2) 0.1% TCS

1 1 2.5% TCS

1 1 7

0.1% TCS 2.5% TCS

TCS High potency

TCS  
3) High potency TCS

 



5 

 

 

 

co-primary endpoint 16 IGA (0/1) EASI-75

1 4 mg

4 mg  

 

1 ITT NRI  

 2 mg  4 mg   

16 IGA(0/1)  23.9 (26/109) 30.6 (34/111) 14.7 (16/109) 

95%CI  

p a) c) 

9.2 [ 1.4, 19.5] 

0.083 

16.0 [4.9, 26.6] 

0.005 
 

16 EASI-75  43.1 (47/109) 47.7 (53/111) 22.9 (25/109) 

95%CI  

p b) c) 

20.2 [7.7, 31.8] 

 

24.8 [12.2, 36.3] 

0.005 
 

%  

a) IGA  

b) IGA EASI  

c) 5% Biom J 2011; 53: 894-913  

 

 

2 mg 56.0% 61/109 4 mg 57.7% 64/111 38.0% 41/108

2  

 

2 mg 1.8% 2/109 4 mg 3.6% 4/111 3.7% 4/108

2 mg 1 4 mg 1 1

 

4 mg 4.5% 5/111 0.9% 1/108  

2 mg 21.1% 23/109 4 mg 18.0% 20/111 12.0% 13/108

 

 

2 2%  

 
2 mg  

109  

4 mg  

111  

 

108  
 

2 mg  

109  

4 mg  

111  

 

108  

 12 (11.0) 17 (15.3) 13 (12.0)  1 (0.9) 3 (2.7) 1 (0.9) 

 4 (3.7) 6 (5.4) 0  2 (1.8) 2 (1.8) 3 (2.8) 

 4 (3.7) 4 (3.6) 0  0 1 (0.9) 3 (2.8) 

 1 (0.9) 4 (3.6) 1 (0.9) a) 0 1 (2.8) 0 
 0 4 (3.6) 1 (0.9) CPK  3 (2.8) 0 0 

 8 (7.3) 3 (2.7) 2 (1.9) a) 1 (2.6) 0 0 

 1 (0.9) 3 (2.7) 3 (2.8)  0 0 3 (2.8) 

%  

a) 2 mg 39 4 mg 36 38  
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BREEZE-AD4  

 

Moderate potency TCS

AD 500 1 mg 100

2 mg 200 4 mg 100 100 TCS

14  

2 52 52 200

1 mg 2 mg 4 mg1) 1 1

2 4

5 AD 14

TCS

2) 4)

IGA 1 mg 2 

mg 4 mg1) 1 1  

16 EASI-75  

18 AD

 

 

Ø 12 AD  

Ø IGA 3 EASI 16 AD 10%  

Ø 6 TCS TCS Moderate 

potency TCS TCI 4

IGA 2 AD

 

Ø 

2.5 5 mg/kg/day 6

5 mg/kg/day

 

 

                                                   
4) High potency TCS
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16 EASI-75 3

4 mg 4 mg

 

 

3 ITT NRI  

 1 mg  2 mg  4 mg   

16 EASI-75  22.6 (21/93) 27.6 (51/185) 31.5 (29/92) 17.2 (16/93) 
 

95%CI  

p a) b) 

5.4 

[ 6.2, 16.8] 

 

10.4 

[ 0.4, 19.7] 

0.078 

14.3 

[1.9, 26.2] 

0.032 

 

%  

a) IGA EASI  

b) 5% Biom J 2011; 53: 894-913  

 

 

16 1 mg 62.4% 58/93 2 mg 67.9% 125/184 4 mg

75.0% 69/92 53.8% 50/93 4  

 

1 mg 4.3% 4/93 2 mg 1.6% 3/184 4 mg 6.5% 6/92

2.2% 2/93 2 mg 1 4 mg 2

1 /

 

2 mg 1.6% 3/184 4 mg 1.1% 1/92 1.1%

1/93  

1 mg 26.9% 25/93 2 mg 26.6% 49/184 4 mg 27.2% 25/92

23.7% 22/93  

 

4 3% 16  

 
1 mg  

93  

2 mg  

184  

4 mg  

92  

 

93  
 

1 mg  

93  

2 mg  

184  

4 mg  

92  

 

93  

 10 (10.8) 26 (14.1) 24 (26.1) 12 (12.9)  0 7 (3.8) 2 (2.2) 0 

 8 (8.6) 11 (6.0) 7 (7.6) 6 (6.5)  5 (5.4) 6 (3.3) 2 (2.2) 1 (1.1) 

