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Interesseiskonflikte bezogen auf den Vortrag

Firmenname Zusammenhang

Abbott Honorar: Vortrage

Boston Scientific Reisekostenerstattung

Edwardd.ifescience Honorar: Vortrage, Beratung, Reisekostenerstattung

Medtronic Honorar: Vortrage, Reisekostenerstattung




Patient with severe primary mitral regurgitation Patient with severe symptomatic SMR without concomitant CAD
[—Q—ﬂ Symptoms P&j f Ventricular SMR L Atrial SMR q

LVEF =60% or LV dilatation High surgical risk according

(LVESD 240 mm or LVESDi 220 mm/m?) =~ = ) to the Heart Team GDMT optimization Optimization of medical treatment
i 7 f including CRT, if indicated including rate or rhythm control
& v
T . | I
Presence of at least 3 of the following: Anato;poi:aTIEtélg.tabll ity
- AF Persistence of symptoms and SMR Persistence of symptoms and SMR
« SPAP at rest >50 mmHg —— T ]’
« LAVI 260 mL/m? or diameter =255 mm f f
+ Concomitant secondary TR zmoderate W) 9 » -,
o T b
o ekl e Medical therapy High surgical risk according
SPAP at rest >50 mmHg j to the Heart Team and follow-up to the Heart Team
é v f 7 7
S ? ’
Significant LA dilatation
(LAVI 260 mL/m? or diameter =55 mm) Advanced HF
and high likelihood of durable repair 0
i i 2
? v

f
T
' T':w LVAD m
if feasible ortix it :
High risk : TEER Mv
TEER i i it rgery
Cassla)  selected ‘ tion( pa (S ((s:luass lla)
patients or waiting for suitable for TEER®
- LVAD or HTx (Class lib)
trh::frll'lc:l:t (Class lib)
—— '

Watchful Surgical ﬁvmfembly
waiting MV repair repair)
R (Class lla)
- @esc @EeacTs L= @Esc @EACTS
ESC Guidelines for the management of valvular heart disease =

European Heart Journal; 202%loi: 10.1093¢urheartjehaf194




Recommendations Class Level
Severe ventricular secondary mitral regurgitation without concomitant coronary artery disease

TEER is recommended to reduce HF hospitalizations and improve quality of life in
haemodynamically stable, symptomatic patients with impaired LVEF (<50%) and
persistent severe ventricular SMR, despite optimized GDMT and CRT (if indicated),
fulfilling specific clinical and echocardiographic criteria.

TEER may be considered for symptom improvement in selected symptomatic patients

with severe ventricular SMR not fulfilling the specific clinical and echocardiographic lb B
criteria, after careful evaluation of LVAD or HTX.
MV surgery may be considered in symptomatic patients with severe ventricular SMR b C

without advanced HF who are not suitable for TEER.



Tubinger Algorithmus, sekundare Ml

Decompensation, HFrEF, Severe Secondary MR

Optimization of GDTM (SGLT2 inhibitor, Beta-Blocker, ARNI +/- MRA)

Follow-Up after 4 weeks, heart failure out patient clinic / heart failure nurse, uptitration of HF medication

Follow-Up after 2-4 weeks, up-titration successful and/orr e si d u a | MR 02 *?
I
v v
Yes No
. : \ CRT indication?
Continuation of GDMT, .~ . N
regular visits (3 to 6 months Yes No
heart failure clinic/ GC) v v
1 CRT implantation TEER
v
Improvement of MR after
4-6 weeks?
v : v
Yes No

TEER

Attempt to reduce AF burden

e AT
Akl skt —HRES (Rhythm control/ AF Ablation)



A

» Flail leaflet, large coaptation defect, severe tenting
* Large central jet
» Large holosystolic convergence zone

lcﬂuﬂaibrswere MRl 7T

A * Vena contracta 27 mm (=8 mm for biplane)
* Pulmonary vein systolic flow reversal

* E-wave dominant (>1.2 m/s)

* VTl mitral / VTI LVOT >1.4

» EROA 240 mm? (or 230 mm?if elliptical regurgitant orifice area)

Assessment of MR e RVol 260 mL (or 245 mL if low flow conditions)

* RF =50%
. + Diameter 255 mm  » SPAP >50 mmHg
o PMR e D VEPERMM L Avis6omUmE e Secondary TR
« Atrial fibrillation = moderate
A4
Ventricular * Clinical and
| | |I !”I”""" l 1" sMrR ~ echocardiographic
criteria®
+ LVESD <70 mm
Atrial * LVEF 20%-50%
SMR
) @Esc @EACTS

