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Binary Restenosis Angiographic Late Loss Neointimal Area (IVUS)
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—— vProtect (n=23)
—— Axxess (n=36)
——Vision (n=22)
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30 patients study
Consecutive enrollment
Corbic Research Institute
Envigado, Colombia

Core Laboratory:

o Cardialysis

Data Management:

» Applied Clinical Intelligence
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( General inclusion criteria 4 Exclusion Criteria N\
» Symptomatic CAD undergoing PCI » Known allergy or sensitivity to Nitinol

Angiographic Inclusion Criteria
» Single de novo lesion: > 50% DS by QC
* [VUS: minimal calcification

\_ e RVD 2.75 - 3.5 mm, LL < 20 mm

» Contraindication to anticoagulants
» Major surgery within 30 days
» Severe calcification by IVUS

\ Anatomical exclusion criteria

J

PRIMARY ENPOINT
» Post-procedural DS <_30%

e IVUS MLA > 4 mm?
In-hospital through 30 days MACE*)

(
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SECONDARY ENDPOINT
* 9 month angiographic restenosis
9 month TLR, TVR, TVF
* 9 month MACE*

*MACE: Death, MI, stent thrombosis, TLR.




Eligibility Determined / Patient Enrolled
I

QCA + IVUS + Pre-Dilatation / 2.5 mm Balloon Inflat ed on a Stepwise Fashion

vProtect Selection Based on QCA + IVUS

vProtect Shield Implant
I

Post-procedure QCA

~

> 30% QCA

< 30% QCA
|
FI{/NLfSL >30% QCA
\1' Post Dilatgtion #1
Complete ‘l'

Post Dilatation — Balloon #2 = Up to Burst Pressure

\] Final IVUS
TIMI 3 N

< 30% QCA > 30% QCA No Symptoms
Post Dilatation #2 Post Dilatation OR Complete
' #2

Final IVUS + Symptoms
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Post-Implantation & 9 Month
Angiographic Follow-Up of v-Shield in ACS.



—— Stent Volume Post-Stent

—— Stent Volume Follow-Up
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