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ABSTRACT

The lack of consistent definitions and nomenclature across clinical trials of novel devices, drugs, or biologics poses a

significant barrier to accrual of knowledge in and across peripheral artery disease therapies and technologies. Recognizing

this problem, the Peripheral Academic Research Consortium, together with the U.S. Food and Drug Administration

and the Japanese Pharmaceuticals and Medical Devices Agency, has developed a series of pragmatic consensus defini-

tions for patients being treated for peripheral artery disease affecting the lower extremities. These consensus definitions

include the clinical presentation, anatomic depiction, interventional outcomes, surrogate imaging and physiological

follow-up, and clinical outcomes of patients with lower-extremity peripheral artery disease. Consistent application of

these definitions in clinical trials evaluating novel revascularization technologies should result in more efficient regula-

tory evaluation and best practice guidelines to inform clinical decisions in patients with lower extremity peripheral artery

disease. (J Am Coll Cardiol 2015;65:931–41) © 2015 by the American College of Cardiology Foundation.
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L ower extremity peripheral artery
disease (LE-PAD) is a manifestation
of systemic atherosclerotic disease,

which affects over 8 million Americans (1)
and conveys a significant health burden
globally (1–3). Although LE-PAD can be
asymptomatic and subclinical, it is associ-
ated with a reduction in functional capacity
and quality of life when symptomatic, and,

in its most severe form, is a major cause of limb
amputation (1–3). Patients with LE-PAD are at an
increased risk for myocardial infarction (MI), stroke,
and death (1–5). Given this substantial health burden,
LE-PAD is the focus of a number of evolving medical,
endovascular, and surgical therapies aimed at im-
proving the limb manifestations of the disease. This
proliferation of revascularization devices and thera-
pies has highlighted the need for studies that eluci-
date the direct mechanistic effect, the impact on
systemic outcomes (including death, MI, and stroke),

and the overall safety of both individual and com-
bined therapeutic strategies.

Systematic safety and effectiveness evaluations of
the clinical utility of LE-PAD revascularization ther-
apies and devices (4,6) require high-quality clinical
trials data, both for regulatory approval and for the
development of best practice guidelines to inform
clinical decisions in patients with LE-PAD. Currently,
1 of the biggest barriers to accrual of knowledge in
and across peripheral artery disease (PAD) therapies
and technologies is the lack of consistent definitions
and nomenclature between clinical trials. Although
validated, standardized definitions exist for coronary
artery disease endpoints for clinical trials, significant
variation exists in data elements used to describe
both patients undergoing treatment for LE-PAD and
the outcomes for evaluation of treatments. Profes-
sional societies, academic research organizations,
regulatory agencies, and representatives of the phar-
maceutical and device industry have recognized both
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