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LAMA 2 LABA
ICS COPD 931

13
 

300 mg 2 52
1 LAMA LABA ICS ICS

LAMA LABA 1)  
2) 3) COPD

 
40 80 COPD

 
 

 10 pack-years  
 FEV1/FVC 0.70 FEV1

30% 70%  
 MRC Grade 2  
 1 COPD 2 1

COPD 1
1 COPD LAMA LABA ICS ICS

LAMA LABA  
 3 LAMA LABA ICS ICS LAMA

LABA 1
 

 L  
 

 
1) 1 2 COPD

28 6
4 roflumilast 6

1 1
levosalbutamol

2  
2) 

COPD  
3) 24

COPD  
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COPD 1

2
 

 
1 COPD a) ITT  

 463  468  
 0.788 1.113 

95.1%  
p b) 

0.708 [0.583, 0.861] 
0.0005 

 

a) ICS
FEV1

1 COPD 2 3 4
 

b) 4.9% 

 
2 ITT  

  
463  

 
468  

 
FEV1 L  

 1.28 0.45 
(462) 

1.32 0.46 
(468) 

12  
 

0.14 0.37 
(444) 

0.06 0.30 
(437) 

52  
 

0.14 0.39 
(421) 

0.05 0.32 
(418) 

64 a)  
 

0.08 0.36 
(410) 

0.03 0.32 
(415) 

SGRQ  
 48.64 16.95 

(456) 
48.52 17.77 

(458) 
52  

 
9.44 18.38 

(410) 
6.22 17.61 

(398) 
SGRQ 4  

NRI  52  51.2 
(237/463) 

43.4 
(203/468) 

%  
a) 14  

 
2 COPD

12 FEV1

3 4  
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3 2 COPD ITT  

2    
a) 

95%  
 0.79 (463) 1.11 (468) 0.708 [0.583, 0.860] 

 
 

500/µL  0.78 (307) 0.98 (295) 0.797 [0.637, 0.997] 
500/µL  0.40 (156) 0.85 (173) 0.512 [0.350, 0.748] 

FeNO 
20 ppb  0.71 (238) 0.85 (253) 0.854 [0.663, 1.100] 
20 ppb  0.60 (190) 1.00 (186) 0.639 [0.460, 0.888] 

 
IgE  

100 IU/mL  0.73 (194) 0.80 (211) 0.908 [0.689, 1.195] 
100 IU/mL  0.59 (244) 1.10 (230) 0.574 [0.432, 0.762] 

 
-3  

151 pg/mL  0.71 (233) 1.00 (223) 0.702 [0.538, 0.915] 
151 pg/mL  0.61 (223) 0.88 (242) 0.720 [0.540, 0.960] 

 
PARC 

72.3 ng/mL  0.70 (222) 0.99 (231) 0.669 [0.512, 0.876] 
72.3 ng/mL  0.63 (230) 0.90 (228) 0.762 [0.573, 1.014] 

/  
a) ICS

FEV1 1
COPD 2 3 4

 

 
4 2 12  

FEV1 L ITT  

2   
463  

 
468  

 
95% a) 

 0.14 0.37 (444) 0.06 0.30 (437) 0.080 [0.038, 0.122] 
 

 
500/µL  0.10 0.32 (295) 0.05 0.28 (274) 0.051 [0.004, 0.098] 
500/µL  0.23 0.44 (149) 0.07 0.34 (163) 0.137 [0.056, 0.219] 

FeNO 
20 ppb  0.09 0.29 (226) 0.02 0.23 (236) 0.066 [0.019, 0.112] 
20 ppb  0.22 0.45 (183) 0.10 0.37 (175) 0.114 [0.035, 0.194] 

 
IgE  

100 IU/mL  0.10 0.29 (187) 0.06 0.30 (194) 0.039 [ 0.017, 0.095] 
100 IU/mL  0.19 0.43 (234) 0.07 0.30 (217) 0.105 [0.040, 0.170] 

 
-3  

151 pg/mL  0.14 0.35 (224) 0.07 0.30 (204) 0.063 [0.006, 0.119] 
151 pg/mL  0.16 0.38 (213) 0.05 0.30 (230) 0.097 [0.035, 0.159] 

 
PARC 

72.3 ng/mL  0.14 0.37 (213) 0.05 0.30 (210) 0.092 [0.031, 0.152] 
72.3 ng/mL  0.15 0.36 (220) 0.07 0.30 (219) 0.068 [0.008, 0.128] 

2023 1 19  
a) ICS

FEV1 FEV1

MMRM 

 
 

77.8% 361/464 76.4% 357/467
5  
2.2% 10/464 COVID-19

4
1 1.7% 8/467

COVID-19
1

 
14.0% 65/464 15.6% 73/467

2 1
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3.0% 14/464 3.2% 15/467
 

7.5% 35/464 3.9% 18/467  
 

5 2%  

  
464  

 
467    

464  
 

467  
 44 (9.5) 45 (9.6)  17 (3.7) 28 (6.0) 

 38 (8.2) 33 (7.1)  14 (3.0) 19 (4.1) 
 37 (8.0) 46 (9.9)  12 (2.6) 12 (2.6) 

COPD 28 (6.0) 28 (6.0)  12 (2.6) 5 (1.1) 
 26 (5.6) 30 (6.4)  11 (2.4) 2 (0.4) 

 25 (5.4) 17 (3.6)  9 (1.9) 12 (2.6) 
 25 (5.4) 16 (3.4)  6 (1.3) 11 (2.4) 

 22 (4.7) 10 (2.1)  6 (1.3) 10 (2.1) 
COVID-19 19 (4.1) 26 (5.6)  4 (0.9) 11 (2.4) 

 19 (4.1) 23 (4.9) %  
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1. COPD  
2. FEV1 30% 70%  
3. LAMA LABA ICS ICS LAMA LABA 3

 
4. 1 2 2 1

1 2 1 1
LAMA LABA ICS ICS LAMA LABA

 
5. 300/µL  
6. 

 
 

1

 

2

 

24  
 

 

1 2 52
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6  
1) 

 
2) 0.1%

 
3)  
4) IL-4 IL-13 2 2

 
5) 

 
6) COPD

 
7) 

 
8) 

 
9) 

 
10) 

 
11) RMP  
12) 
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