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TAVR with Commercial Devices

CENTRAL ILLUSTRATION: Meta-Analysis Overview and Findings

Challenges of TAVR in native AR

Aortic annulus dilation

Absence of calcium for
anchoring and stability

. Severe aortic regurgitant
* jet causing "suction effect”
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Mean age = 75.4 + 0.2 years
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Log EuroSCORE = 24.2 + 0.3%

TAVR and THV design specific solutions

Larger valve sizes
Over-sizing THVs

Clipping/grasping of leaflets
Sealing ring
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Dedicated Devices m Off-Label Devices

Samimi S, et al. JACC Cardiovasc Interv. 2024;10.1016/j.jcin.2024.08.042




JenaValve Trilogy

JENAVALVE TRILOGY™ THV SizING MATRIX*

JENAVALVE TRILOGY™ THV DIMENSIONS
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Trilogy Porcine Pericardial Valve

Alignment Positioning/Anchoring Deployment
Aligns THV with native cusps Locators “clip” onto native leaflets Large open cells provide access to
forming a natural seal and stable low coronaries. Flared sealing ring
securement conforms to annulus

The Trilogy THV System is for Investigational Use Only in the United States and is Limited by Federal (or United States) law for this use.



ALIGN-AR Study Design

Multicenter, Non-blinded, Single Arm Evaluation of Patients with
Symptomatic =23+ Aortic Regurgitation at High Risk for Surgery

}

TAVR with JenaValve Trilogy System

!

Clinical Evaluation, Echocardiography, Functional and QoL Assessment at Baseline,
30 Days, 6 Months, 1 Year and Annually up to 5 Years

| |

30 Day Primary Safety 1 Year Primary Efficacy
Endpoint Endpoint

Comparison with Prespecified
Performance Goal



Primary Safety Endpoint at 30 Days

ALIGN-AR (n=180) ALIGN-AR CAP

(n=320)
Primary Safety Composite Endpoint 26.7% (48) 25.9% (83)
Cardiovascular Mortality 1.7% (3) 0.9% (3)
Major/Life Threatening Bleeding 4.4% (8) 2.5% (8)
Major Vascular Complication 3.9% (7) 2.2% (7)
Surgery/Intervention Related to the Device 5.0% (9) 4.1% (13)
New Pacemaker Implantation 24.0% (36) 23.0% (63)
Pre-existing Pacemaker 16.7% (30) 14.4% (46)
= Moderate Total Regurgitation 0.6% (1) 0.7% (2)

Vahl et al. Lancet 2024, Makkar ACC 2025



KCCQ-Overall Summary Paravalvular Regurgitation

A19.4 + 25.5; p<0.0001

Alive and Well
A21.5 # 22.6; p<0.0001 (KCCQ 260 Without Decrease of >10)
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The ARTIST Trial
Aortic Regurgitation Trial Investigating Surgery and Trilogy M\ ‘

Patient with 3-4+ Native Valve AR Requiring AVR
Based On Clinical Evaluation

Study Chair
Martin Leon MD, Columbia
Principal Investigators Heart Team Deems Patient Suitable for TAVR
us and SAVR
Raj Makkar MD, Cedars Sinai \[o]
Vinod Thourani MD, Piedmont Heart Yes

Torsten Vahl MD, Columbia

Imaging Core Laboratory Confirms AR Severity and Case Review Board

ous Confirms Indication and Suitability for Randomization

Stephan Baldus, University Cologne
Hendrik Treede, University Mainz
Yes

Randomize 1:1 Screen Fail
N=1016

SAVR

Primary Noninferiority Endpoint at 12 months: 1) Death 2) Any symptomatic stroke
3) Urgent cardiac rehospitalizations with 10 Year follow-up



J-Valve: A Novel TAVR Design to Treat AR

Comprised of bovine pericardium leaflets,

nitinol frame, and a fabric skirt to mitigate PVL

Fabric
» Unique anchor rings designed to self- i s 4 —
o o ncnor Kin
center the valve for optimal alignment Leafiets - - A ’
« Five valve sizes available intended to 'Sn;f;fgn”ectmg N4 Latch (Attachment to

treat perimeters 57-104mm

\ AN - Delivery Device (x3))
Stent Frame \ ;
’ ) Grip Feature (x6)

Low Profile
Valve Size Height

« Rounded, atraumatic rings designed
to easily locate and position in the
annulus

J-Valve TF Size Annulus Diameter (mm) | Annulus Perimeter (mm) Annulus Area (mm?)
18- 21 254 - 346
T, 52573

85 -94 573 -707
94 104 707855

Valve size recommendations are based on native valve annulus size, as measured by computed tomograph

(CT). Patient anatomical factors and imaging modality should be considered during valve size selection.

CAUTION: Investigational device. Limited by Federal (United States) law to investigational use.



J-Valve Deployment Steps

\\

Nt T

\
N //
NG

Unsheath Anchor Expand anchor rings Position and deploy the Disengage anchor rings
Rings into sinuses valve from control lines to
release the valve




J-Valve® TF EFS Results (n=15)

Procedure duration (min) 53 (50-65)

Median- IQR

Fluoroscopy time (min) 22 (18-28)
Median- IQR

67% was 31/34mm J-valve

Implanted Valve Sizes
25 mm

6% (1)

Garcia, S et al. JACC Int 2024



N In-hospital or 30-day
CV Mortality (*)

J-Valve® Disabling Stroke

Residual Aortic
Regurgitation or
A PVL

New Permanent
Pacemaker

Garcia, S et al. JACC Int 2024



JOURNEY Pivotal Trial Overview

‘ Pivotal IDE Plan
Edwards J-Valve TAVR-AR transcatheter heart * 194 subjects
valve implantation * Up to 40 roll-ins

/\ * Up to 35 sites
* CMR Sub-Study

Safety Co-Primary Endpoint: _ _ -
Composite early-safety Efficacy Co-Primary Endpoint:

outcomes at 30 days as defined All-cause mortality at
by VARC 3 1-year



The JOURNEY Trial

JOURNEY Trial Leadership

Co-Principal Investigators ——— Study Chair Persons

ﬁ D United Kingdom
‘ [ | R | France

Japan

< W

Tsuyoshi Kaneko, MD Santiago Garcia, MD, Michael Reardon, MD Dean J Kereiakes, MD,
hair, Cardiac Surgery Sectior FSCAI, FACC Professor of Cardiothora FACC, MSCAI

JOURNEY




Key Takeaways:

In native aortic regurgitation, TAVR with dedicated AR devices is safer and more effective

than commercial AS devices

JenaValve Trilogy System (3 sizes): CE Mark approval, completed IDE in USA and started

low/intermediate risk trial against surgery (ARTIST) + LVAD Registry.

J-Valve (5 sizes). Completed EFS, pivotal ongoing (JOURNEY trial), imaging sub-study (c-

MRI) + LVAD reqistry.
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