 3 (3.2) 8 (4.3) 6 (6.5) 2 (2.2)  1 (1.1) 6 (3.3) 2 (2.2) 0 

 1 (1.1) 6 (3.3) 5 (5.4) 3 (3.2)  2 (2.2) 2 (1.1) 2 (2.2) 3 (3.2) 

 3 (3.2) 4 (2.2) 5 (5.4) 3 (3.2)  1 (1.1) 6 (3.3) 1 (1.1) 0 

 1 (1.1) 3 (1.6) 5 (5.4) 2 (2.2) CPK  3 (3.2) 2 (1.1) 1 (1.1) 2 (2.2) 

 0 4 (2.2) 4 (4.3) 1 (1.1)  1 (1.1) 2 (1.1) 1 (1.1) 3 (3.2) 

 0 0 4 (4.3) 0  0 2 (1.1) 1 (1.1) 3 (3.2) 

 1 (1.1) 6 (3.3) 3 (3.3) 3 (3.2)  6 (6.5) 6 (3.3) 0 1 (1.1) 

 1 (1.1) 4 (2.2) 3 (3.3) 0  0 2 (1.1) 0 3 (3.2) 

 2 (2.2) 4 (2.2) 3 (3.3) 3 (3.2)  3 (3.2) 1 (0.5) 0 0 

 1 (1.1) 2 (1.1) 3 (3.3) 1 (1.1)  0 0 0 3 (3.2) 

 1 (1.1) 1 (0.5) 3 (3.3) 1 (1.1) %  
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BREEZE-AD7 BREEZE-AD4  

BREEZE-AD7 BREEZE-AD4 5

6  

 

5  TCS ITT NRI  

  
BREEZE-AD7  BREEZE-AD4  

2 mg  4 mg   1 mg  2 mg  4 mg   

IGA(0/1)  

2  7.3 (8/109) 11.7 (13/111) 7.3 (8/109) 7.5 (7/93) 4.3 (8/185) 7.6 (7/92) 2.2 (2/93) 

4  17.4 (19/109) 19.8 (22/111) 5.5 (6/109) 7.5 (7/93) 9.7 (18/185) 16.3 (15/92) 4.3 (4/93) 

8  23.9 (26/109) 25.2 (28/111) 7.3 (8/109) 9.7 (9/93) 12.4 (23/185) 19.6 (18/92) 9.7 (9/93) 

16  23.9 (26/109) 30.6 (34/111) 14.7 (16/109) 12.9 (12/93) 15.1 (28/185) 21.7 (20/92) 9.7 (9/93) 

32   21.6 (22/102) a)  15.1 (14/93) 14.1 (26/185) 13.0 (12/92) 14.0 (13/93) 

52   23.5 (24/102) a)  16.1 (15/93) 12.4 (23/185) 16.3 (15/92) 14.0 (13/93) 

EASI-75  

2  19.3 (21/109) 26.1 (29/111) 8.3 (9/109) 16.1 (15/93) 11.4 (21/185) 18.5 (17/92) 3.2 (3/93) 

4  26.6 (29/109) 38.7 (43/111) 11.9 (13/109) 17.2 (16/93) 19.5 (36/185) 31.5 (29/92) 6.5 (6/93) 

8  33.9 (37/109) 41.4 (46/111) 14.7 (16/109) 21.5 (20/93) 21.6 (40/185) 37.0 (34/92) 9.7 (9/93) 

16  43.1 (47/109) 47.7 (53/111) 22.9 (25/109) 22.6 (21/93) 27.6 (51/185) 31.5 (29/92) 17.2 (16/93) 

32   45.1 (46/102) a)  25.8 (24/93) 25.4 (47/185) 25.0 (23/92) 18.3 (17/93) 

52   34.3 (35/102) a)  22.6 (21/93) 20.0 (37/185) 25.0 (23/92) 20.4 (19/93) 

EASI-50  

2  47.7 (52/109) 64.9 (72/111) 24.8 (27/109) 34.4 (32/93) 40.5 (75/185) 51.1 (47/92) 22.6 (21/93) 

4  66.1 (72/109) 74.8 (83/111) 33.9 (37/109) 43.0 (40/93) 53.0 (98/185) 60.9 (56/92) 26.9 (25/93) 

8  63.3 (69/109) 74.8 (83/111) 44.0 (48/109) 46.2 (43/93) 53.5 (99/185) 62.0 (57/92) 32.3 (30/93) 

