TCAR Hospital Privileges & Credentialing Guidelines

This document provides resources for establishing TCAR (TransCarotid Artery Revascularization) privileges and
credentialing in hospitals to ensure patient safety and quality.

Background

e The Joint Commission (JCAHO) is a non-profit organization that accredits and certifies healthcare
organizations and programs in the U.S. It was founded in 1951 to set standards for hospital quality and
requires hospitals to form credentialing committees to ensure that physicians have the required licenses,

certifications, and competence. JCAHO accreditation is required for Medicare and Medicaid reimbursement.’

o The Centers for Medicare and Medicaid Services (CMS) also requires healthcare providers to be credentialed
to be eligible for Medicare and Medicaid reimbursement.

e Other organizations that set standards for credentialing include:
o The National Committee for Quality Assurance (NCQA)
o Utilization Review Accreditation Commission (URAC)
o The Accreditation Association for Ambulatory Healthcare (AAAHC)
o Det Norske Veritas (DNV)

Key Resources

Resources for establishing TCAR privileges and credentialing criteria.

Society for Vascular
Surgery (SVS) -
Credentialing Resources?

CREST-2 Investigators —
Factors influencing
credentialing of
interventionists in the
CREST-2 trial®

Society for Cardiovascular
Angiography and
Interventions (SCAI)/
Society for Vascular
Medicine (SVM) —
SCAI/SVM expert consensus
statement on Carotid
Stenting: Training and
credentialing for Carotid
Stenting*

TCAR Physician
Credentialing in a
Hospital®

Clinical competence statements on training and credentialing in TCAR
(June 2020), carotid stenting with multispecialty consensus
recommendations (January 2005), vascular medicine and catheter-based
peripheral vascular interventions (August 2004).

Guidelines for hospital privileges in vascular surgery and endovascular
interventions (May 2018).

CREST-2 required substantial oversight and a controlled system to assess
current skill level, considering specialty-based practice variability,
procedural experience, and periprocedural outcomes to select qualified
interventionists.

Summary of carotid artery stenting guidelines, training, competencies,
outcome tracking, facility/equipment/personnel requirements, and
competency maintenance criteria.

Silk Road Medical's guidance on establishing a TCAR credentialing
program in a hospital.
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TCAR Studies & Publications

Summary of TCAR clinical studies and publications to support credentialing (not an exhaustive list)

ROADSTER 2

Post approval outcomes of
TCAR with the ENROUTE®
Transcarotid Stent System in
a diverse user group with
varying levels of TCAR
experience.b

TCAR vs CEAin VQI -
High Surgical Risk
Real-world comparison of
TCAR vs CEA outcomes
using Vascular Quality
Initiative (VQI) TCAR
Surveillance Project (TSP)
data.”

TCAR vs CEA in VQI -
Standard Surgical Risk
Real-world comparison of
TCAR vs CEA outcomes in
standard surgical risk
patients using the VQI TSP.2

TCAR vs TF-CAS in VQI
Real-world comparison of
TCAR vs TF-CAS outcomes
using VQI TSP data.®

Prospective, multi-center trial that included 692 patients at 43 sites
Objective: Evaluate real world use of the ENROUTE Transcarotid Stent
and Neuroprotection System in a broad user group
Results: 30-day outcomes in high surgical risk patients (n=692 intention-
to-treat, n=632 per protocol):
o Intention-to-treat: stroke 1.9%, death 0.4%, MI 0.9%, stroke/death
rate 2.3%, stroke/death/MI rate 3.2%
o Per protocol: stroke 0.6%, death 0.2%, MI 0.9%, stroke/death 0.8%,
stroke/death/MI 1.7%
Conclusion: TCAR is a safe and effective procedure in a broad user
base with varying TCAR experience levels. Excellent outcomes are
achievable by following the protocol and society guidelines.
Key Takeaway: TCAR stroke rate is 0.6% in the per-protocol population.

