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Heterogeneous Nature of non-CF Bronchiectasis
Trial Endpoint

 CF Bronchiectasis Trial – Will a baseball bat consistently hit a baseball past the infield.

 Non-CF Bronchiectasis Trial – Will a baseball bat consistently hit every other style of 
ball past the infield.



Heterogeneous Nature of non-CF Bronchiectasis 
Participants

 CF Bronchiectasis Trial Participants

 Non-CF Bronchiectasis Trial Participants
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• Secondary Endpoint
• QOL-B comparing baseline (before medication taken) to Week 48 (28 days after the 

last treatment)
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Prespecified Quality of Life Endpoint



Placebo: Visit to Visit Changes in QOL-B Appear to Be Random as Are 
Small Changes in Colony Forming Units of Pseudomonas aeruginosa

• Minimal changes in CFUs during ON and OFF periods
• OFF Periods just as likely as ON Periods to have positive changes in QOL-B
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Each data point represents the mean delta QOL-B for all patients during that treatment cycle  There are 6 on-treatment periods and 6-off 
treatment periods per study From Aradigm FDA hearing January 11, 2018.



Linhaliq:  Visit to Visit Changes in QOL-B are Correlated with Visit to 
Visit Changes in CFUs of Pseudomonas aeruginosa

Each data point represents the mean delta QOL-B for all patients during that treatment cycle  There are 6 on-treatment periods and 6-off 
treatment periods per study
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Large reduction in QOL-B  observed around the time of a 
pulmonary exacerbation
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QOL Summary from Aradigm Trial
• The prespecified endpoint compared QOL-B at two time points when the patients were 

not on the trial medication
• Compared to each previous visit, patients treated with Linhaliq reported

• Improvement in QOL-B at the end of each on-treatment period and worsening of the 
QOL-B at the end of each off-treatment period, consistent with the changes of the 
load of P. aeruginosa in their sputum

• Compared to each previous visit, patients treated with Placebo reported
• Changes in QOL-B that appeared random

• Occurrence of a pulmonary exacerbation was associated with a big drop in QOL-B, 
consistent with the report from the bronchiectasis trial with Cayston (Quittner et al., 2015) 
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