16  64.2 (70/109) 70.3 (78/111) 41.3 (45/109) 45.2 (42/93) 51.4 (95/185) 52.2 (48/92) 35.5 (33/93) 

32   63.7 (65/102) a)  39.8 (37/93) 43.8 (81/185) 40.2 (37/92) 28.0 (26/93) 

52   54.9 (56/102) a)  37.6 (35/93) 35.1 (65/185) 32.6 (30/92) 25.8 (24/93) 

EASI-90  

2  4.6 (5/109) 6.3 (7/111) 4.6 (5/109) 7.5 (7/93) 3.2 (6/185) 5.4 (5/92) 0 (0/93) 

4  10.1 (11/109) 16.2 (18/111) 5.5 (6/109) 4.3 (4/93) 4.3 (8/185) 13.0 (12/92) 1.1 (1/93) 

8  15.6 (17/109) 18.0 (20/111) 4.6 (5/109) 6.5 (6/93) 5.4 (10/185) 15.2 (14/92) 3.2 (3/93) 

16  16.5 (18/109) 24.3 (27/111) 13.8 (15/109) 8.6 (8/93) 10.3 (19/185) 14.1 (13/92) 6.5 (6/93) 

32   21.6 (22/102) a)  14.0 (13/93) 10.8 (20/185) 14.1 (13/92) 10.8 (10/93) 

52   17.6 (18/102) a)  14.0 (13/93) 9.7 (18/185) 14.1 (13/92) 11.8 (11/93) 

NRS 4  

  

2  23.7 (23/97) 33.0 (33/100) 15.4 (16/104) 14.1 (11/78) 13.9 (23/166) 22.4 (17/76) 4.7 (4/85) 

4  34.0 (33/97) 52.0 (52/100) 10.6 (11/104) 19.2 (15/78) 24.1 (40/166) 40.8 (31/76) 8.2 (7/85) 

8  30.9 (30/97) 47.0 (47/100) 15.4 (16/104) 17.9 (14/78) 23.5 (39/166) 42.1 (32/76) 8.2 (7/85) 

16  38.1 (37/97) 44.0 (44/100) 20.2 (21/104) 23.1 (18/78) 22.9 (38/166) 38.2 (29/76) 8.2 (7/85) 

32   40.7 (37/91) a)  20.5 (16/78) 16.3 (27/166) 22.1 (17/77) 12.9 (11/85) 

52     23.1 (18/78) 12.0 (20/166) 16.9 (13/77) 12.9 (11/85) 

% BREEZE-AD7 -AD4 BREEZE-AD7  

a) BREEZE-AD7 16 36  
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6 TCS ITT NRI  

  
BREEZE-AD7  BREEZE-AD4  

2 mg  4 mg   1 mg  2 mg  4 mg   

IGA(0/1)  

2  0 (0/20) 9.1 (2/22) 4.8 (1/21) 6.3 (1/16) 0 (0/32) 12.5 (2/16) 0 (0/15) 

4  10.0 (2/20) 13.6 (3/22) 0 (0/21) 6.3 (1/16) 9.4 (3/32) 18.8 (3/16) 0 (0/15) 

8  15.0 (3/20) 9.1 (2/22) 0 (0/21) 6.3 (1/16) 9.4 (3/32) 12.5 (2/16) 0 (0/15) 

16  15.0 (3/20) 9.1 (2/22) 9.5 (2/21) 12.5 (2/16) 18.8 (6/32) 18.8 (3/16) 0 (0/15) 

32   11.8 (2/17) a)  12.5 (2/16) 6.3 (2/32) 12.5 (2/16) 13.3 (2/15) 

52   11.8 (2/17) a)  0 (0/16) 3.1 (1/32) 18.8 (3/16) 13.3 (2/15) 

EASI-75  

2  20.0 (4/20) 22.7 (5/22) 9.5 (2/21) 31.3 (5/16) 12.5 (4/32) 43.8 (7/16) 0 (0/15) 

4  25.0 (5/20) 22.7 (5/22) 4.8 (1/21) 18.8 (3/16) 28.1 (9/32) 37.5 (6/16) 0 (0/15) 

8  30.0 (6/20) 22.7 (5/22) 9.5 (2/21) 18.8 (3/16) 28.1 (9/32) 50.0 (8/16) 13.3 (2/15) 

16  55.0 (11/20) 22.7 (5/22) 19.0 (4/21) 18.8 (3/16) 31.3 (10/32) 43.8 (7/16) 6.7 (1/15) 