Retrospective, propensity-score matched analysis using VQI TSP data
Objective: Compare outcomes after TCAR vs. CEA in high-risk patients
Results: TCAR and CEA had similar rates of in-hospital stroke/death
(1.6% vs. 1.6%, P=0.945), stroke (1.4% vs. 1.4%, P=0.881), and death
(0.4% vs.0.3%, P=0.662). However, TCAR was associated with lower
rates of in-hospital Ml (0.5% vs 0.9%, P=0.005) and CNI (0.4% vs 2.7%,
P<0.001), and a shorter LOS (< 1 day) vs CEA (P<0.001).

Conclusion: TCAR significantly reduced the risk of in-hospital Ml and
CNI compared to CEA, with no differences in the rates of
stroke/death.

Key Takeaway: TCAR and CEA had similar rates of in-hospital stroke/
death in high-risk patients.

Retrospective, propensity-score matched analysis of VQI TSP data
Objective: Compare outcomes after TCAR and CEA in standard risk
patients

Results: No statistically significant difference in the risk of 30-day stroke,
death, or MI*, and 1-year ipsilateral stroke between TCAR and CEA (3.0%
vs 2.6%, P=0.34).

Conclusion: TCAR and CEA have equivalent risks of 30-day stroke,
death, MI*, and 1-year ipsilateral stroke rate in standard risk patients
undergoing carotid revascularization.

Key Takeaway: TCAR and CEA have similar risks for standard risk
patients. This led to FDA approval of TCAR for standard risk patients.

*MI restricted to in-hospital events only.

Propensity-score matched analysis of VQI TSP and Carotid Stent Registry
Objective: Compare outcomes associated with TCAR vs. TF-CAS

Results: TCAR had a significantly lower risk of in-hospital stroke or death
(1.6% vs 3.1%, P<0.001), stroke (1.3% vs 2.4%, P=0.001), death (0.4% vs
1.0%), P=0.008).

Conclusion: TCAR had a significantly lower risk of stroke or death
than TF-CAS, with improved procedural efficiencies (radiation/contrast).

Continued on next page
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o Key Takeaways: Not all carotid stenting procedures are the same. TCAR
addresses the pitfalls of TF-CAS. VQI data consistently shows best-in-
class outcomes for TCAR.

TCAR Learning Curve o
Learning curve of TCAR .
surgeons based on data

from VQI TSP.1°

Objective: Examine the TCAR learning curve using VQI TSP data
Results: 3,456 TCAR procedures were performed by 417 surgeons from
178 centers. Major outcomes were statistically equivalent regardless of
experience level, suggesting a short learning curve and no increased risk

of inferior outcomes for patients treated by early adopters of TCAR.

e Conclusion: TCAR has excellent stroke and mortality rates, even in the
early stages of the learning curve.

o Key Takeaways: TCAR is safe and effective for surgeons of all

experience levels.

Impact of Age on .
Outcomes o
How age affects outcomes of

TCAR, TFCAS, and CEA." o

Multi-center, retrospective review of VQI TSP data

Objective: Comparing the association between age and outcomes after
TCAR, TF-CAS, and CEA

Results: TCAR had equivalent stroke and death rates to CEA and

significantly lower CNI rates across all age groups. In patients = 80 years
of age, TCAR had a 72% lower risk of stroke, 65% lower risk of
stroke/death, and 76% lower risk of stroke/death/MI than TF-CAS.

e Conclusions: TCAR is a safe procedure regardless of age, with
advantages over TF-CAS in elderly patients who are at high surgical risk.
TCAR had statistically equivalent outcomes to CEA regardless of age, with
significantly lower CNI rates.

o Key Takeaway: TCAR is a safe procedure for patients of all ages.
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Silk Road Medical has compiled this information for your convenience. Silk Road Medical cannot guarantee success in obtaining coverage or
payment. It is always the provider’s responsibility to determine the appropriateness of any treatment and accurately describe patient
characteristics and services furnished. Providers should consult with their payers regarding appropriate documentation, medical necessity, and
coding information consistent with individual payer requirements and policies. This document is in no way intended to promote the off-label
use of any medical device. AP00987.A
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