ESC Guidelines for the management of valvular heart disease

European Heart Journal; 202%loi: 10.1093¢urheartjehaf194



Anatomy deemed suitable for M-TEER

NYHA class 2ll

LVEF 20%—-50%

LVESD <70 mm

At least one HF hospitalization within the previous year or increased natriuretic peptide levels (BNP
>300 pg/mL or NT-proBNP 21000 pg/mL)

SPAP £70 mmHg

No severe RV dysfunction

No Stage D or advanced HF

No CAD requiring revascularization

No severe AV and/or TV disease

No hypertrophic, restrictive, or infiltrative cardiomyopathies



Perkutane Mitralklappenrekonstruktiong verschiedene Optionen

Edgeto-EdgeMitraClig® (Abbot) Edgeto-SpacePascal® (Edwards) InterventionelleMitralklappen
Annuloplastig/Carillor®,Cardiac
Dimension}¥
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Contemporary Safety IQTiG registry Germany
Outcomes of Mitral legally mandated quality assurance registry

Edgeto-Edge Repair 2020 - 2021
In Germ any Etiology of MR In-hospital reintervention

0.9% ’,0.6%

8,454 patients
184 hospitals
Mitraclip™ approved in 2009
PASCAL approved in 2019
PASCAL Ace approved in 2020
all approved for primary and
secondary MR in high surgical risk
patients

99.4% ™=
[ secondary MR [ reintervention
[ primary MR [ no reintervention

Intraprocedural complications

mean age 78.3 + 7.9 years
48% female patients
Creatinine 1.4+1.1 mg/dL
21% pulmonary disease
25% previous cardiac surgery
70% atrial fibrillation
45% coronary artery disease

0 n n 90.3% NYHA llI/IV

Cerebrovascular Cardiac Severe or life- Access site LVEF 45.3£13.7%
events tamponade threatening  complications sPAP 48.1118.9 mmHg
hemorrhage

IQTiG = Institute for Quality Assurance and Transparency in Healthcare; LVEF = left ventricular ejection fraction; MR = mitral regurgitation;
sPAP = systolic pulmonary artery pressure.

L

Rudolph V, et al. JACC CVI https://doi.org/10.1016/j.jcin.2023.09.013




BedeutungdesprozeduralenkErgebnissesind derNachbehandlunghachM-TEER

EuroSMRRegister 1628 Patienten 5 Jahres Folldp

100%_ 1 00%"
75% 75% -
i p <0.001 -
S g
€ 50%; resMR 1+ > 50%- COAPT
a - resMR 2+ 3 eligible
1 76.4% d H ]
25% : 68.7°/: i resMR 23+ a 250 | 67.6% :
i 62.7% 38.6% : : 40.5% é cnc::\;:;)le
H 30.5% : 2 o1 1
0% - : 30.1% :
T I T T 1 22‘60/0 T 0% . 3 E
0 1 2 3 4 5 T T T T T i
= Time since M-TEER, years 0 1 2 3 4 5
No. atrisk N
: Time since M-TEER, years
resMR1+ 999 734 598 496 421 274 No. at risk
resMR2+ 492 328 250 204 166 105 COAPT eligible 217 158 133 112 92 60
psMBad: A% 2 2 28 0 20 COAPTineligible 1044 775 616 505 434 279
100%- 100%-
75% - 75% -
- p=0.006 - p <0.001
2 S
S 50%- g 50%- TR1+
A  72.3% . GDMT a 28,59 : TR 2+
250 - : 40.8% | "0 GDMT 25% i 70.9% : TR23+
33.7% | F O 40.2%
; : 33.5% :
0% - ; 0% - : 25.3% |
I ; Ll T T i T Ll Ll Ll Ll ;
0 1 2 3 4 5 0 1 2 3 B 5
Time since M-TEER, years Time since M-TEER, year
No. at risk Ry No. at risk sine v YRS
GDMT 967 697 545 444 372 231 TR1+ 687 522 423 352 295 188
no GDMT 470 359 301 249 212 153 TR2+ 608 417 333 270 228 155

. TR=3+ 277 159 117 91 77 46
Stocker, et al. JAGTardiovasdnterv. 2024;17:25482554.
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AnatomischeEignungfur TEER

Red Zone Anatomy

Anatomical suitability for M-TEER

Centreg o=
Replacement?
Non-complex Complex Very complex
Ideal for M-TEER Suitable for M-TEER Challenging for M-TEER
- Central pathology - Isolated commissural lesion - Commissural lesion with multiple
- No calcification (A1/P1 or A3/P3) jets
- MVA >4.0 cm? - Annular calcification without - Annular calcification with leaflet
- Posterior leaflet >10 mm leaflet involvement involvement
- Tenting height <10 mm -MVA 3.5-4.0 cm? - Fibrotic leaflets
- Flail gap <10 mm - Posterior leaflet length 7-10 mm - Wide jet involving the whole
- Flail width <15 mm - Tenting height >10 mm coaptation
- Asymmetric tethering® -MVA 3.0-3.5cm?
- Coaptation reserve <3 mm? - Posterior leaflet length 5-7 mm
- Leaflet-to-anulus index <1.2% - Barlow's disease
- Flail width >15 mm - Cleft
- Flail gap >10 mm - Failed surgical annuloplasty

