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Background

• Risk stratification for patients with PAD is important for 
both medical and surgical care

• Novel medical therapies such as aggressive lipid 
lowering therapy, antiplatelets, anti-thrombotics, are 
being used to mitigate progression of disease and 
adverse limb events (amputation, acute limb ischemia)



Rutherford Chronic Limb Ischemia 
Classification

• Designed in 1986 
to grade severity of 
peripheral artery 
disease

• Widely accepted 
for risk 
stratification in 
trials and registries



Objective

• Primary Objective: examine the risk of amputation post 
lower extremity revascularization (LER) stratified by 
baseline Rutherford Chronic Limb Ischemia Stage

• Determine the risk of other limb events based on 
Rutherford Stage

• Examine utility of low dose rivaroxaban in each 
Rutherford Stage



Methods



Methods

• VOYAGER PAD patients were categorized by baseline 
Rutherford Chronic Limb Ischemia Stage

• Rutherford 1 and 2 are combined due to trial protocol
• Amputation incidence (major, minor and major) at 

one year and three years were determined
• Incidence of the composite of Major amputation + 

Acute Limb Ischemia at each baseline Rutherford 
Stage were determined; comparisons between 
Rivaroxaban and placebo were made



An Affiliate of:

Baseline Rutherford                 Revascularization Randomization Follow up

Rutherford Chronic 
Limb Ischemia Stage 

Determined PlaceboRivaroxaban

Median 28 monthsOpen/Endo



Results- Amputation Events



Results- Composite of Major Amputation and 
ALI: Rivaroxaban vs. Placebo



Conclusion

• Baseline pre LER Rutherford Chronic Limb Ischemia Stage 
provides risk stratification for amputation events

• There is a significant association between Rutherford Stage 
and outcomes, even after successful LER suggesting other 
drivers of limb events

• These data are useful when risk stratifying patients or 
predicting limb event rates in PAD post LER clinical trials

• Rutherford remains relevant in the modern era of PAD
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