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Target 1) necessary but not sufficient to Target

Measure of success of Target 1 (lumen size, stability,
+ presence of dissections) may influence degree of
success in target

Stents used in DCB Studies Dissection: Mechanism of Action for Angioplasty

Longer mean lesion length in DCB studies correlates with
higher provisional stenting rate
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Lesions with dissections have a TLR rate 3.5 times higher than
lesions without dissection?
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Current tools for dissection repair (stents) have limitations
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Dissections Occur Frequently

* Dissection is a result of plaque  [sudy __Joissectionrate___|

. a : A PACIFIER 47.4% PTA
disruption during angioplasty 73.5% DCB

* DCB is not a stand-alone THUNDER 56%
therapy in mechanically LEVANT2 723%PTA
challenging SFA/popliteal 63.7%0CB
lesions:

* CTO DCB Registry | Dissection/Stent Rate

* Lesions >15 cm Lutonix® Global  34.3% in lesions 140~ 500mm
Rem (35.7% stent rate)

62% in lesions > 15cm
Slaoal Reglstry1 (40.4% stent rate)

Dissections Impact Clinical Outcomes
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‘Sufficient Crush Resistance (CR) (resistance to eccentric
compression)

Dissection Severity (NHLBI)
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MIMICS3D European Registry: Comparison of KM Renzan Concept
freedom from CDTLR with and without DCB

Dual Layer Stent for
Superior Femoral (SFA)
and Popliteal Arteries
BioMimics 3D BioMimics 3D Leverage Micromesh
with DCB without DCB Protection Dual Layer
Stent and Delivery System
Design from Roadsaver
Design for High Radial
Strength, Low Chronic
Qutward Force
Deslé;ned for Improved
Fracture Resistance and NEXT
Durability % GENERATION
Braided Design for PERIPHERAL
Superior Flexibility and 7/ STENT
Adaptatlon to FemPop £
rteries
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Chronic Outward Force Comparison

CHRONIC OUTWARD FORCE

y design DISSECT-DISSECTion B ===

Retrospective/Prospective, single-arm, single-center study with follow-up
Study Design investigations at 30 days, 6 months, 12 months. Up to 26 subjects will be
saue K um. pen-Hospital Arnsberg.

Patency rate of target vessel at 12 months. Patency defined as freedom from
occluded target lesions (flow) verified by duplex ultrasound without re-
intervention

Composite Safety: Freedom from major adverse limb events (MALE) and/or
perioperative death (POD) at 30-days
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Primary Efficacy
Endpoint

Primary Safety

Endpoint Major Adverse Limb Event is defined as the composite of either major amputation or major re-
intervention through 30 days of the index procedure. Major re-intervention is defined as creation of
& new surgical bypass graft, the use of thrombectomy or thrombolysis or & major surgical graft
revision such as & jump an interposition graft

Kinfkum Hochsauerland

Objective

The purpose of this single-arm, exploratory study was to investigate if a lesion
preparation strategy with Atherectomy plus DCB before Intact Tack usage for
dissection repair in patients with PAD Rutherford Stage 3-5 and
mild/moderate/severe calcium can improve outcomes including patency and limb
salvage and evaluate safety and performance of the combination therapy.
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Proc Patency analysis (DISSECT-DISSECTion®)

Survival Function
Procedural characteristic
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Censored
Number dissection per patient . BA Number of events Percent
nT

3 84.2%
S following vessel

preparation requesting A0 ction repair with Intact

Tacks as determined by visual asse®ment
sed (mean) Y
= evement of a

determined by
tadjunctive therapy, i

luded (flow) in months 12 months)

Freedom from revascularization (fTLR)
DISSECT-DISSECTion®

Survival Function

Rutherford category
DISSECT-DISSECTion®

Valid

Pre-
intervention 6 months FU 12 months FU
26 25 21

Missing 0 1 5
1Month- FU: 96% (1/25)
6months-FU:  90% (2/22) (YzE)
12 months-FU:  90% (2/22) =T
ian
Std-Deviation

1.0000
1.0000
125831
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CONCEPT OF HOT SPOT STENTING PO——
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R P -2= Strong warning.

S5 L1l (non-CTO)
SS -1V non-CTO)

pre-Dil (PTA) | Debulking

40/50% residual stenosis or |
flow limiting dissections?

post-Dil (PTA) — spot-Stent