- Two jets from leaflet indentations

Hausleiter J et al. Eurolntervention 2023:18:957-976

=
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SAPIEN M3 System

SAPIEN M3 Dock Steerable Catheter

T

) T
. o~
Q Edwards 23F
Edwards ' - —® guide sheath

Commander M
delivery system

SAPIEN M3 dock

" 7 SAPIEN
- — N . stabilizer rail
i " system

——e SAPIEN M3 valve

I

Edwards reusable accessories Edwards table




Common Reasons for Screen Failure

Ideal First SAPIEN M3 ,
Anatomical suitability Patient Selection t ==

Significant risk of LVOT obstruction

= Neo-LVOT < 150 mm? measured in end-systole is an
automatic screen fail

# —

Large commissure-to-commissure diameters
= Com-to-com measurement = 50 mm is an automatic screen fail

Small LV diameters 1 cm below the annulus
= <30 mm is an automatic screen fail

FMR Annular size 1 cm below
. ) . . <45mm annulus
Commissural pathology (i.e., calcification, jets, prolapse, flail) dimensions
= Flail located at medial commissure is an automatic screen fail >35mm
= Flail located at P3 is a screen fail if the com-to-com is = 42 mm

Exclusion criteria within MR < 3+
the ENCIRCLE clinical trial EF < 25%
) LVEDD 2 75 mm
E™ SIRCEE Severe RV dysfunction
No Suitable
MAC/rings Neo-LVOT

The d Edwards Life hnology in this training material may have received compensation andfor
el from ds in exchange for providing professional services to Edwards.
m&mﬁrmmmdmmmmm Ive should be performed only by ho have received Edwards --"l:

o | SND 15
Edwards, Edwards Lifesciences, the stylized E logo, Edwards SAPIEN, Edwards M3 Valve, Edwards M3 Dock, Edwards M3 Dock ‘ ‘ P <)
Delivery System, and SAPIEN are trademarks or service marks of Edwards Lifesciences Corporation. All other trademarks are the \ '- ' ‘vz
property of their respective owners. RS m—— ) ‘ v
©2024 Edwards Lif Al righ d.DOC-0247637 RevA @ eabove p arec \ BiE
Edwards Lifesclences « One Edwards Way, Irvine CA 92614 USA| Sarl « Route de I'Etraz 70, 1260 Nyon, Switzerland « edwards.com Edwards for initial SAPIEN M3 patient selection to i N

NOTE allow for familiarization with the devices

and implant techniques. Edwar ds
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A Rezidivierende kardiale Dekompensationen bei hochgradiger Mitralklappeninsuffizien

|:szowt<et_ koronarer &sefal3erkrankung mit leichtgradig eingeschrankter systolischer LV
unktion

A Intravenose Rekompensation | | o

A EI%@/%())(ZDSEﬁpIantatlon der mittleren LCX im Bereich desrarginalig'culotte') am

A Z.n. akutem Hinterwandinfarkt mit einem Akutverschluss der RCX sowie chronischen
Verschluss 10/2019, PTCA /2 BEHEXX sowie Rekanalisation RIVA/ 2 DES Segm8nt 6
Hypercholesterinamie

é c?ép

CVRF: Obstruktives Schlafapnoesyndrom, Adipositas, arterielle Hypertonie,
ronische Niereninsuffizienz, aktuell GFR 29 ml/min/1,73m2
Z.n. ED Vorhofflimmern 06/23

4.n_ embolischen Schlaganfallen
A CHADS/AScore: 5, OAK mipixaban(red. Dosis) + Clopidogrel nach PCI



Patientenreport

No other info.

Screening Results: Suitable

C-C(ED) 44.7 mm -No MC and no Mid P3 prolapse.
-Cleft at Med P2 - Lat P3.

Neo-LVOT (ES) 284.6 mm? | VR jet location extending from Med P1 to Lat P3.
-?fibrinous strand at Lat P3.

1 cm Below (ES) 55.9 mm

MAC Score N/A

MC Flail or Prolapse? No

Mid P3 Flail or Prolapse? [No

Neo-LVOT (ES) 1cmB

par

el_ow (ES)

Page 1 of 17 The intended use of this report is to provide an adjunctive case planning resource and should not be used for diagnostic purposes.

3D TEE En Face

Other Relevant Image(s)

3mensio Structural Heart 10.7




TISO6 MI04

sase.

