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Study description
This project aims to provide an opinion piece on choice of inhaler delivery
method and the impact of on climate change and personalised healthcare. It
has the following objectives: 1. Identify experience and preferences of patients
and healthcare professionals (HCPs) of inhaler choice/change in relation to
climate change and personalized healthcare. 2. Gather expert opinion and
consensus on (a) costs to environment (b) impact on personalized healthcare.
3. An extensive literature review covering current discussion on the above
topics. This research will offer expert opinion and consensus of physicians and
health care workers on: • (a) Costs to environment: The impact of inhaler



choice and switching inhaler delivery system on climate change, as well as
short-term vs long-term solutions for reduction of impact. The research will also
gather information from patients on: • (b) Personal impact: The impact of
changing medication that has affected their personalized healthcare plan and
inhaler use.
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Study protocol

Was the study required by a regulatory body?
No

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

Regulatory

Study topic:
Disease /health condition
Medical device

Study type list
Study type

Methodological aspects

https://catalogues.ema.europa.eu/sites/default/files/document_files/REG%20inhaler%20choice%20Research%20Proposal_February2021.pdf


Study type:
Non-interventional study

Scope of the study:
Other

If ‘other’, further details on the scope of the study
Exploratory perspective/opinion

Data collection methods:
Primary data collection

Main study objective:
This research aims to gather patient-centric expert opinion to deliver consensus
on the impact of switching inhaler type on climate change and the suggestion
of green alternatives to switching inhaler types, as well as measure the impact
of switching on patients and their personalised healthcare plan.

Non-interventional study design
Other

Non-interventional study design, other
Exploratory, Survey

Study Design

Medical condition to be studied
Asthma

Study drug and medical condition



Chronic obstructive pulmonary disease

Short description of the study population
Patient inclusion criteria
• Clinically stable asthma or COPD diagnosis
• Prescribed inhaler medication
• Age >18 years
• Have switched inhaler type in the last 1 year
Exclusion criteria
• Unable to access questionnaire
• Unable to understand the electronic questionnaire process
• Using a non-MDI/DPI/SMI device

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)

Special population of interest
Other

Special population of interest, other
Chronic obstructive pulmonary disease (COPD) or asthma patients

Estimated number of subjects
300

Population studied

Study design details



Data analysis plan
Questionnaires: Descriptive statistics will be used to identify the strength of
opinion/knowledge of healthcare workers and patients. Subgroup analysis will
be used, as appropriate, between healthcare worker types and differences in
patient age, time since inhaler switch, demographic, number of exacerbations,
and whether the patient is diagnosed with asthma or COPD.

Data sources (types)
Other

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

Data sources

CDM mapping
No

Use of a Common Data Model (CDM)

Check conformance
Unknown

Data quality specifications

Data management

https://catalogues.ema.europa.eu/taxonomy/term/54051


Check completeness
Unknown

Check stability
Unknown

Check logical consistency
Unknown

Data characterisation conducted
No

Data characterisation


