Lékatska W
@ fakulta

FAKULTNI NEMOCNICE® KOMPLEXN(
oLOMoOucC Ur(l)irerzita Palackého KARDIOVASKULARNI CEN]_'R’UM

FAKULTNI MEMOCHICE OLOMO

M.Sluka, FN Olomouc



The NEW ENGLAND
JOURNAL of MEDICINE

|

[ ORIGINAI ARTICLI ]

Percutaneous Repair or Medical Treatment
for Secondary Mitral Regurgitation

e 1.studie srovnavajici efekt korekce FMR MitraClipem proti
optimalni medikamentdzni terapii

* Primarni endpoint — celkova mortalita nebo rehospitalizace HF
(1.rehospitalizace pro HF)/12 mésict
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Klinické souvislosti

* Pacienti s HF, u kterych vznika MR sekundarné v ramci poruchy
systolické fce LK maji horsi prognozu, kvalitu zivota a Cetnéjsi
hospitalizace pro srdecni dekompenzaci

* Medikamentozni terapie a CRT mohou pouze u nekterych
pacientl vést k redukci MR a symptomatické ulevé

* Chirurgicka korekce funkcni (sekundarni) MR neni spojena se
zlepsenim prognozy, naopak casto dochazi k rekurenci zavazné
MR
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Mitra.fr vs. COAPT
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Percutaneous Repair or Medical Treatment
for Secondary Mitral Regurgitation

J.-F. Obadia, D. Messika-Zeitoun, G. Leurent, B. lung, G. Bonnet, N. Piriou,
T. Lefevre, C. Piot, F. Rouleau D. Carrié, M. Nejjari, P. Ohlmann, F. Leclercg,

Transcatheter Mitral-Valve Repair in Patients
with Heart Failure

G.W. Stone, ).A. Lindenfeld, W.T. Abraham, S. Kar, D.S. Lim, J.M. Mishell,
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Mitra.fr vs. COAPT

Mitra.fr (n=304) COAPT (n=614)

288 pts.

37 center

Primarni endpoint 1 rok
Akademicka studie

ECHO corelab

EF 15-40%

EROA > 20 mm? nebo RV > 30 ml
MT per ,real world“ practice

Nebylo centrdlni schvalovani zarazeni pac. (exl. 32%)

350 pts.

80 center

Primarni endpoint 2 roky
Medical industry driven
ECHO corelab

EF 20-50%, LVESd £ 70 mm
EROA > 30 mm?

Zarazeni az optimalizaci davky (GDMT)

Selektovand populace (exl. 58%)




Mitra.fr 2y follow-up
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Mitra.fr 2y follow-up

@m%u

1.13

(0.81-1.56) 0.47

\T:{im

HR 0.97; 95% CI 0.72 to 1.30

1.0 4
o 0.8+
b
2 g
E =
|
o] ﬁ 0.6 -
s 8
: £
= g 0.4 -
g
TR
I
0.2 -
0.0 -
Control group

Intervention group

V] 3 6 9 12 15 18 21 24
Months
| Intervention Conirol group Intervention group |
152 116 o4 81 73 56 50 3
151 103 91 77 67 61 56 33




Mitra.fr 2y follow-up

m Percut. repair Medical treatment
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Mitra.fr 2y follow-up

200 — Medical treat.

‘\ y /‘ e, Kft Cumulative Incidence 186 rehosp
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Mitra.fr 2y follow-up
T o) | comiesie

Roll in period

Enrolment / Inclusion / center

5 patient / Center
3.2 years: 8.2 /Center = 2,6/y

3 patient / center

4.8vyears: 7.8/center=> 1.6/y

Technical Implantation success 96% 98%
4 EROA (mean # SD) 31 + 10 mm? 41+ 15 mm? )
LVEDV (mean % SD) 135 + 35 mL/m? 101 + 34 mL/m?

GDMT at baseline and FU

N

variable adjustment in each group

per “real-world” practice

GDMT at baseline
few major changes during FU

Mortality at 1y and 2y

= 23% and 34%

= 20% and 46%/29%

[ MR =3+ atBL=> 12m = 24m

8% > 17% > ?

74% > 5%>09% |

Obadia JF, ESC Congress 2019, Paris
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Mitra.fr 2y follow-up

~ Cilova populace k randomizaci?????
\ /-ngn Pop

N

Baseline 12 months 12 months
100% 100%
75% 75%
50% 50%
25% 25%
0% 0%
- P<0.001 4T




Proportionate and Disproportionate
FMR: A New Conceptual Framework to
Explain Differences in Clinical Trial
Outcomes.

Paul A. Grayburn, MD
Baylor Scott & White Heart & Vascular Hospitals,
Dallas and Plano, TX

TVT 2019, Chicago q? Lékaiska fakulta p
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Mitra.fr vs COAPT
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Indikace ke korekci FMR MitraCIipem

VI/IVe

proporcionalni s ohledem na LVEDV,
potom by mél byt terapeuticky pristup cilen na
ovlivnéni dilatace LK

Proportionate MR

Pokud je MR disproporcni s ohledem na
dilataci LK a nemuze byt vysvétlena
hodnotou LVEDV, potom by terapie méla
byt cilena na struktury mitralni chlopné
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Zaver |

e 24meésicni vysledky Mitra.fr, cilené na viceméne ,real-
world“ populaci, potvrdily, ze aditivni korekce FMR
MitraClipem nevedla k redukci mortality Ci rizika
neplanované hospitalizace pro HF

* Po 24 mésicich byl patrny pozitivni trend v ramci
urcitych podskupin pacientl nebo post-hoc analyzach,
nicméné chybi dostatecna statisticka opora k podpore
takovych zavéru
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Zaver |l

* COAPT byla zamérena na velmi selektovanou skupinu
pacientU se zavaznéjsi FMR a méneé dilatovanou LK, u
kterych korekce MitraClipem vedlIa ke snizeni rizika
umrti nebo Cetnosti hospitalizaci pro HF

* Vysledky obou studii nejsou tudiz protichudné, ale
navzajem se doplnujici

* Dalsi analyza dat by méla pomoci k lepsi definici
“optimalniho” pacienta ke korekci MitraClipem
(predikce klinického benefitu)
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