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Why do we need a European Bronchiectasis registry?

• To answer key questions about the epidemiology of bronchiectasis

• A series of unsuccessful clinical trials suggests the need for better outcome 
measures and greater research co-ordination

• To contribute to the generation of evidence-based recommendations on the 
management of patients with BE

• To encourage young investigators to become involved in this emerging field

• To disseminate knowledge and communicate results at international 
conferences and in peer reviewed publications 



What is the EMBARC?
• European Bronchiectasis Registry

• ERS Bronchiectasis task force – European BE guidelines due 
2016

• European Bronchiectasis patient advisory group

• ERS clinical research collaboration

• European Bronchiectasis Clinical Trials Network





Challenges in forming a European registry

Variable definitions 

Inclusion/exclusion criteria

Variable quality control

Huge cost of administering registries in 
every country

Solution:
Alignment of data fields and definitions at 
set-up

Single data collection platform

Shared administrative set-up= sustainability







Registry study design

• Prospective observational study

• Patient consent and enrolment as baseline

• Follow-up annually for up to 5 years

Baseline data collection Follow-up form Follow-up form

Central administrative 
office/help desk

Project management

Support for statistics and 
dissemination

Compensation to sites for 
enrolment

Support

Recruitment started February 2015



Participants from 
40 countries

232 registered 
centres

TARGET:

•1000 patients by April 2016 
•10,000 patients by March 2020



The first results of the EMBARC 
Bronchiectasis registry



Results at 23/9/15

1283 patients enrolled

Demographics
57% female
Average age= 61 years

Most common aetiology-
post-infective= 35%

Never smoked =60.3%
Ex smoker= 28.7%



Disease impact- exacerbations
Outpatient exacerbations Severe exacerbations



Bronchiectasis severity index



How are patients with bronchiectasis 
treated in Europe?



Tobramycin Amikacin
Aztreonam Specific anti-pseudomonals
Colistin Gentamicin
Ciprofloxacin Macrolides

CXCR2 antagonists
Elastase inhibitors
PDE4 inhibitors
Inhaled corticosteroids
Macrolides

Inhaled mannitol
Hypertonic saline
rDNase
N-acetylcysteine
Physiotherapy and devices

Bacterial 
colonisation

Airway 
inflammation

Impaired mucociliary
clearance

Goals of treatment
• Reduce exacerbations
• Improve quality of life
• Reduce symptoms
• Improve lung function
• Prevent hospital 

admissions/mortality



Inhaled and mucoactive therapies



Antibiotic therapies



Daily physiotherapy

Consider macrolides for 
patients with frequent 

exacerbations*

General management (applies at all stages of 
disease)
- Vaccination against influenza and pneumococcus
- Manage co-morbidities and underlying cause
- Pulmonary rehabilitation
- Prompt treatment of exacerbations
- Sputum surveillance for P. aeruginosa and non-

tuberculous Mycobacteria

Airway clearance 
techniques 

Long-term Antibiotic 
therapy    

Anti-inflammatory 
therapy

Key

Regular physiotherapy +/-
adjuncts 

(devices/hyperosmolar agents

Regular physiotherapy +/-
adjuncts 

(devices/hyperosmolar agents

Inhaled corticosteroids in 
selected patients

Macrolides for patients with 
frequent exacerbations*

Inhaled antibiotics particular 
with P. aeruginosa

colonisation

Mild severity

Moderate severity or 
persistent symptoms 
despite standard care

Severe bronchiectasis 
or persistent symptoms 
despite standard care

Inhaled corticosteroids in 
selected patients

Therapies In advanced 
disease

Long term oxygen therapy, 
Lung transplantation, Surgery, 

Chalmers et al, ERJ 2015



Mild severity

Moderate severity or 
persistent symptoms 
despite standard care

Severe bronchiectasis 
or persistent symptoms 
despite standard care

BSI score



Pseudomonas aeruginosa is a key pathogen

With 
chronic 
PsA

Without 
chronic 
PsA

Martinez-Garcia Chest 2007, Loebinger et al, ERJ 2009



Comprehensive analysis of 
P. aeruginosa impact

Data from 4 published/unpublished 
cohorts in the European registry project Systematic review of all 

published BE data



• Mortality increased by 3x 

• Hospital admissions 7 x increased risk

• Average of 1 additional exacerbation per patient per year

• 15% lower FEV1 % predicted

• 18.2 points difference on the SGRQ quality of life score

Finch et al, Ann Am Thoracic Soc. 2015 in press.