60 Imin

. TIS0O2 MI02 TISO5 MIO3
3D-Schlége 2 3D-Schldge 1

o 60 180

Verzégerung Oms 56 Imin




TEE
X8-2t

32Hz
11cm

3D-Schlage 1

o 65 180

4

xPlane

PAT.-T.: 37.0C
TEE-T.: 38.2C

PAT T 37.0C
TEET 40.3C

|

TIS0.2

S4

TEE

X8-2t 3D-Schlage 1
9Hz
8.5cm o 75 w0

/

PAT T: 37.0C
TEE T 405C

TEE
X8-2t
32Hz
12cm

xPlane

54%
48dB
P Aus

TIS0.2 MI 0.5

s4

Qlfl'\‘ges 2

PAT.T37.0C

+ Abstand 3.52cm

3« Abstand 1.06 cm
N

49bpm



TIS0.2 MI0.5

sS4

PAT.-T.: 37.0C
TEE-T.. 38.2C

Abstand

om S——
~/ QR/M’VM“\—”A‘—/\“‘“\_/H—’“‘ 56bpm

N

TISOS MIO0.7

S4 84

+616

7 Hz .
WF 639Hz : N !

44MHZ

PAR

PATT. 37.0C
TEET 39.8C

4 49 Imin

TR
LA
o YU e
TIS1.3 MI0.6

S3

+ LVOT VTI
Vmax 122 cm/s
Vm 78.3 cm/s
Max PG 6 mmHg
MPG 3 mmHg
VTI 25.8cm

T W

/
‘m iy A g m“f L e

3D-Sch
65 4

4

PATT: 37.0C
TEET: 39.7C

e

49 Imin

49 Imin




/1 jahriger Patient

1. Mitralklappeninsuffizienz Al
- Z.n frustranem Versuch deadgeto-edgeTherapie MitralClipNTW), Abbruch wegen hohem Gradienten
sowohl zentral als auch lateral (mittlerer Gradient 16mmHg) am 11.03.2025
- Z.n Pleuraerglssbds.
2. Koronare 2Gefal3ererkrankung (LAD; CX) mit normaler systolisckhEubhktion
- Z.n 2-facheAortokoronareBypasse miAnastomosierungler linken Amammariaauf den R.
interventricularisanterior undsingleVenen Bypass auf den iRarginalis
- Linksschenkelblock
- cVvRFarterielle Hypertonie
3. Vormals hochgradige Aortenklappenstenose
- Z.n Biologischer Ersatz der Aortenklappe mit einer 23mm (Edvwredsoun) Prothese
intermittierendem AVBIlock 11104/23
- Z.n Zweikammerschrittmacher Implantatiokiitra8 DRT pro MRI)
Ektasie der Aortascendeng41l mm)
Asthma bronchiale
SchlafApnoeSyndrom mit CPABeréat
Rheumatische Erkrankung

B
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TEE Erw

XB8-2t
13Hz

15¢cm

®xPlane

(v]
60%
£0dB
F Aus
Allg
XRes 2

FD
78 %
938Hz

6935
WF B24Hz
4 4MHz

PAT T 37.0¢
TEE-T.; 37.7C

71 /min




PreviousTEER

Image no: 31 (1 of 12) 7:127,5, B: 255,0 Image no: 32 (5 of 10) 7:127,0, B: 254,0
1. Echo(lnnere) « 1. Echo(Innere) v = i
Serie: 1, Bild: 31 ~ Serie: 1, Bild: 32 v

e L Erw. Echo TIS0.3 MI 0.0%4"
Erw. Echo TISO6 MI0.4 X8-2t :
XB-2t 59Hz . s4
13Hz 14cm i

racm — 0 + MV VTI =
5.'?[:,“ ) =X C_essg,f, -4 Vmax 254 cmls
Ea% P Aus : Vm 185 cmis
P Aus Alig ; i Max PG 26 mmHg
= 1] MPG 16 mmHg
VTI 99.8 cm

(A
| IR )
| '."" «'.‘i
G (e

3

4 "y X
i e
(I m/

PAT.-T.: 37.0C
TEE-T.: 38.4C

147 Imin

Bild 1 von 12 Bild 5 von 10
Cine 27 von 53 Einzelbild Stapelbilder 1 von 2




ValveDelivery

SM3valveat least 3 mmmore ventricular than  Target finalposition of 80% atrial /
ventricular most functional turn 20%ventricular




ValveDelivery- Postdilatation




TIS0.5 MI 0.1

S3 4
& . +61.6
+ AV VTI

> Vmax 282 cmls
Vm 194 cmis
Max PG 32 mmHg
MPG 18 mmHg
VTI 62.3cm

-61.6
cmls

cmi/s



Follow-Up 3 Monate

Erw. Kard TIS1.0 MI0.S 29.09.202
X5-1c

19Hz S3 sS4
16cm A +616

87 Imin




