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Study type:
Non-interventional study

Scope of the study:
Disease epidemiology

Main study objective:

1)Define the study population To describe pre-biologic demographic, clinical and functional

characteristics of patients initiating biologics, overall and by biologic class 2) Quantify levels
of response and characterize patients by levels of response To operationally assess levels

of response to b

Study Design

Non-interventional study design
Other

Non-interventional study design, other
Registry-based cohort study

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
4000

Study design details



Outcomes

Clinical remission and response to treatment. While clinical remission will be assessed in
all patients irrespective of their status pre-biologic initiation, response can only be assessed
in patients impaired when initiating the treatment. Impairment will be defined for each
domain independently as: 1) exacerbations: ?2 exacerbations in the year preceding
biologic initiation, 2) long-term OCS use

Data analysis plan

Objective 1 aims at describing the study population used in objectives 2 and 3. To this end,
the pre-biologic asthma-related outcomes will first be described individually and in
composite variables. For individual asthma-related outcomes, both continuous and
categorical variables will be used. The distributions will be compared between initiated
biologic class using t-tests, Kruskall Wallis tests, or Person’s Chi-squared tests as
appropriate. The proportion of patients responding to biologics as defined in section 5 will
be computed overall and by biologic classes, for each individual domain and composite
definition of response. Patient characteristics will be described by levels of response using
means, standard deviations, medians and interquartile ranges for continuous variables and
numbers and percentages for categorical variables.

Data management

ENCePP Seal

Composition of steering group and observers
ISAR FULL BEAM Steering Group & Observers.pdf(17.92 KB)

Data sources

Data source(s)
International Severe Asthma Registry

Data sources (types)
Other

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

Use of a Common Data Model (CDM)


https://catalogues.ema.europa.eu/sites/default/files/document_files/ISAR%20FULL%20BEAM%20Steering%20Group%20%26%20Observers.pdf
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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



