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stent safety, efficacy and durability in primary and
secondary stroke prevention:
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Novel PARADIGM in carotid revascularisation: Prospective
evaluation of All-comer peRcutaneous cArotiD
revascularisation in symptomatic and Increased-risk
asymptomatic carotid artery stenosis using CGuard™
Micronet-covered embolic prevention stent system
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PARADIGMExtend= Prospective evaluation ohll-comerpeRcutaneouscArotiD revascularization
in symptomatic andncreasedstroke-risk asymptomatic carotid artery stenosis usi@gJard
Micronet-covered embolic prevention stent systentlinicaltrial multi-centre extension
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CGuard™-Carotid Embolic Prevention System

Stent type Nitinol — self expanding
Micronet aperture size 150-180 um
Guidewire 0.014”
Sizes

- Diameter 6-10mm

20-60mm

carotid-dedicateddesign

CE Mark—March2014
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é Nitinol frame open-cellareaF 21mm?2] LARGE S TK
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InspireMD data / by permission




CGuard EPS

30 & 90 days / pig

Mean = SD Standard Histomorphology Parameters (2 of 2)

BMS CGuard BMS CGuard
(2=3) (2=9) (2=3) (2=9)
Day 30 Day 90
WNeointimal Mammton (0-3) ™ Endothelialization (0-4)
Mean = SD and Median Standard Histomorphology Parameters
30 Day
= Day y 90
BMS (n=3) CGuard (n=9) BMS (@=3) CGuard (n=9)
Injury (0-3) 0.00 = 0.01 |0.00|0.00 = 0.01 |0.00| 0.01 = 0.02 (0.00| 0.00 = 0.01 | 0.00
Inflammation (0-3) 043 023051041 =022 |036| 0.17 = 0.16 |0.11]| 0.09 = 0.08 | 0.07
Neointimal Fibrin (0-3) | 1.13 = 023 [1.00(0.82 = 037 (1.00| 0.00 = 0.00 |0.00| 0.00 = 0.00 |0.00
Adventitial Fibrosis (0-3) | 0.00 = 0.00 |0.00{0.02 = 0.07 |0.00| 0.00 = 0.00 |0.00| 0.00 = 0.00 |0.00
Neomtimal Maturation (0-3)| 3.00 = 0.00 |3.00/3.00 = 0.00 |3.00| 3.00 = 0.00 |3.00| 3.00 = 0.00 |3.00
Endothelialization (0-4) [ 3.67 = 042 |3.80|3.62 = 0.35 |3.80| 400 = 0.00 (4.00]| 4.00 = 0.00 |4.00

BMS = non mesh-covered CGuard nitynol frame; InspireMD data / used with permission




MicroNet mesh preventing prolapse

TomyukiUmemotoet al.
Eurolnterventior2017

Musialek & Stabile
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MicroNet mesh preventing prolapse
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e to evaluate feasibility and outcome of routine
anti-embolic stent system use
in unselected, consecutive patients
referred for carotid revascularization
(‘all-comer’ study)




Prospectiveevaluation ofAll-comer
peRcutaneouscArotiD revascularizatiom sympto
matic and Increasedrisk asymptomaticarotid artery
stenosis using th&Guaran Micronetcovered
embolicpreventionstent system

The PARADIGIGtudy
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PARADIGM study: referrals flow chart [J:EGIIEY

139 carotid stenosis patient referrals PN

|

— Neurologist
Neuro Vascular Team — Interventional angiologist
— Vascular surgeon
/ \; Cardiologist
r for carotid 1 NOT for carotid
revascularisation revascularisation
| 108 patients y 31 patients

n=24: increased stroke risk and/or lesion severity criteria not met

n=2: ICA totally occluded on verification

n=2: ICA functional occluded+h/o prior ipsilateral large
cerebral infarct with haemorrhagic transformation

n=1: major post-stroke disability, ICA functionally occluded

n=1: severe circulatory failure (ICA stenosis asympt.)

n=1: malignancy with limited life expectancy (ICA stenosis asympt.)
P. Musialek, A. Mazurek et al. Eurolntervention 2016;12:e658-70
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PARADIGM

Methods (cont’d):

e ASYMPTOMATIC patients treated interventionally
only if at /stroke risk

o established lesion-level increased-risk crieria used:

— thrombus-containing
— documented progressive
euro — irregular and/or ulcerated

KR — contralateral ICA occlusion/stroke

— asymptomaticipsilateral brain infarct
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