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INSCINIING

Longest follow up from the only prospective, CEC and core-lab adjudicated
registry including patients with DMR and complex mitral valve anatomy

Two-year outcomes from the CLASP IID Registry confirm the significant and sustained MR reduction
and improved functional status and quality-of-life compared to baseline with the PASCAL system

Trial Overview

The CLASP IID Registry is a prospective, global, multi-center single-arm study evaluating M-TEER with the PASCAL system in patients who have
significant symptomatic 3+ or 4+ DMR, are at prohibitive surgical risk, and have complex mitral valve anatomy.

The PASCAL system treated elderly patients with multiple
comorbidities and broad range of mitral valve anatomy a
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Significant and sustained MR reduction with durable transmitral valve gradient <5 mmHg at 2 years
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M-TEER: mitral transcatheter edge-to-edge repair, CEC: Clinical Events Committee, DMR: degenerative mitral regurgitation,
MR: mitral regurgitation, TTE: transthoracic echocardiogram, BL: baseline EdW&I’dS



High freedom from cardiovascular mortality and heart failure hospitalization at 2 years
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Meaningful and sustained improvements in functional and quality-of-life outcomes at 2 years
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Conclusion

C\:/) Two year outcomes confirm the sustained safety and effectiveness of the PASCAL system in prohibitive
surgical risk DMR patients with complex mitral valve anatomy.

C\:/) These results emphasize the value of the PASCAL system in successfully treating a wide range of DMR patients,
including those with complex valve anatomy historically considered unsuitable for M-TEER.

C\:/) Based on the CLASP IID trial data®? the IFU were updated by removing some anatomical considerations?
from the warnings for patients with mitral regurgitation (consult eifu.edwards.com when applicable).

*Evidence of moderate-to-severe calcification in the grasping area; Presence of two or more significant jets;
Presence of one significant jet in the commissural area; Mitral valve area < 4.0 cm?; Flail width > 15 mm and/or flail gap > 10 mm

CV: Cardiovascular, HFH: Heart Failure Hospitalization, NYHA: New York Heart Association, KCCQ: Kansas City Cardiomyopathy Questionnaire, IFU: Instructions for Use

For details on statistical analyses please see reference 1
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Medical device for professional use. For a listing of indications, contraindications, precautions, warnings, and Ii ‘ ‘

potential adverse events, please refer to the Instructions for Use (consult eifu.edwards.com where applicable).

Edwards, Edwards Lifesciences, the stylized E logo, CLASP, CLASP Il and PASCAL are trademarks or service marks of \ '-

Edwards Lifesciences Corporation or its affiliates. All other trademarks are the property of their respective owners. -“Z

© 2024 Edwards Lifesciences Corporation. All rights reserved. PP--EU--9210 v1.0 Edwards

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



