11/19/24

First-In-Human Experience With The Efemoral Bioresorbable
Scaffold And New Sirolimus DCB (Scionix DCB From BD) In

Disclosures

Femoro-Popliteal Disease

Andrew Holden, MBChB, FRANZCR
Auckland Hospital
Auckland, New Zealand

VEITH Symposium, November 19"‘, 2024

£

Andrew Holden, MBChB, FRANZCR:

Medical Advisory Board Member for Medtronic, Gore, Philips, Boston Scientific

Shape Memory, Shockwave Medical, Terumo

No other disclosures

Clinical Investigator for Bard-BD, Boston Scientific, Cagent Medical, Cook Medical, Efemoral,
Endologix, Endospan, Gore Medical, Intact Vascular, Medtronic, Nectero, Philips, Reflow Medical,

Primary Patency Following Femoropopliteal PPI

PTA BES cs DES

SES DCB
=Prinary Pabny ati-yar = Primary Pabny at2-yars

o2 ed
®

Primary Patency
S§588888

B

0%

PT transluminal Jasty SE:
BES = balloon expandable stents e
CS = covered stents DE:

ug-coated balloons
irug-eluting stents.

Conte S, Schwartz LB, Primery patency of endovascuiar femoropoplieal nfervention s
caltals v physician-iniiated investigations. Westem Vascuiar Surgery Society, Jackson

Do Sy g [ Sais
PERSES (3 P restonoss @6monis
(S0 E T0%resonoss @ T2monts
. CPAendarterectomy fere & f2monips
I
i DCB % 5% restonnss @ 2months
STANCE None & Notyet reeied
Sima
1brestencsis @ 12:monts
ESPRITI Eeclims | 3 o
DESAppeer Sroimus 5 NoMAE @6 ot

Bioresorbable Vascular Scaffolds (BVS) in the Femoropopliteal Arteries
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Why Don’t We Have a BVS for the Femoropopliteal Arteries?

* Current technology of BVS is balloon-expandable only
(challenging to make a self-expanding BVS)

* Long, balloon-expandable stents will be crushed within
the deformable femoropopliteal arteries

* Long BVS are plagued by fracture during manufacture,
delivery and expansion

« Short BVS (e.g., ESPIRT) have been shown to be effective

in the peripheral arteries but only minimally clinically
useful and not commercially available

Efemoral Vascular Scaffold System (EVSS)

* Multiple short drug-eluting balloon-expandable
resorbable elements

* Mounted on a single delivery system
* Deployed via balloon inflation

* Provides high radial strength typical of balloon-
expandable metal stents

* Spacing allows for unencumbered motion of the
treated peripheral artery

* Proprietary Sirolimus coating
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Chronic Implantation in an Animal (Porcine) Model of Arterial Deformation

Efemoral Vascular Scaffold System

Nitinol Self-Expanding Stent

Chronic Implantation in an Animal (Porcine) Model of Arterial Deformation

Complete strut coverage @ 6-months

Minimal neointimal hyperplasia

Histologically absorbed @ 2 years

Chronic Implantation in an Animal (Porcine) Model of Arterial Deformation

Mean Neointimal Thickness (as measured by OCT)
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One hundred (n=100) patients with symptomatic perlpheral arterial disease (Rutherford~Becker Category 2-4)
due to a single de novo stenotic or occlusive

Prospective, single arm, multi-center trial

Reference Vessel Diameter (RVD) 2 5.5 and < 6.5 mm; lesion length <90 mm

Single target lesion treated with a single Efemoral BVS

Clinical endpoints include RB category and clinically-driven target lesion revascularization
Quantitative imaging endpoints include duplex-derived peak.
scaffold/in-segment late lumen loss and % diameter stenosis

I MSCTA Substudy (n=20)
I MRA Substudy (n=10)

EFEMORAL I Clinical Study
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EFEMORAL Vascular Scaffold System (EVSS)
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EFEMORAL | Case Example — 69-year male, short distance claudicant

EFEMORAL | Case Example — 6 Month Follow-Up

EFEMORAL | Case Example — Longer Term Follow-Up

EFEMORAL | Case Example — Scaffold

EFEMORAL | Case Example — Lack of MRI Artefact

6-Month MRA

EFEMORAL Tibial Device

* 3.0x100 mm (9 scaffolds)
* 0.018" wire and 6Fr (.087” ID) guiding sheath compatible
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The only company to have an in-house Sirolimus DCB development program
in addition to a full Paclitaxel DCB program

BD sirolimus-based Scionix™ DCB Catheter
with phased drug release
With decades of experience in the DCB world,
A et ) the internal BD engineering team has created

Lot chins a dynamic product designed to address four important
needs.
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1 BD PREVISION FIH Trial

REVISION FiH Trialof a Peripheral |

‘ Study Design: Endpoints

BD PREVISION FIH Trial i
Study Design: Overview Ex féng
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PRIMARY ENDPOINT FOLLOW UP
Thisis a Iti-center, gl Late lumen loss (QvA) 6 Months
early feasibility study designed to assess the safety and

performance of the BD Scionix™ Sirolimus DCB Catheter for the
treatment of stenosis in the femoropopliteal arteries.

