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2023 Status

* CMS - only <10% of carotid patients
qualify
* Private payers
Some mirror medicare
Some mirror FDA labeling
Some don’t cover it at all (Experimental)
» This stifled innovation
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What has changed

» CAS undergone scientific scrutiny

» Four large multicenter RCTs with 6772
patients showing equivalence with CEA
in procedural outcomes, long-term
stroke prevention and durability

» We have learned who best to apply the
technology on
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Boston Scientific, Merit, Contego Medical,
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Improving Outcomes
Over Time

CAS Periprocedrual Death and Stroke Rate
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CAS Should Not Be Only
for High-Risk Patients

» Crest Trial outcomes stratified by symptoms
250% symptomatic and 270% asymptomatic
No significant differences between CAS and CEA
for the primary endpoint of death, stroke, or
myocardial infarction (Ml) in either subgroup
5.2% versus 4.5%; hazard ratio, 1.18; 95% ClI,
0.82 to 1.68; P=0.38.
In total, 1321 symptomatic and 1181
asymptomatic patients.
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Stroke. 2011;42:675-80.




New Data Since Last

NCD Update

Study/Year

CREST., 2010

Patients (n)

CAS =594
CEA = 587

30-Day

s/o/MI
CAS=3.5%
CEA =3.6%

Comment

. 60% stenosis, Primary

CAS = 5.6

11/19/24

No Differences in Outcomes
Any Post Procedural Stroke

CAS = 1,089 CAS =3.3%

3% >70%, Primary
CEA =364 CEA =2.6%

CAS = 3.8%,

CAS =197 Optional
CEA =203 (36%)
MED =113

ACST2,2021 | CAS= 1811 YES (85%)
CEA=1814
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Micromesh Sten
Technology

Decrease risk of
plaque embolization
and protrusion
Associated with
lower stroke risk
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Neuroguard IEP
Carotid Stent

3-in-1 system with Carotid Stent, EPD, and Post Dilation
Balloon

Hybrid stent design with high radial force and excellent
flexibility

Asymmetrical tapered nitinol stent design with flared ends
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Any Post-Procedural Stroke

Trial/Study
CAS CEA

ACT-1

Up to 5 years 6.9% 5.3%

Space-2
At 1 year

ACST-2
Mean f/u 5 years

VAT o

1.5% 1.5%

5.3% 4.5%

CGUARD Data

p Value

0.44
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30 Day and 1 Year

Event rate in % (n) 17T (

Per Protocol*

Death or any stroke" -30_ day S/D/MI 0.95% (3) 0.63% (2) |

Event*

Per Protocol**
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Performance Il Trial
30 Day and 1 Year Outcomes

Intention-to-Treat

Al stroke 1.31% (4)
Minor stroke 1.31% (4)
Meajor stroke 0.0% (0)

Al Stroke - Asymptomatic Patients 0.81% (2)

Al Stroke - Contralateral 0.0% (0)

Intention-to-Treat
30 Day Death/Stroke/Mi + Ipsilateral Stroke between Day 31 2.67% (8)
1012 Months
Ipsilateral Stroke, day 31 to 12 months 0.37% (1)

Minor stroke 0.37% (1)
Major stroke 0.0% (0)

30 Day All Stroke + Ipsilateral Stroke Day 31 to 12 months 1.68% (5)

Neurological Death 0.0% (0)

CD-TLR 0.0% (0)
Target Lesion 1.47% (4)

Per-Protocol’

0.98% (3)
0.98% (3)
0.0% (0)
0.81% (2)
0.0% (0)
Per-Protocol
2.33% (7)

0.37% (1)
037% (1)"
0.0% (0)
1.34% (8)
0.0% (0)
0.0% (0)

1.47% (4)

One Minor Stroke Between Day 31 and 12 Months
No Major Strokes at One Year
No Neurological Deaths at One Year
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Performance Il Trial
2 Year Outcomes New Data in Context

Intention-to-Treat  Per-Protocol! 30-day All Stroke + Ipsilateral Stroke Through 1 year

Neurological Death 0.0% (0) 0.0% (0) From Large Multi-Center Studies

Minor Stroke:

Stent Thrombosis 0.0% (0) 0.0% (0) o Major troke

Clinically-driven Target Lesion Revascularization (CD-TLR)?  0.4% (1/260) 0.4% (1/259)
Target Lesion Revascularization (TLR)® 2.7% (7/260) 2.7% (7/259)
In-Stent Restenosis (ISR)* 3.9% (10/260) 3.9% (10/259)

Z0 1.8%
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Change in TFCAS stent
October 11, 2023 sales since NCD

Carotid NCD altered

Makes CEA, CAS and TCAR all safe
choices

No facility requirements to report to CMS
Local credentialling and governance
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Since NCD Carotid Market

Big push for how do I relearn

How do | get recredentialled ) =5 ) -

Slow growth of training courses

Return of local governance on
outcomes
CCF

25 procedures for credentialling

4 Specialties offer TFCAS with = outcomes
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Conclusions

» Carotid disease treatable with
CEA, CAS or TCAR
>50% symptomatic
>70% asymptomatic patients
Better selection of patients for all therapies

Advances in stent and protection strategies has
improved outcomes

10% increase in cases both TFCAS and TCAR
No decremental outcomes since NCD
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