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The optimal treatment options for your mitral
regurgitation patients - a case-based discussion
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PASCAL Ace and PASCAL Implants

Implant dimensions
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For Professional use. See instructions for use. CE Marked medical device.

Leaflet capture-ready
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PASCAL Implants

Paddle

= PASCALimplant paddles meet the contour of the
larger Spacer

— Paddles meet at the distal end and gradually recede
proximally

= PASCALAce implant paddles closely follow the
centerline

— The Spacer shape allows Paddles to close nearly parallel
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PASCAL Implants

Paddle

PASCAL Ace:

= Narrower Paddle width

= Designed to improve navigation
through chordae

Paddle Width

- Clasp Width

= I[mproved visualization

— Increased confidence during leaflet
capture

— Clasp width relative to Paddle width

Small difference between ' Notable difference between Clasp
Clasp and Paddle width and Paddle width
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Expert opinions, advice and all other information
expressed represent contributors' views and not
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PASCAL Implant Selection for Mitral Regurgitation

Where is PASCAL preferred? | Where is PASCAL Ace preferred?

Where do we need consensus?

Restricted / shorter leaflet Commissural jet
FMR Dense chordae
Longer leaflet

DMR

Calcification near the grasping zone
Large flail gap

Extensive prolapse

MVA < 4cm?

Severe tethering

Clefts

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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Flail leaflet P1/P2 - baseline

Patient, 84y, f

MR 3+ (Carpentier Il)

NYHA I, LV-EF 52%

V-Wave 33mmHg, PAs 65mmHg

MI llI° (Carpentier Il, Flail leaflet P1/P2) Pre-implantation
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Flail leaflet P1/P2 — PASCAL Ace Implant

Patient, 84y, f

MR 3+ (Carpentier Il)

NYHA I, LV-EF 52%

V-Wave 33mmHg, PAs 65mmHg

Grasping attempt — 1St PASCAL Ace 3D View

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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Flail leaflet P1/P2 — PASCAL Ace Implant

Patient, 84y, f

MR 3+ (Carpentier Il)

NYHA I, LV-EF 52%

V-Wave 33mmHg, PAs 65mmHg

Grasping attempt PASCAL Ace, 3D View X-Plane View

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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Flail leaflet P1/P2 — PASCAL Ace Implant

Patient, 84y, f

MR 3+ (Carpentier Il)

NYHA I, LV-EF 52%

V-Wave 33mmHg, PAs 65mmHg

2nd PASCAL Ace 3D View

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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Flail leaflet P1/P2 — PASCAL Ace Implant

Patient, 84y, f

MR 3+ (Carpentier Il)

NYHA I, LV-EF 52%

V-Wave 33mmHg, PAs 65mmHg

Pre-implantation Final Result (2 PASCAL Ace)

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

* 65 year old man

Presented with breathlessness
Chest pain 3 weeks previously

Severe 3 vessel coronary artery disease

Severe mitral regurgitation with severe left ventricular
Impairment

Full thickness lateral infarction on cardiac MR
Deterioration requiring intra-aortic balloon pump

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

TISOS MI13 TIS0O6 MI13 TISO6 MI13
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Case presentation

* Heart Team discussion

* Increased risk for surgery (cardiogenic shock, severe left
ventricular impairment and acute renal failure)

* For mitral edge-to-edge repair and then percutaneous
revascularisation of the viable territories

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

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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56.0

+ Vmax 137 cn?s1
Vmean 89.3 cm/s
Max PG 7 mmHg
Mean PG 4 mmHg
VTI 30.3cm

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

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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M4

+ Vmax 142 cn;s
Vmean 83.3cm/s
Max PG 8 mmHg
Mean PG 3 mmHg
VTI 34.5cm

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

* Intra-aortic balloon pump removed at end of procedure
* Inotropic support weaned over the next 3 days

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

EuroPCR.com




Post-procedure transthoracic echocardiogram

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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PASCAL/PASCAL Ace switch
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Leaflet calcification in grasping zone - From PASCAL to PASCAL Ace

CLINICAL SUMMARY

* 84 yo male. PMH: * Heart-Team:

* Ischemic cardiomyopathy e Prior surgery
(bypassx3 2009)

* Afib * IMF
e Moderate FMR » Geriatrics: no frailty or

* Current medical history: >artopenis
« Dyspnea NYHA II-1ll * Plan:
* HF admission 2 months ago  TEER with PASCAL Repair
* Optimal medical therapy System

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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SCREENING TOE
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TOE PROCEDURE: PASCAL Repair System
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TOE PROCEDURE: PASCAL Repair System
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DEVICE SWITCH

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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CLASPING WITH PASCAL Ace Implant
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3D FINAL
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High gradient - From PASCAL Ace to PASCAL

CLINICAL SUMMARY

* 61 yo female. PMH: * Heart-Team:
e Heart transplant.  FMR.
* Severe FMR. e Prior heart transplant.
e Current medical e Plan:
history: « TEER with PASCAL Repair System

* Dyspnea NYHA lI-III.

 HF admission 2 months
ago.

* Optimal medical
therapy.

Expert opinions, advice and all other information expressed represent contributors' views and not necessarily those of Edwards Lifesciences.
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SCREENING TOE
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TOE PROCEDURE: 3D POST PASCAL ACE IMPLANT

ETE INTERVENCIONISMO TIS0O.1 MIO0.A
X8-2t Latidos 3D 1

13Hz
8.8cm 0o 75 180

Zoom 3D ,
2D /3D
% 53745

C 50/34
ArmonGral
XRES 1

PAT T 37.0C
TEMP.ETE: 38.8C

\

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




TOE PROCEDURE: MG POST PASCAL ACE IMPLANT
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TOE PROCEDURE: LOW (VENTRICULAR) CLASPING OF PASCAL
IMPLANT
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TOE PROCEDURE: XPLANE POST PASCAL IMPLANTATION
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TOE PROCEDURE: 3D POST PASCAL IMPLANTATION
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TOE PROCEDURE: MG POST PASCAL IMPLANTATION
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Thank You

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

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.comwhere applicable).

Edwards devices placed on the European market meeting the essential requirements referred to in Article 3 of the
Medical Device Directive 93/42/EEC bear the CE marking of conformity.

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

© 2022 Edwards Lifesciences Corporation. All rights reserved. PP--EU-4298 v 1.0
Edwards Lifesciences ¢ Route de 'Etraz 70, 1260 Nyon, Switzerland « edwards.com
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