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History
ÅMedicare Expanded Coverage for PTA and Stenting

ïMarch 17, 2005

ïHigh Risk for CEA 

ïSymptomatic Carotid Artery Stenosis >=70%

ïOnly performed in CMS approved facility for CAS with 
FDA- approved stenting system and EPD
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History
ÅHigh Risk for CEA

ïAnatomic Risk factors ς previous MRND, high lesion etc

ïSignificant Medical Comorbidities 

ïCHF, EF <30%, Unstable Angina, Contralateral 
Occlusion, Recent MI, previous CEA, radiation

ïHigh risk from other studies
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History
ÅCMS Facilities

ïMinimum standard modeled by professional societies

ïThe facility or a contractor must collect data on all 
carotid stenting procedures done

ïRe-credentialing about every 6 months
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THE REQUEST
ÅExpansion of CMS coverage to CEA standards 

ïNew Evidence to support reconsideration

ï4 large multicenter RCT since last decision

Å Revising Pt selection criteria

Å Remove Facility and Operator requirements and leave 
them to local facilities

Å Privileging and Credentialing Preformed by Facilities 
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THE REQUEST
Å Facility Equipment Requirements be removed

ÅHandle Data Collection at local level

ÅChange benefit category determination (B benefit)
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Et tu, Brute?
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Public Comments
ÅDifferent organizations voice support

ÅAANS

ÅSNIS

ÅSCAI

ÅSIR

ÅVIVA
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Society of Vascular Surgery
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Public Comments
ÅNegative Impact on patient safety

ÅThe risk of perioperative stroke is significantly 

higher for CAS compared to CEA (3.4% vs. 2.7%)

ÅAll Medicare fee-for-service beneficiaries 

undergoing carotid artery revascularization ô16-ô22 

Å After median follow-up time of 3.3 years

Å CAS is associated with a 15% higher risk of stroke 
compared to CEA
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Public Comments
ÅPremature Decision prior to Crest 2

ÅOMT and management of asymptomatic disease

ÅImpact on the Elderly

ÅInferior outcomes in elderly patients (CREST and 
CAPTURE-2)

ÅLearning Curve

ÅSystemic review of TF-CAS defined 72 procedures 
needed for operators to achieve stroke/death <3%



Presenter name

Title

Date

Public Comments
ÅLack of Registry Participation Requirement

ñIn the proposed decision summary, 

there is no recommendation or 

requirement for procedural or center 

certification and no requirement for 

monitoring outcomesò
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SVS Recommendations
ÅaŀƴŘŀǘŜ ¦ǘƛƭƛȊŀǘƛƻƴ ƻŦ ŀ ǎǘŀƴŘŀǊŘ ά{ƘŀǊŜŘέ 5ŜŎƛǎƛƻƴ 

Making tool that wound be designed in 
collaboration with applicable medical societies and 
stakeholders

ÅEmphasize collection of real time data + 
credentialing process and requirements for 
reporting standards
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SVS Recommendations
ÅRevise what a qualitied physician is

ÅDemonstrated core competency standards
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CMS Expansion
ÅExpansion of CMS coverage to CEA standards 

ïPatients with symptomatic carotid stenosis >= 50%

ïPatients with asymptomatic disease >= 70%

Å NIHSS before and after CAS procedure

Å Duplex and CTA/MRA if not contraindicated

Å DSA when discordance or if CTA/MRA contraindicated
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CMS Expansion
ÅFormal Shared Decision Making Interaction

ÅDiscussion of all treatment options- CEA/TCAR/CAS/OMT

ÅExplain risk and benefit of each option

ÅIntegrate clinical guidelines

Å5ƛǎŎǳǎǎ ŀƴŘ ƛƴŎƻǊǇƻǊŀǘŜ ǇŀǘƛŜƴǘΩǎ pref/priorities 
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CMS Expansion
ÅFacilities Stent Program Standards

ÅClearly delineate privileges by facility

ÅOversight committee to identify minimum volume and 
threshold of complication

ÅAppropriately trained staff, personal, equipment

ÅEnsure continuous quality improvement

ÅCMS or Third party facility approval removed
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TF-CAS vs. CEA
ÅTF-CAS continues show a signal of higher periop 

stroke comparatively to CEA
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Silk Roadôs Response to the CMS Expansion
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CEA vs. TCAR
ÅNeuroprotection

ÅLower rates of CNI and MI

ÅDepending on the data lower or equal rates of 
stroke





Presenter name

Title

Date

ÅClick to edit Master text styles

ïSecond level

ÅThird level
ïFourth level

» Fifth level



Presenter name

Title

Date

ÅClick to edit Master text styles

ïSecond level

ÅThird level
ïFourth level

» Fifth level



Presenter name

Title

Date

ÅClick to edit Master text styles

ïSecond level

ÅThird level
ïFourth level

» Fifth level



Presenter name

Title

Date

ÅClick to edit Master text styles

ïSecond level

ÅThird level
ïFourth level

» Fifth level



Presenter name

Title

Date

ÅClick to edit Master text styles

ïSecond level

ÅThird level
ïFourth level

» Fifth level



Presenter name

Title

Date

ÅClick to edit Master text styles

ïSecond level

ÅThird level
ïFourth level

» Fifth level



Presenter name

Title

Date

TCAR vs. TF-CAS
ÅLower Stroke rate

ÅLower overall complication rate

ÅRigorously monitored by VQI

ÅMuch easier to learn

ÅBetter outcomes in Elderly
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