
DARWIN EU® study 

Co-prescribing medicines 
in pulmonary arterial 
hypertension

Why is this 
study needed?

Pulmonary arterial hypertension (PAH) is a 

rare, long-term, debilitating and life-

threatening condition in which patients 

have abnormally high blood pressure in the 

arteries in the lungs. Treatment usually 

involves one or more types of medicines, 

including endothelin receptor antagonists 

(ERAs) and phosphodiesterase-5inhibitors 

(PDE5-is). More data on combined 

treatments are needed.

How was this 
conducted?

CHMP requested the study to understand

current practice of such combined 

treatments and unmet medical needs. 

The study looked at patients with newly 

diagnosed PAH to understand medical 

conditions and treatments, how patients 

are treated with ERAs and PDE5-is and how 

many end up in hospital or die. The study 

used data from 4 European countries.

How were the 
results used?

This study was triggered by a scientific 

advice procedure, as an example of the 

type of studies DARWIN EU can run to 

support the Scientific Advice Working 

Party (SAWP) in its decision 

making. The results were positively 

received by SAWP even though it was 

made clear that the study could not be 

executed within the procedure’s 

timelines.

Why do these 
results matter?

Better understanding of how these 

therapies are used in routine clinical 

care can help guide the development of 

future treatments.

More information

https://catalogues.ema.europa.eu/
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