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‘ Infrapopliteal DES — Why? ‘ Milestones: Achilles 2012

Background from those Papers

* “Infrapopliteal PTA is associated with|4
. [dissection, residual steno:

that lead to loss of vessel Drug-Eluting Stents Below-The-Knee
5 ; . L

-| Dissection and residual
over 15 to 30 minutes after an
« gioplasty, and restenosis |s a blologlc response to |nf|ammat|on that peaks in severity 3 to 6
months after angioplasty.”*

* “Several multicenter, randomized controlled trials (RCT) designed to investigate the use of
DES for infrapopliteal artery disease, have provided level as evidence to support the use DES

Clear Case for
Cypher-Stents
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for short-to-medium-length lesions. According to m jcal data, DES deployment in

short-to-medium-length infrapopliteal lesions was iorlin terms of target | e ¢
lesion revascularization, Rutherford improvement and wound healing at 1-year follow-up, ) gy oo Of Symptor
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o e occlusive disease, longer-term follow-up, and consistent,
relevant endpoints that include QOL and cost effective-
ness.

DiabeticPatients

Better patency, less hyperplasia and better QOL
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The Cre8™ BTK Post Market Clinical
Follow-up study - Retrospective Study

Final Clinical Study Report

Randomized Controlled Trial
> NEngl J Med. 2024 Jan 4;390(1):9-19. doi: 10.1056/NEJM0a2305637.
Epub 2023 Oct 25.

Drug—Elutmg Resorbable §caffold versus [ (Notified body 0373 of the Italian National Institute of Health (ISS)

Angioplasty for Infrapopliteal Artery Disease Study Design This is a retrospective, multicenter observational study, as defined in 1SO
141552020
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Collaborators, Affliations 4 expand B
Better Efficacy End Point (Freedom from CDTLR) 75% vs 44%
y 1site in Italy that has implanted the study devices between 2019 and 2021.in |

order to allow the collection of retrospective date at L-year follow-up. 157 patients, Sample >30<50.

Study Lesions . Study Results: TLR Primary Patency .

inically wN=0) | Ne | New |
Diameter Stenosis (%) | N=31 Residual Stenosis (%) N=31 ['surgical | 0(0.0) | 0(0.0) |

Mean £ D 86.4£11.7 Mean £ D 03418 tomati [ oo | oo |

Median 90.0 Median 0.0

Min, Max 45.0,99.0 Min, Max 0.0, 10.0

Q1,03 85.0,%0.0 Q1,03 00,00 [ 6-month rate N (%) 12-month rate N (%)

Re-established in-line flow to foot: N=31 | Primary Patency (N=31) } S11000) H S1(1000) 4{

Yes 31(100.0)

No 0(00) Table 19: Limb-salvage rate (LSR) at 6 and 12 months defined as rate of patients free from major
Technical success (stent implantation with N=31 amputation. Major amputation s defined as at or above ankle, as opposed to minor amputation being at
residual DS <30%) or below metatarsus preserving functionality of foot.

Yes 31(100.0) [ Limb-salvage rate (LsR) 6-months rate N (%) | 12 months rate N (%)

No 0(0.0) \ (N=31) } 31(100.0) 31(100.0)

Majority of subocclusive and occlusive lesions
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Study Results: TLR /. Surv . BTK Proximal: CALCIFIED PLAQUES = RE-COILING > SCAFFOLDING

I T == vy @12 months FU

Survival
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Dissections Creg BTK Trial I I FU@Syears I
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@24 months

BTK-BTA Longer /Distal lesions : SelfX Microstents (Heal Study ongoing) ‘ rﬁ
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HEAL Data:

= 115 active wounds in 87 patients prior to MicroStent procedure
= % of subjects with healed wounds S6VWas 53% & S12M was 67% (by KM estimate)

Conclusions

In our experience, DES in proximal BTK lesions ;
Selfexpandible Interwoven more distally ;
Vessel preparation is mandatory;

Primary stenting is actually our first strategy;
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