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KnanaHHaa natonorma

Guidelines no neyeHUto NAaUMEHTOB C NEPBUYHON MUTPASIbHOW HEAOCTAaTOYHOCTbIO

TEER may be considered in symptomatic
patients who fulfil the echocardiographic crite-
ria of eligibility, are judged inoperable or at
high surgical risk by the Heart Team and for

whom the procedure is not considered futile
[299-302].

MITRA Clip npoueaypa nokasaHa - HeonepabenbHbIM NaUMEHTAM C BblPa*KEHHOM
KNMHUYECKOWM CMMNTOMATMKOM, Y KOTOPbIX NO AaHbiM X0 BO3MOXKHO BbINO/IHUTL MNpoueaypy



KnanaHHaA natosorma
Guidelines no neyeHmnto NaUMEHTOB C BTOPUYHOU MUTPANbHOU HEAOCTATOYHOCTbIO

Patients with concomitant coronary artery or other cardiac disease
requiring treatment

Valve surgery is recommended in patients
undergoing CABG or other cardiac surgery I B
329, 330, 333]

In symptomatic patients, who are judged not
appropriate for surgery by the Heart Team on
the basis of their individual characteristics,”
PCl (and/or TAVI) possibly followed by TEER
(in case of persisting severe SMR) should be
considered.

lla C

MITRA Clip npoueaypa nokasaHa - HeonepabenbHbIM NaumMeHTam nocse BbinoaHeHms PCl
nnu TAVI



KnanaHHaA natosorma
Guidelines no neyeHmnto NaUMEHTOB C BTOPUYHOU MUTPANbHOU HEAOCTATOYHOCTbIO

Patients without concomitant coronary artery or other cardiac disease
requiring treatment

TEER should be considered in selected sympto-
matic patients, not eligible for surgery and ful-
filling criteria suggesting an increased chance lla B
of responding to the treatment [337, 338, 356,
357]. €

Valve surgery may be considered in sympto-
matic patients judged appropriate for surgery Iib C
by the Heart Team.

In high-risk symptomatic patients not eligible for
surgery and not fulfilling the criteria suggesting an
increased chance of responding to TEER, the
Heart Team may consider in selected cases a Iib C
TEER procedure or other transcatheter valve ther-
apy if applicable, after careful evaluation for ven-
tricular assist device or heart transplant.®

© ESC/EACTS 2021

MITRA Clip npoueaypa nokasaHa - HeonepabenbHbIM NAaLUUEHTAM Y KOTOPbIX N0 AaHbiM IXO
BO3MOXHO BbIMOMHUTbL 3Ty Npoueaypy C ydeTom Tepanumn cepaevyHom Heao0CTOYHOCTU
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[lOKa3aHMA K ne4yeHunto

* [loXunble nayneHTbl

* HeonepabenbHbie NaUMNEHTDI
* [lauMeHTbl C BbICOKMM PUCKOM
* [loBTOpHble onepaumnmn

° COI'IYTCTBYI-OLLI,aﬂ MNaTONOIMA

ot
B T2 e

»
MNPSOS A
FERoy
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*  CHwXeHHaa oyHKuma JTHK
* [layuMeHTbl Y KOTOPbIX eCTb BO3MOXHOCTb

BbIMO/IHUTbL 3Ty onepauyunto No AaHHbiMm IXO
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Mitra Clip clinicals trial

MITRAL REGURGITATION SEVERITY AT 12 MONTHS

120 — MitraClip
|

95%

100 —
83% 83% 83%

82%

80 —

% of Patients
[,
(]
|

40 —
20 —
0
EVERESTIIRCT REALISM nen HRR REALISM HRR* MITRA FR COAPT
Number of Patients: 101 173 390 a7 210

W%<2+ W%+

*FMR patient cohort; DMR patient cohort N=108; % of patients with MR<2+: 83%; % of patients with MR<1+: 43%
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Expand Study
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Clasp IID trial

PACE: CARDIOWASCULAR INTERYENTIONS WaL. 15, MO, 24, 2022
o202 BY THE AMERICAN COLLEGE OF CARDIOLOGY FOUNDATION
FUBLISHED BY ELSEVIER

STRUCTURAL

Randomized Comparison of
Transcatheter Edge-to-Edge Repair for
Degenerative Mitral Regurgitation in
Prohibitive Surgical Risk Patients

D. Scott Lim, MD,* Robert L. Smith, MD,” Linda D. Gillam, MD, MPH," Fims Zahr, MD,” Scott Chadderdon, MD,”
Raj Makkar, MD),* Ralph Stephan von Bardelshen, MO, PxD,’ Robert M. Kipperman, MD,” Andrew N. Rassi, MD,*
Mally Szerlip, MD," Scott Goldman, MD," Ignacio Inglessis-Amaje, MD,’ Pradeep Yadav, MD,' Philipp Lurz, MD, PxD *
Charles 1. Davidson, MD,! Mubashir Mumtaz, MD,” Hemal Gada, MD,™ Saibal Kar, MD," Susheel K. Kodali, MD,”
Roger Laham, MD,” William Hiesinger, MD,? Meil P. Fam, MD,” Mirjam Eefller, MD,* William W. O'Neill, MD,
Brian Whisenant, MD,* Chad Kliger, MD," Samir Kapadia, MD,* Volker Rudolph, MD,* Joseph Choo, MD,”

James Hermiller, MD,* Michael A, Morse, MD,** Miklas Schofer, MD,™ Sameer Gafoor, MDD,

Azeam Latib, MD*? Konstantines Koulogiannis, MD,* Leo Marooff, MD Jérg Hauskiter, MD,™

on hehalf of CLASP [D Pivotal Trial Investigators

ABSTRACT

BACKGROUMD Severe symptomatic degenerative mitral regurgitation (DMRE) has a poor prognosis in the absence of

treatment, and new transcatheter options are emanging.

