Table 14.2.4.10.2: Summary of FEV1 Percentage of Predicted Normal Value on Day 1 — Change from Baseline (ITT Population)

CHF 5259 pMDI Placebo pMDI
Day Time Point {N=4T) (N=98)
Day 42 T-457 45 min pre-dose n a7 a7
Mean (5D} 38(87) 0.4(7.3)
95% CI1[1] 21-56 -10-18
Median 40 0.5
Min - Max -16 - 37 -24 - 20
Day 42 T-157 15 min pre-dose j a7 a6
Mean (SD) 4.9 (8.8) 1.7(7.5)
95% CI [1] 31-66 02-32
Median 4.5 1.5
Min - Max -15-38 -22-19
T15% 15 min post-dose n a6 a6
Mean (SD) 6.5(8.4) 1.8(7.5)
95% CI[1] 48-82 03-34
Median 58 1.3
Min - Max -12-39 -22-23
T30 30 min post-dose n a4 a4
Mean (SD) 7.7 (8.6) 2.3(82)
95% CI[1] 59-495 06-39
Median 6.5 0.5

Min - Max -14 - 40 -24-22



Day 42 T45" 45 min post-dose

T1H: 1 hour post-dose

T2H: 2 hours post-dose

Day 42 T3H: 3 hours post-dose

T4H: 4 hours posi-dose

n
Mean (SD)
95% CI [1]
Median
Min - Max
n

Mean (5D}
95% CI1[1]
Median
Min - Max
n

Mean (5D)
95% CI [1]
Median
Min - Max

n
Mean {3D)
95% CI[1]
Median
Min - Max
n

Mean (SD)
95% CI [1]
Median
Min - Max

83
8.0(84)
63-9.7

7.0
-14 -39

be
8.1(9.0)
62-99

6.8
-17 -39

a7
8.1(9.0)
6.3-99

75

-12-37

g7
8.9 (8.7)
7.1-106
75
8-36
96
8.1(8.8)
6.3-9.5
8.0
-15 - 40

g6
2.9(82)
1.2-45
30
-22-24
a5
JG6(84)
19-53
a5
-16-28
a7
4.0(8.8)
23-58
30
-19-35

g7
45 (8.8)
28-63
45
15 - 31
g7
5.3 (8.7)
35-70
40
14-25



Day 42

T6H: 6 hours post-dose

T8H: 8 hours post-dose

T11H30": 11 hours and 30 min post-dose

T12H: 12 hours post-dose

n
Mean (SD)
95% CI[1]
Median
Min - Max

n
Mean {SD)
85% CI[1]
Median
Min - Max
n

Mean (SD)
95% CI[1]
Median
Min - Max
n

Mean (SD)
95% CI [1]
Median
Min - Max

86
7.6 (8.9)
58-04

70
-12-39

96
7.5 (9.1)
5.6-9.3

6.3
16 - 38

96
6.3 (8.7)
45-80

6.0
22-38

g5
5.8 (8.9)
40-76

55
23-34

86
4.5 (9.0)
26-63

40
-24 -3

g7
15 (8.7)
17-52
2.0
-19-26
96
2.2 (9.0)
03-40
1.8
-17-32
96
2.9 (8.5)
12-47
15
-15-28