32   35.3 (6/17) a)  25.0 (4/16) 34.4 (11/32) 31.3 (5/16) 20.0 (3/15) 

52   17.6 (3/17) a)  18.8 (3/16) 12.5 (4/32) 18.8 (3/16) 13.3 (2/15) 

EASI-50  

2  50.0 (10/20) 59.1 (13/22) 28.6 (6/21) 43.8 (7/16) 56.3 (18/32) 50.0 (8/16) 40.0 (6/15) 

4  80.0 (16/20) 54.5 (12/22) 38.1 (8/21) 50.0 (8/16) 68.8 (22/32) 50.0 (8/16) 33.3 (5/15) 

8  70.0 (14/20) 54.5 (12/22) 42.9 (9/21) 50.0 (8/16) 62.5 (20/32) 56.3 (9/16) 26.7 (4/15) 

16  65.0 (13/20) 40.9 (9/22) 33.3 (7/21) 43.8 (7/16) 59.4 (19/32) 43.8 (7/16) 26.7 (4/15) 

32   58.8 (10/17) a)  37.5 (6/16) 59.4 (19/32) 37.5 (6/16) 26.7 (4/15) 

52   52.9 (9/17) a)  31.3 (5/16) 37.5 (12/32) 18.8 (3/16) 13.3 (2/15) 

EASI-90  

2  5.0 (1/20) 4.5 (1/22) 9.5 (2/21) 12.5 (2/16) 3.1 (1/32) 12.5 (2/16) 0 (0/15) 

4  10.0 (2/20) 9.1 (2/22) 4.8 (1/21) 12.5 (2/16) 9.4 (3/32) 25.0 (4/16) 0 (0/15) 

8  10.0 (2/20) 4.5 (1/22) 4.8 (1/21) 12.5 (2/16) 6.3 (2/32) 12.5 (2/16) 0 (0/15) 

16  15.0 (3/20) 9.1 (2/22) 14.3 (3/21) 12.5 (2/16) 15.6 (5/32) 25.0 (4/16) 0 (0/15) 

32   5.9 (1/17) a)  12.5 (2/16) 3.1 (1/32) 18.8 (3/16) 13.3 (2/15) 

52   5.9 (1/17) a)  6.3 (1/16) 3.1 (1/32) 12.5 (2/16) 13.3 (2/15) 

NRS 4  
 

2  22.2 (4/18) 35.0 (7/20) 14.3 (3/21) 20.0 (3/15) 21.4 (6/28) 25.0 (3/12) 0 (0/14) 

4  33.3 (6/18) 40.0 (8/20) 0 (0/21) 20.0 (3/15) 35.7 (10/28) 25.0 (3/12) 0 (0/14) 

8  22.2 (4/18) 35.0 (7/20) 4.8 (1/21) 20.0 (3/15) 32.1 (9/28) 25.0 (3/12) 0 (0/14) 

16  33.3 (6/18) 15.0 (3/20) 4.8 (1/21) 13.3 (2/15) 25.0 (7/28) 25.0 (3/12) 0 (0/14) 

32   13.3 (2/15) a)  13.3 (2/15) 28.6 (8/28) 8.3 (1/12) 14.3 (2/14) 

52     20.0 (3/15) 14.3 (4/28) 8.3 (1/12) 7.1 (1/14) 

% BREEZE-AD7 -AD4 BREEZE-AD7  

a) BREEZE-AD7 16 36  
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4.  

 

 

 

l 

 

� 2 5  

� 2 6 3

 

 

l 

 

 

l B
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CT

 

 

 

 

 

 

 

Ø  

B

 

Ø  
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5.  

 

 

  

 
a) b)

b)  

 

a)

6

 

b)  

IGA 3  

EASI 16  

EASI 2.4  

10%  

 

 

8

 

6
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6.  

1)  

�  

�  

�  

� eGFR 30 eGFR mL/ /1.73 m2  

� 500/mm3  

� 500/mm3  

� 8 g/dL  

�  

2)

 

� 

 

�  

�  

3) 30 eGFR 60 2 mg 1 1  

4) 2 mg 1 1  

5) 4 mg 1 1 2 mg 1 1

 

6)

 

7)

JAK

 

8)  JAK

 

9)

X γ

CT

X



14 

 

 

10)

 

11)  

 

12)

  

13) B

B  

14)  

15) LDL HDL

 

16)

5 10  

17)

 

18)

 

19)  


