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Study description
Retrospective, cross-sectional, observational, database analysis using
theinternational dataset: implementing Helping Asthma in Real Patients (iHARP)
for describing characteristics of patients at risk of making critical errors in
usage of DPI Diskus for there asthma.
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Date when funding contract was signed
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Was the study required by a regulatory body?
Unknown

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



Disease /health condition

Study type:
Non-interventional study

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

Data collection methods:
Secondary use of data

Main study objective:
Describe characteristics of patients at risk of failed diskus use

Non-interventional study design
Cross-sectional

Study Design

Short description of the study population
Patients 16 years and older, who have a current diagnosis of asthma and have
received two or more prescriptions for fixed-dose combination ICS/long-acting
beta-agonist(LABA) therapy in the year before the review.

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)

Special population of interest
Other

Special population of interest, other
Asthma patients

Estimated number of subjects
500

Outcomes
Characteristics, Risk assessment

Data analysis plan
We evaluated patient subjective and objective usage of inhaler, patient
demographic characteristics, smoking state and comorbidity and asthma
outcome were obtain from the iHARP database.

Study design details

Study publications

Documents



Westerik JA, Carter V, Chrystyn H, Burden A, Thompson SL, Ryan D, Gruffydd-
Jone…

Data sources (types)
Spontaneous reports of suspected adverse drug reactions

Data sources

CDM mapping
No

Use of a Common Data Model (CDM)

Check conformance
Unknown

Check completeness
Unknown

Check stability
Unknown

Data quality specifications

Data management

https://doi.org/10.3109/02770903.2015.1099160
https://doi.org/10.3109/02770903.2015.1099160
https://catalogues.ema.europa.eu/taxonomy/term/54043


Check logical consistency
Unknown

Data characterisation conducted
Unknown

Data characterisation


