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Unmet Clinical Need

* TR is a challenging disease to treat due to the heterogeneity of the patient
population with complex leaflet morphologies and progressive disease
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* This complexity can impact the TR reduction of traditional spacer technologies
which are unable to fill the large, complex leaks seen in the TR population

* Novel approach using adaptive coaptation with a coaptation element adapts
to the patient’s individual regurgitant orifice
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DUO" Adapt Coaptation Valve System

Anchor System

« Suspension arm holds coaptation valve across the tricuspid valve ) o
without annular contact i

* Fully adjustable during the procedure to optimize position “
* Proximal delivery system is locked, disconnected and removed
« Stent anchors the suspension arm in the SVC
» Updated with additional anchoring features

Coaptation Valve

« Pericardium skirt that adapts to fill the regurgitant orifice between the
native leaflets

» Updated to increase size and increase conformability
* Internal prosthetic valve to support diastolic flow

Works in tandem with native valve
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DUO Clinical Programs

+ TANDEM | Study (Complete)
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Overview: EU FIH Study

Objective: Demonstrate safety and effectiveness
of the DUO Coaptation Valve System

Device: DUO Coaptation Valve System
Enrollment: 11 patients

Primary Outcomes: Freedom from device or
procedure related SAEs @ 30 days

Secondary Outcomes: TR reduction, NYHA,
KCCQ, 6MWT through 2 years

Results: Sustained TR Reduction & Quality of
Life Improvements through 2 year follow up
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TANDEM Il Study (Enrolling)

Strictly Confidential

Overview: US + EU EFS Study

Objective: Safety and function of the DUO
Transcatheter Tricuspid Coaptation Valve System

Device: DUO Adapt Coaptation Valve System ->
device updates implemented following TANDEM |

Enrollment: 20 patients to date

Primary Outcomes: Freedom from device or
procedure related SAEs @ 30 days

Secondary Outcomes: TR reduction, NYHA,
KCCQ, 6MWT through 5 years

Results: Significant TR reduction in challenging
patients, see subsequent slides for case studies




DUO" Adapt Coaptation Valve

Coaptation Valve Improvements

« Adaptive coaptation to respond to heterogeneity in the TR patient population

DUO Adapt DUO

Larger coaptation gaps

Increased TR reduction

More conformability to fill complex shapes

Heterogenous leaflet morphologies

Less positional sensitivity \J -

* Ventricle profile remains unchanged to avoid contact with right heart structures  28-32mm skirt diameter 22mm skirt diameter

Clinical Experience
v Improved efficacy: trace to moderate TR in challenging patients

v" Treating coaptation gaps up to 35 mm
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DUO™ Adapt: Case Studies

&7

31.1 mm -9/
193 mm CM/

-
w Area=3.727 cm?

Case 1 + 2: Large Jets
« Case 1:31 mm
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Case 2: 27 mm
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Treats Population Challenging for TEER/ TTVR
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DUO™ Adapt: Case Studies

Treats Population Challenging for TEER/ TTVR
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DUO™ Adapt Procedure

Procedural Overview

* Short learning curve

+ Short, consistent device time

+ Standard Echo Imaging; No need for expert echocardiographers

1. Coaptation Valve deployed 2. Coaptation Valve positioned 3. Stent deployed in SVC 4. Valve position optimized for efficacy
across TV
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TANDEM Il Case Presentation 1: DUO™

Patient History
72 y.o female
Massive TR
Permanent Afib
Hypertension
eGFR 27 ml/min
Peripheral Oedema, Ascites

Baseline Assessments Echo Assessments

Tri-Score: 9

LVEF: 45-50%
sPAP: 25 mmHg
RV TAPSE: 18 mm

Severe RA dilation
(182 ml)

AP Jet: 31.1 mm
SL Jet: 19.3 mm
2D EROA: 1.7 cm?
Grade: Massive
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significant antero-septal defect

Procedure: Mild TR
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30D CT: Significant
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Remodeling 3 Month FU: Mild TR

30-35% reduction in
RA & RV volumes
6mm reduction in
annular diameter

6 Month Health Status

KCCQ: +34
6MWT: +90m
NYHAII




TANDEM Il Case Presentation 2: DUO™

Patient History
59 y.o female
Massive TR
Prior SAVR and SMVR
Hypertension
eGFR 78 ml/min
Peripheral Oedema, Ascites

Baseline Assessments
Tri-Score: 7
LVEF: 60%
sPAP: 33 mmHg
RV TAPSE: 16 mm

Echo Assessments
AP Jet: 26.8 mm
SL Jet: 14.0 mm
2D EROA: 2.2 cm2
Grade: Massive

—

Large regurgitant jet area (2.2cm2 EROA)

Baseline: Massive TR
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Procedure TR Reduction

30D: Mild TR




TANDEM Il Case Presentation 3: DUO™ Adapt

Patient History Baseline Assessments Echo Assessments
* 85y.ofemale *  LVEF: 52% * AP Jet: 11.8 mm

- Severe TR © sPAP:29.5 mmHg +  SLJet: 13.0 mm

*  eGFR 63 ml/min * RV TAPSE: 15mm «  Grade: Severe

*  Peripheral Oedema © FAC:33%

*  COPD (no home oxygen)

Baseline: Severe TR Procedure TR Reduction — Trace TR
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TANDEM Il Case Presentation 3: DUO™ Adapt

Patient History Baseline Assessments Echo Assessments
* 85y.ofemale *  LVEF: 52% * AP Jet: 11.8 mm

- Severe TR © sPAP:29.5 mmHg +  SLJet: 13.0 mm

*  eGFR 63 ml/min * RVTAPSE: 11 mm «  Grade: Severe

*  Peripheral Oedema © FAC:27%

*  COPD (no home oxygen)

Baseline: Severe TR Procedure TR Reduction — Trace TR
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Summary

TR Reduction with Coaptation Device

+ DUO System introduces adaptive coaptation to respond to complexity of regurgitant orifice seen in
this population

v Larger coaptation gaps v Heterogenous leaflet morphologies
v Increased TR reduction v Less positional sensitivity
« Coaptation element needs to be sized for the significant coaptation gaps seen in these patients

* Promising TR Reduction with initial clinical
experience with DUO Adapt Coaptation System

- TANDEM Il Early Feasibility Study enroliment is
ongoing in US and Europe

Average Grade Reduction

DUO Adapt
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