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Peripheral Artery Disease (PAD) 
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Large and growing problem in the US 

5.1M 
6.8M 

13M 

16.3M 
18M 

26M 

31M 

CHF Stroke Cancer CAD PAD Diabetes Kidney Disease

• Estimated 18 million people affected by PAD  in the US1, but only 2 million 
people diagnosed with PAD in the US2,3 

• Especially prevalent in patients with diabetes and end stage renal disease4 
1. Schiavetta A, et al. Stem Cells Translational Med. 2012;1:572-578. 
2. Knowles JW, et al. Arterioscler Thromb Vasc Biol. 2007;27:2068-2078. 
3. Rosamond W, et al. Circulation. 2007;115:e69-171. 
4. Eggers PW, et al.  Kidney Int. 1999;56:1524-1533. 



Critical Limb Ischemia (CLI) 

• CLI is the most severe and deadly form of PAD1 

• 2 million people suffer from CLI in the US1 

• CLI increases the risk of amputation and 
mortality, unless successful revascularization 
occurs2 

– 6-month amputation rate is 40% 
– 6-month mortality rate is 20% 

• The economic burden of CLI is considerable3 

– Amputation alone is estimated at $10.6 billion4 

 
1. Yost ML. Critical limb ischemia Volume I. United States epidemiology. Atlanta (GA): THE SAGE GROUP; 2010. 
2. Dormandy JA, et al. J Vasc Surg. 2000;31:S1-S296. 
3. Varu VN, et al. J Vasc Surg. 2010;51:230-241. 
4. Yost, M. EVT. May 2014. 
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Amputation 

Limb Preservation5 Amputation5 

The 2-year mortality rate is 16% to 24% The one-year mortality rate for patients over 65 years 
old is 48% and the 3-year mortality rate is 71%  

Almost two-thirds of patients are routinely discharged 
home 

Only 18% to 24% of patients are routinely discharged 
home 

Fewer than 20% of patients are discharged to a 
nursing home 

A majority of patients (70%) go to another institution 
(a nursing home, rehabilitation facility) 

At 2 years, 80% are walking and almost 90% are living 
independently 

60% to 80% are unable to walk again 

Data suggest patients who experience limb 
preservation have higher quality of life  

One-third or more of patients experience depression, 
and in some, severe depression 

 
 

• Major amputation continues to be a primary therapy, and frequently the only 
treatment offered to CLI patients1-4  

− Amputation is the primary therapy in 60-70% of CLI patients 
− 50% of the major amputations occur without any prior diagnostic evaluation 

• Major amputation is costly, the 6th most expensive surgical procedure in the US5 

− The macroeconomic cost of amputation is estimated at $10.6 billion/year 

 
1. Nowygrod R, et al. J Vasc Surg. 2006;43:205-16.  
2. Egorova N, et al. J Vasc Surg. 2010;51:878-85.  
3. Goodney PP, et al. Cardiovasc Qual Outcomes . 2012;5:94-102.  
4. Allie DE, et al. Eurointervention. 2005;1:60-69.  
5. Yost, M. EVT. May 2014. 
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Single-center Experience1 

• A dedicated focus on the implementation of advanced endovascular 
therapies, PAD awareness programs and multi-disciplinary wound care 
protocols reduced the major amputation rate in a community hospital. 

• As a result, the incidence of major amputations fell 75%, from 24 
amputations in 2010 to 6 in 2014, with the increased use of angiography. 
 

1. Sanguily J. Endovascular Evaluation and Treatment of Patients with Peripheral Artery 
Disease Results in Lower Amputation Rate. Presented at ISET 2015.  6 



MEDCAC Requests 

• Ask CMS to implement a New Payment Model 
for amputation prevention 
– Multi-disciplinary approach 
– Vascular diagnostic procedure required before 

amputation 
 

• Ask CMS to call a separate MEDCAC on the 
level of evidence for lower extremity 
amputations 
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