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Study protocol

Was the study required by a regulatory body?
Yes

Is the study required by a Risk Management Plan (RMP)?
Non-EU RMP only

Regulatory

Study type:
Non-interventional study

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

Main study objective:
Compare the occurrence of hospitalization due to community-acquired pneumonia (CAP)
among patients with COPD who were incident users of Trelegy 100 or MITT. Hazard ratio
(HR) will be calculated to investigate if the risk of CAP in Trelegy 100 group is not higher
than a certain level (HR>3) compared to MITT group.

Study type list

Study type

Non-interventional study design
Cohort

Study Design

Study drug and medical condition

Methodological aspects

https://catalogues.ema.europa.eu/sites/default/files/document_files/gsk-212606-protocol-orig-redact.pdf


Name of medicine
Trelegy

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

Population studied

Outcomes
Community-acquired pneumonia (CAP)

Data analysis plan
Risk estimation

Study design details

Data sources (types)
Administrative data (e.g. claims)

Data sources

CDM mapping
No

Use of a Common Data Model (CDM)

Data quality specifications

Data management

https://catalogues.ema.europa.eu/taxonomy/term/54036


Check conformance
Unknown

Check completeness
Unknown

Check stability
Unknown

Check logical consistency
Unknown

Data characterisation conducted
No

Data characterisation


