
Long-term outcomes and adverse events of therapy 
with inhaled corticosteroids, long-acting beta-2- 
agonists and anticholinergic drugs in hospitalised 

patients with Chronic Obstructive Pulmonary Disease 
(COPD) - a cohort study based on health information 

systems in three Italian regions. 

A study protocol’s (hi)story



In 2009, the Department of Epidemiology of the Lazio Regional Health 
Service applied for funding of a multicenter Italian observational 
study through a public call issued by the Italian Medicines Agency 
and received a positive reply.
In April 2010, the Department of Epidemiology of the Lazio Regional 
Health Service became a member of ENCePP . 

In June 2010 we applied for inclusion of the study in the ENCePP 
register.

On June 16th 2010, the contract for funding by the Italian Medicines 
Agency was signed.

At the end of August 2010, we received the confirmation of inclusion 
of our study into the ENCePP register and the award of the ENCePP 
study seal.



How did we get there?
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100% public funding





100% routinely collected data 
from health information 
systems





Smoking cessation
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Background: Evidence based treatments in COPD

Benefits in terms 
of mortality

Benefits in terms of 
quality of life 
(symptoms, 
exacerbations, 
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Controversial evidence on the benefits of 
inhalant drugs on long term mortality and the 
occurrence of adverse events





Cohort study









Thank you!
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