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BEST-CLI is an international research study aimed at figuring out the best treatment for people with 

peripheral arterial disease (PAD) - also known as poor blood flow, and associated with Critical Limb 

Ischemia (CLI). It is Federally funded by the National Heart, Lung and Blood Institute at the National 

Institutes of Health. 

Peripheral arterial disease (PAD) is a condition in which plaque builds up in the blood vessels that carry 

blood to arms and legs.  

About 3-10% of people have PAD and this number increases to 15-20% in those over 70 years of age. 

PAD is particularly common in individuals who smoke or have diabetes. Some patients with PAD develop 

critical limb ischemia (CLI). In CLI, blood vessels that deliver blood to the leg and foot are so narrowed by 

plaque buildup (atherosclerosis) that the foot cannot get enough blood. CLI can cause foot pain at rest, 

foot and leg ulcerations, and lead to gangrene and loss of the leg. 

Brief description of study 

This study will compare the effectiveness of best available surgical treatment with best available 
endovascular treatment in adults with critical limb ischemia (CLI) who are eligible for both treatment 
options. 

Detailed Study Description 

Male and female subjects aged 18 years or older will be randomized to receive either open surgical 
treatment or endovascular treatment. They will be followed for at least 2 years and up to 4 years and 
2 months after treatment to primarily assess survival and major adverse limb events in the index or 
treated limb, and secondarily, to determine clinical and cost effectiveness outcomes after treatment. 
These outcomes (survival-free of major limb events and clinical, functional and cost effectiveness) 
will be compared within two cohorts of subjects: those with an available single-segment great 
saphenous vein, and those with an alternative conduit. The null hypotheses for both cohorts is that 
there will be no difference in MALE-free survival between best endovascular therapy and best 
surgical therapy. 

NCT:  https://clinicaltrials.gov/ct2/show/NCT02060630 
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