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FUTURE: Little benefit, possible harm to fractional flow-reserve-guided angioplasty
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Using a technique to measure pressure differences across clogged arteries known as
fractional flow-reserve (FFR) to guide percutaneous coronary intervention (PCI) in selected
patients has been shown to improve clinical outcomes in comparison to medical therapy
alone or angioplasty without FFR. The FUTURE trial was part of a Late Breaking Clinical
Trial session at the American Heart Association's Scientific Sessions 2016.

FFR has not been evaluated as a treatment strategy decision tool in multivessel disease
patients to choose between PCI, surgery or medical therapy alone. FUTURE, a multicenter,
controlled, randomized trial explored FFR-guided revascularization in comparison with
angioplasty alone among patients with multivessel coronary artery disease.

Acute coronary syndrome and stable coronary artery disease consecutive patients were
randomized to either FFR-guided management or traditional management. The primary
end point was a composite of major adverse cardiovascular events, including all-cause
death, non-fatal heart attack, stroke and repeat coronary revascularization at one year.

The trial was scheduled to include 1,728 patients over 39 centers in France. The study
independent data safety monitoring board recommended to stop study enroliment due to an
excess in the 12-month all cause mortality (p=0.02) in the FFR-group after analysis of the
first 836 randomized patients.

Interim analysis for the 933 included patients (average age 66) showed at least a
non-significant excess of mortality trend in the FFR group and no clinical benefit of FFR in
comparison with angioplasty.

Researchers conclude that in complex, high-risk patients, FFR may not help for treatment
decisions and could be associated with a negative safety signal.
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