
500 patients 

screened

239 randomly assigned

120 assigned to 

FF 100 mcg*

119 assigned to 

FF 200 mcg

108 received FF 100 mcg 

and were included in the 

efficacy analysis

111 received FF 200 mcg 

and were included in the 

efficacy analysis

Withdrawn at screening/prior to randomisation (n=261)

• Screen failures: 150

• Did not meet inclusion/exclusion criteria: 145

• Investigator discretion: 3

• Withdrew consent: 2

• Run-in failures: 111

• Did not meet continuation criteria: 54

• Investigator discretion: 30

• Withdrew consent: 10

• Study closed/terminated: 9

• Lost to follow-up: 6

• Protocol deviation: 2

12 withdrawn:

• Adverse event: 2

• Investigator discretion: 2

• Lack of efficacy: 2

• exacerbation: 1

• Lost to follow-up: 0

• Protocol deviation: 2

• Withdrew consent: 4

96 completed 100 completed

Screened, n=500

Randomised, n=239

ITT population, n=219

11 withdrawn:

• Adverse event: 2

• Investigator discretion: 1

• Lack of efficacy: 1

• exacerbation: 0

• Lost to follow-up: 1

• Protocol deviation: 3

• Withdrew consent: 3

Safety population, n=238

119 received

FF 100 mcg

119 received

FF 200 mcg

*One patient was randomised in error and did not receive study medication.

11 excluded due to closure

of one study site

8 excluded due to closure

of one study site