OBJECTIVES The CLASP (1D (Edwards PASCAL Transcatheter Valve Repair System Pivotal Clinical Trial) randomized trial M H I I I — I V CT
(HCTO3706 833) is the first toevaluate the safety and effec tiveness of the PASCAL system compared withthe MitraClipsystem b
in patients with sgnificant symptoma tic DMR. This report present s the primary safety and effectivenes endpoints for the trial
METHODS Patients with 3+ or 4+ DMR at prohibitive ssrgical risk were assessed by a central screening committee and
randomized 211 (PASCAL: MitraClip). Study oversight also incleded an echocardiography core laboratory and a dlinical
events committze. The primary safety endpoint was the composite major adverse event rate at 30 days. The primary
effectivensss endpaint was the proportion of patients with mitral regurgitation (MR) =2+ at & months.

RESULTS A prespecified interim analysis in 180 patients demonstrated noninferionity of the PASCAL system vs the
MitraClip system for the primary safety and effectivensss endpoints of major adwerse event rate (3.4% v 4 8%) and

MR <=2+ (96 5% s 96.8%), respectively. Functional and quality-of life cutcomes s gnificant by improved in both groups
{F = 0.05). The proportionof patentswith MR =1+ was durablein the PASCAL growp from discharge to & months (PASCAL,
B7.2% and B3.7% [P = 0.317 vs discharge], MitraClip, 88 5% and 11.2% [P = 0.003 v discharge]).

CONCLUSIONS The CLASP 1D trial demonstrated safety and effectiveness of the PASCAL system and met noninferior ity
endpoints, expanding transcatheter treatment options for prohibitive swngical risk patients with significant sym ptomatic
DMR. (1 Am Cdl Cardiol Intv2022;15:3523-2536) © 2022 by the American College of Cardiology Foundation.

randomized 2:1 ( PASCAL : MitraClip )

Lim. et al. JACC 2022
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Clasp IID trial
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TpukycnnaanbHas HeJo0CTaTOYHOCTb

[Moaxoabl B IEYEHUU TAXKENOMN TPUKYCNNAAbHON HEAOCTAaTOYHOCTH




Tricuspid Valve Anatomy
HoBoe noHMMmaHue
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Hahn, R.T. et al. J Am Coll Cardiol Img. 2021;14(7):1299-305
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Isolated Tricpspid Regurgitation

Cxema oueHKu

3-5
Servere - Torrential

MILD MODERATE SEVERE MASSIVE TORRENTIAL

Vena Contracta width
(biplane average)

EROA by PISA

3D Vena Contracta
Area or Quantitative
Doppler EROA

Example:

<3 mm 3-6.9 mm 7mm-13 mm 14-20 mm 221 mm
<20 mm? 20-39 mm? 40-59 mm? 60-79 mm? >80 mm?
- - 75-94 mm? 95-114 mm? >115 mm?

Hahn, R.T. et al. ] Am Coll Cardiol Img. 2019;12(3):469-90
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Tricuspid Valve Repair
TpaHcKaTeTepHaa pekoHCcTpyKkuma TR — umnnaaHtauma TriClip

A

Anteroseptal

Membranous
septum
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’ commissure

node Coronary sinus

.

1-2 clip strategy

Arsalan M et al.; Eur Heart J 2015; ePub ahead of print
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WHTepBeHUMOHHOE neyeHne TH
Tri Clip — Triluminate Study

TRILUMINATE | Procedural Data

Number of Clips Implanted per Clipping Location (n=185 Clips)
Subject (n=85 subjects)
%
Mgﬁo?:lgt)?tzﬁor 20% (37)

Septal-Posterior

W 1 Clip (20%)

W 2 Clips (47.1%)
m 3 Clips (28.2%)
O 4 Clips (4.7%)

77% (143) @
Anterior-Septal

Lurz, P. et al. ] Am Coll Cardiol. 2021;77(3):229-39.
Nickenig, G. et al. The Lancet. 2020;394(10213):2002-2011



Tricuspid Valve Repair

TpaHckaTeTepHana pekoHcTpyKkuma TK — TRILUMINATE Trial

Patients (%)
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p < 0.0001 p=0.96
I 1 I 1
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A 10%
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26%
60%
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Baseline 1Year 30 Days 1 Year
(n=62) (n=62) (n=63) (n=63)

® None m Mild ®m Moderate W Severe

Massive m Torrential

70%

30d mortality = 0.0 %
1y survival =92.9 %

Lurz, P. et al. ] Am Coll Cardiol. 2021;77(3):229-39.
Nickenig, G. et al. The Lancet. 2020;394(10213):2002-2011



V]HTepBEHLI,MOHHOe JlIeYeHUe KJ1anaHHOM NaTo/1I0rnmn

Summary

3H,£I,OBaCKy1'IF|pHOG nevyeHne nNatonormm MmUTpaibHOro M TPURyCNnmMaaZibHoro
K/1aldHa MOKa3daHO NayneHTam BblICOKOIo pmUCKa

«Edge-to-edge» TexHMKa No30BNAET AOCTOBEPHO CHU3UTb CTEMNEHDb
MUTPAZIbHOM U TPUKYCNUAA/IbHON HEAOCTAaTOYHOCTMU

«Edge-to-edge» TexHUKa - cTabunbHble OTAANEHHbIE Pe3ynbTaTbl

MpeponepaunoHas ANAarHOCTMKa — OAUH U3 pellatowmx GakTopos B
onepeaeneHnn TaKTUKKU IeYeHuns
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