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Regulatory

Was the study required by a regulatory body?
No

Is the study required by a Risk Management Plan (RMP)?
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Methodological aspects

Study type
Study type list

Study type:
Non-interventional study

Scope of the study:
Disease epidemiology

Main study objective:

To describe distributions of biomarkers for patients with severe asthma, identify patients
displaying evidence of non-T2 phenotype, and assess how patients with T2 and non-T2
phenotypes respond to therapeutic interventions. We additionally aim to investigate
disease burden through considering comorbid diseases

Study Design

Non-interventional study design
Cross-sectional

Study drug and medical condition



Medical condition to be studied
Asthma

Population studied

Age groups

Adults (18 to < 46 years)
Adults (46 to < 65 years)
Adults (65 to < 75 years)
Adults (75 to < 85 years)
Adults (85 years and over)

Estimated number of subjects
11000

Study design details

Outcomes
Phenotypes of asthma patients based on biomarker measures, treatment responsiveness,
exacerbation rates, Lung function, hospitalisations

Data analysis plan

Cluster analysis will be used to identify phenotypes Poisson regression and Cox PH
models will be used to analyse treatment responsiveness according to phenotype Chi-
square, ANOVA, and t-tests will be used as tests of association Linear and logistic
regression will be used to identify differences between groups

Data management

ENCePP Seal

Composition of steering group and observers
EUPAS43785-43784.pdf(25.82 KB)

Data sources

Data source(s)
International Severe Asthma Registry
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Data source(s), other
ISAR

Data sources (types)
Other

Data sources (types), other
Prospective patient-based data collection

Use of a Common Data Model (CDM)

CDM mapping
No

Data quality specifications

Check conformance
Unknown

Check completeness
Unknown

Check stability
Unknown

Check logical consistency
Unknown

Data characterisation

Data characterisation conducted
No
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