SECONDARY ENDPOINT FOLLOW UP

Al Cause Death

Follow-up for all reated subjects will be performed at: Visjor Ackerse Carciovascular Everts (Vace)
ety Capcsie Post-procedure
Revascularization rate (CD-TLR) 1 Months

EDTDFHITH D IEH Teic s st s S
Freedom of Embolization 12 Months
Bl Improverment 24 Months

10 participating sites (New Zealand, Australia and Singapore )

Rutherford Improvement
Patient Reported Outcome Improvement
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BD PREVISION FIH Trial
Study Design: Inclusion/Exclusion Criteria

One Lesion of 23 cmand < 17 cmin length 1. Severe Calcification as defined as PARC

1.
2. Lesion 270% senosis by vitel estrle scoring system (> 180 degrees of the target
3. Lesion femoral bifurcati lesion.

terminates distally 22 cm o bt plateau. 2. Intended use of adjunctive primery treatment
a.

modalities (e.q., atherectomy, laser, cutting

De novo or non-stented restenotic lesion(s) in native femoropopliteal
procedure balloons, radiation therapy, stents, other

arteries >90 days from prior interventional

5. Lesion s located at least 3 cm from any stent drug coated devices.

6. Target reference vessel diameter of 5-6 mm and able to be treated with 3. Useofreoiry devioes during theindex
available device size procedure for antegrade recanalization,

7. , uncomplicated antegrade wire crossing of lesion which include but are not imited to

8. Successful vessel preparation of the target lesion percutaneous intentional extraluminal

9

free from significant lesion stenosis (250%

Apatent inflow artery recanalization (PIER) and subintimal arterial
stencsis) s canfimed by standard of caremeging and ing wi

intervention (SAFAR) techniques.

investigator.

10At|&astmepalemralwemnﬂm~me«ytoﬂ'\eanlde free from
significant (250%) stenosis as confirmed by angiography, that has not
previously been revascularized

BD PREVISION FIH Trial
Study Design: Inclusion/Exclusion Criteria

1. One Lesion of 23 cmand < 17 cmin length 1. Severe Calcification as defined as PARC
2. Lesion 270% stenosis by visual estimate scoring system (> 180 degrees of the tar
3. Lesion location starts 21 cm below the common femoral bifurcation and g system ot
terminates distally 22 cm above the tibial plateau. 2. Intended use of adjunctive primary treatment
4. Denovoor ic lesion(s) in natiy i modalities (e.g., atherectomy, laser, cuting
arteries >90 days from prior interventional pmoedure balloons, radiation therapy, stents, other
§ Lesion’s located ateast 3 omfom g costod devices)
6 T om0 2 man sletobe reated v 3. Use of reentry devices during the index
Bty devioe sze procedure for antegrade recanalization,
7. Successful, wire crossing of lesion which include but are not limited to
8. Successful vessel prepﬂahon Fine target lesion percuaneous intentional exiralurinal
9. Apatent inflow artery free from signi is (250% arterial
stencsis) s confimed by ‘care imaging and the discrefi flossing with antegrade retrograde
the investigator. intervention (SAFAR) techniques.
10. At least one patent native outflow artery to the ankle, free from
Ggnincent (450%%) stenosis as confiTnod by angograpty, that has ot
previously been revascularized

BD PREVISION FIH Trial
Study Update: Enroliment Complete!

v' Study follow up is ongoing and statistical analysis will follow

v' First results and pi data will be di in 2024
.. and MORE NEWS SOON!

Post-
Procedure

FIRST CLINICAL RESULTS WILL BE PRESENTED IN 2025!

BD PREVISION FIH Trial
Clinical Case 1

*  Predilatation:
© 5x120mmPTA

Balloon
© Residual stenosis
after pre-l (%) = 0%

* Investigational Device:
© 5x100 mmand 5x60
mm Sirolimus DCBs

BD PREVISION FIH Trial

Clinical Case1 : 6 Month Follow Up
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