
   
 

 
 
 

 
February 10, 2023 
 
Tamara Syrek Jensen, Director 
Joseph Chin, Deputy Director 
Coverage and Analysis Group 
Centers for Medicare & Medicaid Services 
7500 Security Blvd. 
Baltimore, Maryland 21244 
 
RE: CAG-00085R8, NCD 20.7: Percutaneous Transluminal Angioplasty of the Carotid Artery 
Concurrent with Stenting 
 
The American College of Cardiology and the American Heart Association appreciate the 
opportunity to provide comment on the formal request for reconsideration of the National 
Coverage Determination (NCD) 20.7 for Percutaneous Transluminal Angioplasty (PTA) of the 
Carotid Artery Concurrent with Stenting. There have been significant developments since the last 
consideration in 2009, and the College strongly supports updating NCD 20.7 to broaden the 
coverage indication to Medicare beneficiaries to reflect those developments.  
 
The American College of Cardiology (ACC) is the global leader in transforming cardiovascular care 
and improving heart health for all. As the preeminent source of professional medical education for 
the entire cardiovascular care team since 1949, and now with more than 56,000 members from over 
140 countries, the ACC credentials cardiovascular professionals who meet stringent qualifications 
and leads in the formation of health policy, standards and guidelines. Through its world-renowned 
family of JACC Journals, NCDR registries, ACC Accreditation Services, global network of Member 
Sections, CardioSmart patient resources and more, the College is committed to ensuring a world 
where science, knowledge and innovation optimize patient care and outcomes. Learn more at 
www.ACC.org or follow @ACCinTouch.  
 
The American Heart Association (AHA) is the nation’s oldest and largest voluntary organization 
dedicated to fighting heart disease and stroke. Our 100+ years of work supporting patients and 
eradicating the root causes of heart disease and stroke have brought together over 40 million 
volunteers representing communities across the United States and those involved in their health care. 
Learn more about our work at heart.org.  
 
 

http://www.acc.org/
https://www.heart.org/


 

 
 

 
Carotid artery stenting (CAS) was first introduced in 1994 and the field has matured in the last three 
decades. Comprehensive management of atherosclerotic vascular disease is now standard practice in 
cardiovascular medicine and interventional cardiology training programs and carotid artery stenting 
is a well-established treatment option. Overall, the request for reconsideration by the Multispecialty 
Carotid Alliance (MSCA) is well written with a comprehensive review of high quality pertinent 
literature regarding transfemoral carotid angioplasty and stenting. 
 
Figure 1 in MSCA’s reconsideration request is particularly illustrative. The authors demonstrate the 
reduction in periprocedural complications with transfemoral carotid angioplasty and stenting as 
techniques have improved over the last two decades. This is attributed to advances in patient 
selection, technique, and technology, which the authors detail well in their report. 
 
The MSCA reviews a body of robust randomized clinical trials that compared carotid stenting to 
carotid endarterectomy in patients with symptomatic and asymptomatic disease and in patients at 
high surgical risk or average surgical risk (patients at high risk for carotid artery stenting were not 
excluded from these clinical trials). The CREST trial (Carotid Revascularization Endarterectomy vs. 
Stenting Trial), one of the largest randomized trials of CAS vs. carotid endarterectomy (CEA) ever 
performed, showed no statistical difference in the primary outcome of overall stroke rate, death, or 
myocardial infarction between CAS and CEA.  Three additional randomized trials, ACT-1, SPACE-
2, and ACST-2 have also shown equivalent patient outcomes for CAS and CEA. 
 
Published, peer-reviewed evidence supports CAS as a reasonable alternative to CEA in both high 
and average surgical risk patients and is reflected in multiple guidelines, endorsed by a broad range 
of relevant professional societies. ACC and AHA support the expansion of coverage in Medicare 
patients for carotid artery angioplasty and stenting in asymptomatic patients with ≥ 70% stenosis 
and patients with symptomatic carotid artery stenosis ≥ 50% and agree with eliminating the 
requirement that patients be at high risk for CEA. These procedures are complimentary and are not 
mutually exclusive for the indicated patient population. These indications would align coverage with 
the CREST trial and the 2011 ASA/ACCF/AHA/AANN/AANS/ACR/ASNR/CNS/SAIP/ 
SCAI/SIR/SNIS/SVM/SVS Guideline on the Management of Patients With Extracranial Carotid and 
Vertebral Artery Disease.1 
 
 

 
1 Brott TG, Halperin JL, Abbara S, et al. 2011 ASA/ACCF/AHA/AANN/AANS/ACR/ASNR/CNS/SAIP/SCAI/SIR/SNIS/SVM/SVS guideline 
on the management of patients with extracranial carotid and vertebral artery disease: executive summary: a report of the American College of 
Cardiology Foundation/American Heart Association Task Force on Practice Guidelines, and the American Stroke Association, American Association 
of Neuroscience Nurses, American Association of Neurological Surgeons, American College of Radiology, American Society of Neuroradiology, 
Congress of Neurological Surgeons, Society of Atherosclerosis Imaging and Prevention, Society for Cardiovascular Angiography and Interventions, 
Society of Interventional Radiology, Society of NeuroInterventional Surgery, Society for Vascular Medicine, and Society for Vascular Surgery. J Am 
Coll Cardiol. 2011 Feb 22;57(8):1002-44.  



   
 

 
 
 

ACC and AHA support the removal of the facility and operator requirements for CAS consistent 
with the current state of the published literature and standard clinical practice.  The facility and 
operator requirements are more appropriately handled through hospital credentialling processes and 
medical society guidelines as is done for other well-established procedures. Guidance for such  
monitoring and quality oversight has been provided by the Society for Cardiovascular Angiography 
and Interventions (SCAI) and the Society of Vascular Medicine (SVM).2  
 
Furthermore, we support CMS sunsetting the data collection requirement as facility criteria for 
coverage of CAS. While the current NCD requires data collection and submission to CMS, CMS 
placed a moratorium on the data submission requirement in 2017. There are decades worth of solid 
data through several large randomized controlled trials (RCT) that have shown equivalency of CAS 
to CEA for primary endpoints of death and stroke with or without including myocardial infarction; 
and there has been ample tracking of CAS outcomes in several real-world registries. Nevertheless, 
there is a great deal of value in the registry model and we encourage facilities to continue to  
participate in data collection through registries. Registry participation can continue to create value 
for future patients, clinicians, and facilities as a mechanism of quality improvement, safety, and 
appropriate use verification especially for newer techniques, including transcarotid artery 
revascularization (TCAR).  
 
The ACC and AHA thank CMS for the opportunity to provide comment on the formal request for 
reconsideration of the National Coverage Determination (NCD) 20.7 for Percutaneous 
Transluminal Angioplasty (PTA) of the Carotid Artery Concurrent with Stenting. We support 
expansion of access to this widely performed procedure that has well-established safety and health 
outcomes. Please direct any questions or concerns to Amanda Stirling, Regulatory Affairs Associate, 
at (202) 375-6553 or astirling@acc.org. 

Sincerely, 

       

Edward T.A. Fry, MD, FACC         Michelle A. Albert, MD, MPH, FACC, FAHA 
President, American College of Cardiology        President, American Heart Association  

 

 
2 Aronow HD, Collins TJ, Gray WA, et al. SCAI/SVM expert consensus statement on carotid stenting: Training and credentialing for carotid stenting. 
Catheter Cardiovasc Interv. 2016 Feb 1;87(2):188-99.  
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