Statistical analysis title

FEV1-AUC(0-12) for Formoterol 12 mcg

Statistical analysis description

Treatment comparison was estimated by analysis of covariance (ANCOVA) model for the standardized FEV1 AUC
with factors subject, period and treatment (Conceptl and Aerolizer).

Comparison groups

Formoterol fumarate 12 mcg via Conceptl device v Formoterol fumarate 12 mcg via Aerolizer device

Number of subjects included in
analysis

50

Analysis specification

Pre-specified

Analysis type

equivalence

P-value = 0.013
Method ANCOVA
Parameter type Estimated difference
Point estimate 0.04
Confidence interval
level 95%
sides 2-sided
lower limit -0.01
upper limit 0.09

Statistical analysis title

FEV1-AUC(0-12) for Formoterol 24 mcg

Statistical analysis description

Treatment comparison was estimated by analysis of covariance (ANCOVA) model for the standardized FEV1 AUC
with factors subject, period and treatment (Conceptl and Aerolizer).

Comparison groups

Formoterol fumarate 24 mcg via Conceptl device v Formoterol fumarate 24 mcg via Aerolizer device

Number of subjects included in
analysis

50

Analysis specification

Pre-specified

Analysis type

equivalence

P-value < 0.001

Method ANCOVA

Parameter type Estimated difference
Point estimate 0

Confidence interval




level 95%
sides 2-sided
lower limit -0.05
upper limit 0.05




