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Methodological aspects

Study type
Study type list

Study type:

Non-interventional study

Scope of the study:

Assessment of risk minimisation measure implementation or effectiveness

Main study objective:
To examine whether people with asthma are at a greater risk of ACE inhibitor
intolerance by examining whether they are more likely to switch to an

angiotensin-ll receptor blocker (ARB) after initiation of ACE inhibitor therapy.

Study Design

Non-interventional study design
Cohort

Study drug and medical condition



Anatomical Therapeutic Chemical (ATC) code
(CO9AA) ACE inhibitors, plain

ACE inhibitors, plain

(CO9CA) Angiotensin Il receptor blockers (ARBs), plain

Angiotensin Il receptor blockers (ARBs), plain

Medical condition to be studied

Asthma

Population studied

Age groups
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
500000

Study design details

Outcomes

Switching to an ARB within 6 months of ACE inhibitor discontinuation

Data analysis plan
Hazard ratios will be calculated using Cox proportional hazards regression for

the risk of switching to an ARB after initiation of ACE inhibitor therapy in people



with asthma compared to the general population. People with COPD will act as a

negative control.

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but are no longer maintained.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

Data sources (types)

Electronic healthcare records (EHR)

Use of a Common Data Model (CDM)
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No
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Check conformance
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Check completeness

Unknown

Check stability

Unknown
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Unknown

Data characterisation

Data characterisation conducted
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