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Expert opinion disclaimer
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The CLASP IID Randomized Trial

Edwards PASCAL TrAnScatheter Valve
RePair System Pivotal Clinical Trial

Prospective, multicenter, multinational,
randomized, controlled pivotal trial

Purpose:

Evaluate the safety and effectiveness of the PASCAL
transcatheter valve repair system compared to the
MitraClip system in significant symptomatic DMR patients
at prohibitive risk for surgery

IID Trial Oversight:
» Central Screening Committee (CSC)
* Echocardiographic Core Laboratory
» Clinical Events Committee (CEC)
+ Data Safety Monitoring Board

*Based on the anatomical considerations in the special patient populations section of the current MitraClip Instructions for Use (IFU). MR: Mitral regurgitation; DMR: Degenerative mitral regurgitation; M-

Patients with significant symptomatic
degenerative mitral regurgitation (MR 3+ or 4+)
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[ Echocardiographic core laboratory evaluation ]

and CSC assessment

(JCLASPIID

Deemed suitable for both
PASCAL and MitraClip

h

CLASP IID Randomized Trial

2:1 Randomization

PASCAL system

MitraClip system

Primary Endpoints, Non-Inferiority
Safety: Composite of major adverse events at 30 days
Effectiveness: MR < 2+ at 8 months

Deemed suitable for PASCAL
only and not for MitraClip due to

complex anatomy® l

CLASP IID Registry

PASCAL system

TEER: Mitral valve transcatheter edge-to-edge repair. Lim D.5. et al., Randomized Comparison of Transcatheter Edge-to-Edge Repair for Degenerative Mitral Regurgitation in Prohibitive Surgical Risk

Patients. JACC Cardiovasc Interv. 2022 Dec 26;15(24):2523-2536.
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MR Reduction by Core Lab’ (JCLASPID

Significant MR reduction with the PASCAL repair system: 97.7% with MR <2+ at
6 months PASCAL MitraClip

p<0.001 p<0.001 p<0.001 p<0.001 p<0.001 p<0.001
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Paired analysis

Primary effectiveness endpoint met proving non-inferiority of PASCAL in MR reduction. Graph shows paired analysis and p values relative to baseline were calculated using the Wilcoxon signed rank
test. 'Echocardiographic core lab: Atlantic Health System Morristown Medical Center, Morristown, NJ, USA. MR severity assessed by transthoracic echocardiography (TTE).

Adopted from Lim D.S. et al., Randomized Comparison of Transcatheter Edge-to-Edge Repair for Degenerative Mitral Regurgitation in Prohibitive Surgical Risk Patients. JACC
Cardiovasc Interv. 2022 Dec 26;15(24):2523-2536.
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Functional and Quality of Life Outcomes

NYHA Functional Class

provements at 6 months

6-Minute Walk Distance KCCQ Overall Score
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TRIAL

NYHA functional class graph shows paired analysis; p values for intragroup comparison were calculated using the Wilcoxon signed rank test and p value for intergroup comparison was calculated using the Wilcoxon rank
sum test. 6MWD and KCCQ graphs show paired analysis (mean  5D); p values for intragroup comparisons were calculated using Student’s t-test and p values for intergroup comparisons were calculated using the analysis of
covariance [ANCOVA) model adjusted for baseline values and planned treatment as covariates. N¥HA, New York Heart Association; 6MWD: 6-minute walk distance; KCCQ, Kansas City Cardiomyopathy Questionnaire;

Lim D.5. et al., Randomized Comparison of Transcatheter Edge-to-Edge Repair for Degenerative Mitral Regurgitation in Prohibitive Surgical Risk Patients. JACC Cardiovasc Interv, 2022 Dec 26;15(24):2523-2536.
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New PASCAL Precision Repair System:

Preliminary data, single center, Essen

. 4




@

Universitatsmedizin Essen
Universitatsklinikum i
Westdeutsches Herz- und GefalRzentrum

Klinik fur Kardiologie und Angiologie DAS HERZ

IN ESSEN

« Expert opinions, advice and all other information expressed represent contributors' views and not
necessarily those of Edwards Lifesciences.



\(- , Universitatsmedizin Essen

%Zi:teclrittitcik;;nkiikeli?und Gefallzentrum Demogra phics and Procedural Details |
Klinik fur Kardiologie und Angiologie oA HERZIN ESSEN
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1Vahanian A, et al. Eur Heart J 2022;43(Suppl):561-632. * Median (xtMin/Max) ; ESC, European Society of Cardiology; EACTS, European
Association for Cardio-Thoracic Surgery; MR, mitral regurgitation; FMR, functional MR; DMR, degenerative MR

Luedike P, et al. Unpublished data
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Universitatsklinikum |
Westdeutsches Herz- und GefaRzentrum
Klinik fur Kardiologie und Angiologie DAS HERZ | cecen
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1 Deterioration of initially documented MR reduction: reoccurrence of MR due to new jet, increase of residual MR and/or return of MR
2 Guide-sheath in to guide-sheath out Luedike P, et al. Unpublished data



Thank You!

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.

Medical device for professional use. For a listing of indications, contraindications, precautions, warnings, and potential adverse events, please refer to
the Instructions for Use (consult eifu.edwards.com where applicable).

Edwards, Edwards Lifesciences, CLASP, PASCAL, PASCAL Ace and PASCAL Precision are trademarks or service marks of Edwards Lifesciences Corporation. All
other trademarks are the property of their respective owners.

© 2023 Edwards Lifesciences Corporation. All rights reserved. PP--EU-6425 v1.0

Edwards Lifesciences * Route de I'Etraz 70, 1260 Nyon, Switzerland « edwards.com
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