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1. VOTE: Has the applicant provided substantial evidence of the safety and efficacy for the 

ciprofloxacin dry powder inhaler (DPI) 14-day regimen in delaying the time to first 
exacerbation after starting treatment?  
 

a. If yes, please provide any recommendations concerning labeling. 

b. If no, what additional studies/analyses are needed? Please discuss appropriate 
endpoints, drug regimens and trial duration. 

 

2. VOTE: Has the applicant provided substantial evidence of the safety and efficacy for the 
ciprofloxacin DPI 28-day regimen in delaying the time to first exacerbation after starting 
treatment?  
 

a. If yes, please provide any recommendations concerning labeling. 

b. If no, what additional studies/analyses are needed? Please discuss appropriate 
endpoints, drug regimens and trial duration. 