Presenter
Presentation Notes
Mortality was available as an outcome in 8 patient cohortsFollow-up duration ranged from 1 year to 14 years. Mortality for patients with P. aeruginosa ranged from 7.7% at 1 year, 13.6% at 2 years to 30-50% at 5 years. Corresponding mortality rates for patients without P. aeruginosa were 0% at 1 year, 7% at 2 years and 9-15% at 5 yearsAll studies showed a higher rate of mortality for those colonised with Pseudomonas– the pooled Odds Ratio for mortality was significantly rasied 2.95



Treatment of P. aeruginosa

290 patients reported at least 
one isolation of P. aeruginosa

66% had at least one attempt 
at eradication

Successful in 62% (defined as 
PA clear for at least 2 years)



How is this impacted by COPD?

N=2164
Bronchiectasis
5% GOLD III, 7% GOLD IV

N=3636
Bronchiectasis
20.8%- associated with more exacerbations, 
worse FEV1

Single centre studies
- 50-60% of patients with moderate 

to severe COPD
- More bacterial colonisation
- More P. aeruginosa
- Independent predictor of death

Stewart et al, AJRCCM 2012
Agusti et al, Respir Res 2012
Martinez et al AJRCCM 2013
Getheral et al COPD 2014



How is this impacted by COPD?

8.1% reported to have COPD



COPD BE

Non-smokers with airflow obstruction

Smokers/ex smokers with BE

Two or more conditions co-existing e.g
RA/bronchiectasis and COPD



Evidence gap

• Inhaled corticosteroids

• Recombinant DNAse

• Bronchodilators



Largest trial= 43 patients in each arm. Small improvement in sputum volume. 
No improvement in exacerbations or lung function.

No clinical benefits in long term and in placebo 
controlled studies.

Limited data (6 trials, 303 patients) 

Should be limited to patients with overlapping COPD and 
asthma and not used routinely in bronchiectasis

Tsang et al Thorax 2005, BTS guidelines 2010



349 patients randomized (173 DNAse, 176 placebo)
30% vs 19% P. aeruginosa colonisation

Results
Reduced FEV1 with DNAse (-3.6% vs --1.7%, p<0.05)
Increase in exacerbations RR 1.35 (1.01-1.79)

O’Donnell et al, Chest 1998

British Thoracic Society Guidelines 2010-
Grade A recommendation against DNAse



Inhaled bronchodilators

No valid randomized controlled trials identified



Working towards better evidence

• Bronchiectasis trials are challenging

• Recruitment 

• Feasibility

• Endpoints

Barker et al, 2014, Haworth et al 2014. 



How can EMBARC help with trials?
• Feasibility- identification of patients and sites

• End-point validation

• Obtain funding from EU and national sources

• Patient input into trials through the ELF patient advisory group

• Identification of research priorities

• Standardisation of procedures and end-points. 

• Identification of subgroups and phenotypes





Data access

Sites have unrestricted access to their own data for analysis.

Analysis to the full dataset is open to anyone – apply online at 
www.bronchiectasis.eu

Applications to use the data are screened by the registry scientific committee
Members

• Anthony De Soyza (UK)
• Felix Ringshausen (Germany)
• Stefano Aliberti (Italy)
• Charlie Haworth (UK) 
• Pieter Goeminne (Belgium)
• Marlene Murris (France)
• Montserrat Vendrell (Spain)
• Wim Boersma (Netherlands)

http://www.bronchiectasis.eu/


Why bronchiectasis research?

• Common

• Disabling

• Neglected

• Tractable 



Summary

• The first data from the European Bronchiectasis registry suggest P. aeruginosa 
and H. influenzae are the most common pathogens

• The treatment burden in P. aeruginosa infection is high and prognosis is poor, 
suggesting a key unmet need. 

• The most frequently used therapies are inhaled corticosteroids and 
bronchodilators, for which we lack robust evidence.

• The majority of bronchiectasis patients, therefore, are managed with 
therapies for which there is no evidence. 



The future
• Recruit 10,000 patients from across Europe with high quality data and 

consistent follow-up

• Disseminate and publish epidemiological data that can increase 
knowledge of bronchiectasis and lead to improvements in care

• Make a registry that is sustainable beyond the life of the project

• Inform high quality randomized controlled trials, providing the evidence 
base for current and future therapies. 
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Come and visit us in the World Village (desk 1)
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