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Key statement  

On 9 October 2025, the Federal Joint Committee (G-BA) commissioned the Institute for 
Quality and Efficiency in Health Care (IQWiG) to carry out a supplementary assessment of 
project N24-04 (percutaneously implanted interatrial shunt for the treatment of heart failure 
with reduced left ventricular ejection fraction [LVEF < 40%]) [1] (and the associated 
assessments H20-06 [2] and H21-05 [3]) in order to assess the subsequently submitted results 
of the RELIEVE-HF trial. 

Research question 

The aim of this investigation is 

 to assess the benefit of treatment with a percutaneously implanted interatrial shunt in 
addition to guideline-based drug therapy, compared with guideline-based drug therapy 
alone 

in patients with heart failure and reduced LVEF (< 40%) (HFrEF) and elevated left atrial 
pressure, who remain symptomatic despite guideline-based drug therapy. 

Conclusion 

This assessment included one randomized controlled trial (RELIEVE-HF) comparing interatrial 
shunts with standard drug therapy alone, with data from a total of 206 patients with heart 
failure and reduced LVEF (≤ 40%). 

On the basis of the comprehensive study data from the RELIEVE-HF trial, there was an 
indication of a greater benefit in terms of hospitalizations (heart failure-related and total 
hospitalizations). The conclusion about benefit relates to patients with New York Heart 
Association (NYHA) Class III heart failure, as they account for 95% of the study population. 

However, with regard to the outcome categories of mortality and health-related quality of life 
– which are considered essential in this therapeutic indication – no advantages were observed 
(no hint of benefit or harm). There was no hint of greater benefit or harm associated with the 
interatrial shunt for other outcomes investigated – in particular, health status, physical 
capacity and serious adverse events. 

Taking all the results together, there is therefore an overall hint that treatment using a 
percutaneously implanted interatrial shunt, in addition to guideline-based drug therapy, 
offers greater benefit than guideline-based drug therapy alone. 
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