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NON-PHARMACOLOGIC 
TRIALS



NYU Lung and Airways Disease Registry

ÅAll patients with pulmonary disease are enrolled

ÅExtensive database to follow the natural progression of different pulmonary diseases

ÅPatient outcomes are analyzed with plans for the development of future clinical trials
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Active



Bronchiectasis Research Registry

ÅConsolidated database 

ï non-cystic fibrosis bronchiectasis 

ï non-tuberculous mycobacterial (NTM) lung disease 

ï institutions across the country

ÅSponsored by the COPD Foundation

ÅNYU became a part of the registry in 2017

ÅObjective is to prospectively observe outcomes of patients with bronchiectasis and NTM 

lung disease

ÅPromote the development of future clinical trials
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Evaluation of the Lung Microbiome in NTM 
Bronchiectasis

ÅStudy population: 

ï Bronchiectasis 

ï NTM lung disease 

ÅObjective: to determine if distinct changes in the lower airway microbiome are associated 

with changes in the host immune response and development of pulmonary NTM disease

ÅCollect:

ï induced sputum 

ï blood 

ï bronchoscopy samples
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Hill Rom Vest Study

ÅPatients with non-cystic fibrosis bronchiectasis who have Ó 2 pulmonary exacerbations a 

year

ÅNon-blinded, randomized controlled study > efficacy of The Vest® System vs acapella® 

vibratory PEP device.

ÅThis study is currently enrolling subjects.
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PHARMACOLOGIC TRIALS
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Completed Trials



The Pulmaquin Study (ORBIT-4)

ÅStudy population:

ï non-cystic fibrosis bronchiectasis

ï chronic lung infections due to Pseudomonas aeruginosa

ÅLiposome-encapsulated ciprofloxacin vs placebo for 48 weeks

ÅOutcome Measures:

ï Primary endpoint: time to first pulmonary exacerbation

ï Secondary endpoint: frequency of pulmonary exacerbations

ÅResults from ORBIT-3 and ORBIT-4

ï ORBIT-3 did not meet either endpoint while ORBIT-4 did

ÅOutcome

ï Did not receive FDA approval
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Arikayce for Nontuberculous Mycobacteria

ÅPatients with recalcitrant NTM lung disease

ÅLiposomal Amikacin for Inhalation (LAI) vs placebo

Å84 days with an additional 84 days of open-label
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Arikayce for Nontuberculous Mycobacteria

ÅResults:

ï Primary endpoint of change in baseline to Day 84 on a semiquantitative mycobacterial growth 

scale was not met.

ï LAI added to a multi-drug regimen resulted in improvement in sputum conversion 

ï Led to INS-212 and INS-312 studies
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The CONVERT Study (INS-212)

ÅPhase 3 study.

ÅPatients with refractory Mycobacterium avium complex (MAC) lung disease

ÅEvaluate the efficacy and safety of LAI added to guideline-based therapy (GBT) vs 

guideline-based therapy alone

ÅPrimary endpoint: culture conversion by Month 6

ÅTreated for 12 additional months after sputum conversion (3 consecutive months of 

sputums negative for MAC).

Å If sputum did not convert after 6 months of treatment, option to enroll in INS-312

ÅEnrollment ended November 2016

13

Completed



The CONVERT Study (INS-212)
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The CONVERT Study (INS-212)

ÅCulture conversion was achieved in 29% of patients on LAI + GBT vs 8.9% GBT alone

ÅThe addition of LAI to GBT for treatment-refractory MAC lung disease achieved 

significantly greater sputum culture conversion by month 6 than GBT alone 
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Willow



Willow

ÅPatients with non-cystic fibrosis bronchiectasis with frequent pulmonary exacerbations

ÅStudy drug: Brensocatib (INS1007) 

ï anti-inflammatory pill taken once a day for 24 weeks
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Willow

ÅTreatment with Brensocatib compared to placebo led to:

ï Prolonged time to first exacerbation

ï 40% reduction in risk of exacerbation

ï Lower exacerbation rate
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Active Trials



PROMIS II
ÅPhase 3 study.

ÅPatients with non-cystic fibrosis bronchiectasis with frequent pulmonary exacerbations 

due to Pseudomonas aeruginosa

ÅRandomized, double-blind, placebo-controlled study

ÅStudy drug: colistimethate sodium (Promixin®)

ï antibiotic

ï inhaled twice daily via I-neb

ÅCo-primary endpoints: annualized pulmonary exacerbation rate and annualized number 

of pulmonary exacerbation-free days

ÅTreat for 12 months

ÅCurrently enrolling at our site
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MAC 2 vs 3

ÅPatients with non-cystic fibrosis bronchiectasis who have MAC lung disease, which has 

never been treated and will need to start therapy

ÅRandomized study: 

ï azithromycin + ethambutol (2-drug therapy) vs azithromycin + ethambutol + rifampin (3-drug 

therapy)

ÅPrimary endpoints: 

ï to determine if 2-drug therapy is non-inferior to 3-drug therapy in the treatment of pulmonary MAC

ï to determine whether 2-drug therapy is better tolerated than 3-drug therapy

ÅTreat for 12 months, three days a week therapy

ÅCurrently enrolling
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Insmed Patient Reported Outcomes Study in NTM

ÅPatients with non-tuberculous mycobacterium (NTM) lung infections due to 

Mycobacterium avium complex (MAC) and Mycobacterium abscessus who are 

symptomatic

ÅConduct interviews to collect information on patient symptoms in order to develop new 

patient reported outcome (PRO) tools .

ÅThese new PRO tools can then be used in clinical trials to help evaluate treatment 

efficacy. 

ÅThis study is currently enrolling subjects.
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Upcoming Trials



Arikayce INS-416  and INS-415

ÅPatients with non-tuberculous mycobacterium (NTM) lung infections due to 

Mycobacterium avium complex (MAC) who are starting treatment. 

ÅRandomized, double-blind, placebo-controlled study > safety and efficacy of Arikayce + 

azithromycin + ethambutol vs placebo + azithromycin + ethambutol.

ÅConduct interviews to collect information on patient symptoms in order to develop new 

patient reported outcome (PRO) tools .

ÅThis study is not yet open to enrollment.
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Upcoming



The Aspen Study INS-301

ÅPatients with non-cystic fibrosis bronchiectasis who have Ó 2 pulmonary exacerbations a 

year

ÅRandomized, double-blind, placebo-controlled study > safety, tolerability and efficacy of 

Brensocatib 10 mg and 25 mg.

ÅThis study is not yet open for enrollment.
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Upcoming



Insmed Patient Reported Outcomes Study in 
Bronchiectasis

ÅPatients with non-Cystic Fibrosis bronchiectasis with or without non-tuberculous 

mycobacterium (NTM) lung infections due to Mycobacterium avium complex (MAC) and 

Mycobacterium abscessus who are symptomatic

ÅConduct interviews to collect information on patient symptoms in order to develop new 

patient reported outcome (PRO) tools .

ÅThese new PRO tools can then be used in clinical trials to help evaluate treatment 

efficacy. 

ÅThis study is not yet open for enrollment.
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Interested in Participating in Clinical Research?

Call 212-263-7951

Stephanie Lau, MD
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THANK YOU


