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Study description
We will conduct a historical database study to characterise risk in regard to
eosinophilic and non-eosinophilic asthma phenotypes and associated

characteristics.The study will include asthma patients, aged =13 years, who



had controller or reliever inhaler therapy prescribed in the most recent 12
months of electronic medical records (EMR) extracted from UK general practices
delivering data to Optimum Patient Care Research Database (OPCRD) and
Clinical Practice Research Datalink (CPRD). Patients need to have at least one
blood eosinophil recorded after first asthma diagnosis.To better understand the
heterogeneity of asthma two different strategies will be applied to identify
phenotypes. Patients will be classified into different grades of likelihood of
eosinophilic asthma based on blood eosinophil counts and clinical features. In
addition, unsupervised cluster analyses will be performed to identify different
phenotypes of asthma which will be compared with the predefined
phenotypes.Demographics, diagnosed comorbidities, clinical characteristics,
such as asthma severity and control and health care resource utilisation (HCRU)
will be described and compared for different phenotypes (both predefined and
identified clusters) over the last 12 months of EMR data.Among patients who
had multiple blood eosinophil counts available, those with persistently high
blood eosinophil counts will be compared with patients without or with
intermittently high counts using a separate design. These groups will be
characterized and compared in a baseline period and clinical outcomes & HCRU
will be compared in a follow-up year, using the most recent eosinophil count as

the index date.
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Contact details

Study institution contact

David Price marjan@opri.sg

Study contact

marjan@opri.sg

Primary lead investigator

David Price

Grimary lead investigatoD

Study timelines

Date when funding contract was signed
Planned: 03/06/2019

Actual: 27/06/2019


mailto:marjan@opri.sg
https://catalogues.ema.europa.eu/institution/16352

Study start date
Planned: 15/10/2019

Data analysis start date
Planned: 01/11/2019

Date of interim report, if expected
Planned: 13/12/2019

Date of final study report
Planned: 01/04/2020

Sources of funding

e Pharmaceutical company and other private sector

More details on funding

AstraZeneca
Reqgulatory

Was the study required by a regulatory body?
No

Is the study required by a Risk Management Plan (RMP)?
Not applicable

Methodological aspects

Study type
Study type list



Study type:

Non-interventional study

Scope of the study:
Assessment of risk minimisation measure implementation or effectiveness

Disease epidemiology

Main study objective:

To describe and compare characteristics, such as asthma severity and control
and health care resource utilisation (HCRU) of patients with predefined grades
of likelihood of the eosinophilic asthma phenotype in a recent population of
real-life patients with active asthma and to compare these phenotypes with

phenotypes identified from unsupervised cluster analyses

Study Design

Non-interventional study design

Cross-sectional

Study drug and medical condition

Medical condition to be studied

Asthma
Population studied

Age groups



e Adolescents (12 to < 18 years)
e Adults (18 to < 46 years)
e Adults (46 to < 65 years)
e Adults (65 to < 75 years)
e Adults (75 to < 85 years)
(

e Adults (85 years and over)

Estimated number of subjects
400000

Study design details

Data analysis plan

Demographics, diagnosed comorbidities, clinical characteristics, such as asthma
severity and control and HCRU of asthma patients will be described for the total
population and for different phenotypes separately.Analyses will be repeated in
the subpopulation of patients who were on the register of patients with active
asthma that general practitioners maintain in the UK within the Quality and
Outcomes Framework (QOF). Within this subpopulation characteristics will be
also be compared between patients with and without severe asthma (as
questionnaire data will be available for more detailed assessment of asthma
control).K-means clustering will be used to identify clusters of eosinophilic
phenotypes using all available characteristics.Patient groups distinguished
based on the longitudinal pattern of eosinophil counts will be characterised and
compared in a baseline period prior to the last eosinophil count and future

clinical outcomes & HCRU will be compared in a follow-up year.
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Data management

ENCePP Seal

The use of the ENCePP Seal has been discontinued since February 2025.
The ENCePP Seal fields are retained in the display mode for transparency

but are no longer maintained.

Data sources

Data source(s)
Clinical Practice Research Datalink

Optimum Patient Care Research Database
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Electronic healthcare records (EHR)

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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