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# N Eliminace mitralni regurgitace redukci
,' /' & predozadniho rozméru mitralniho anulu
. pomoci transvalvarniho intraanularniho
Ly implantatu Mitral Bridge™ —
strednedobeé vysledky

Cerny S*., Subramanian VA**, BeneSova M*., MZourkova K*., Skalsky, I. *

* Nemocnice Na Homolce, Praha

** HRT, Heart Repair Technologies, Inc., USA
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degenerativni

P=n.s ) )
revmaticka

Survival (%)
o o o
Ls W -

02 1 o . P<0.0001

N W 11 1] (4]

Follow -up Years

Numnber at Risk:
Myxomatous 1002 521 230 79 19 2 1
Rheumatic 163 145 110 87 62 34 1

FUMR 23 £4 25 3 S 1

DiBardino DJ et al, J Thorac Cardiovasc Surg 2010; 139: 76-84

¥ 4

XXIV. sjezd Ceské kardiologické spoleénosti, 15.-18. kvétna 2016, Brno



Mitralni regurgitace —
klasifikace dle Carpentiera

Type | - Silal:
Valve dysfunction with
normal leaflet motion

Type ll -

Leaflet prolapse

Type llia -
Restricted leaflet
opening

Type llib -
Restricted leaflet
closure
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MVP vs. MVR u IMR
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Lorusso R et al: J Thorac Cardiovasc Surg 2013;145:128-39
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MVP vs. MVR u IMR
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+ Lorusso R et al: J Thorac Cardiovasc Surg 2013;145:128-39
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MVP vs. MVR u IMR

Prospektivni randomizovana studie (n=251)

The NEW ENGLAND JOURNAL of MEDICINE

‘ ORIGINAL ARTICLE ‘

Mitral-Valve Repair versus Replacement
for Severe Ischemic Mitral Regurgitation

Michael A. Acker, M.D., Michael K. Parides, Ph.D., Louis P. Perrault, M.D.,
Alan J. Moskowitz, M.D., Annetine C. Gelijns, Ph.D., Pierre Voisine, M.D.,
Peter K. Smith, M.D., Judy W. Hung, M.D., Eugene H. Blackstone, M.D.,
John D. Puskas, M.D., Michael Argenziano, M.D., James S. Gammie, M.D.,
Michael Mack, M.D., Deborah D. Ascheim, M.D., Emilia Bagiella, Ph.D.,
Ellen G. Moquete, R.N., T. Bruce Ferguson, M.D., Keith A. Horvath, M.D.,
Nancy L. Geller, Ph.D., Marissa A. Miller, D.V.M., Y. Joseph Woo, M.D.,
David A. D'Alessandro, M.D., Gorav Ailawadi, M.D., Francois Dagenais, M.D.,
Timothy J. Gardner, M.D., Patrick T. O’Gara, M.D., Robert E. Michler, M.D.,
and Irving L. Kron, M.D., for the CTSN*




MVP vs. MVR u IMR

Prospektivni randomizovana studie (n=251)

A Death
30
Hazard ratio, 0.79 (95% CI, 0.42-1.47)
P=0.45
24 MV replacement
R ———— ———tp
= T
il
o
104 -lj K MYV repair
rr
1]
0 T T T T
0 3 3 9 12
Months
No. at Risk
MV repair 126 116 114 109 106
MV replacement 125 109 104 103 101

B Composite Cardiac End Point

50+
) Hazard ratio, 0.91 (95% CI, 0.58-1.42)
£ 40 P-058
[
-]
S 304 MV replacement
v B ———
:E g
& 204 f-r MV repair
2 ;
g 10 i)
E |4
o
o T T T T
0 3 [ 9 12
Months
No. at Risk
MV repair 126 105 100 90 87
MV replacement 125 96 90 28 86

;.‘+)"- N : "
IR R RS Acker MA et al:N Engl J Med 2014; 370: 23 -32
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MVP vs. MVR u IMR

Prospektivni randomizovana studie (n=251)

TABLE & Selected 1-Year Outcomes of MV Repair Versus Replacement for
Severe Ischemic MR (From the Cardiothoracic Surgical Trials Network)

MV Repair MV Replacement

{n = 126} {n = 125} p Value
LVESVI (ml/m?; primary endpoint)  54.6 + 25.0 B60.7 + 31.5 o.as*
Recurrent moderate)severs MR 32.6% 2.3% = 0,001
Moderate 28.4%: 2.3% -
Severg 4.2% 0% -
Death 14.3% 17.6% 0.45
MY reaperation 2.4% 0% 0.25
Major adverse cardiac events| 32.5% 33.6% 0.86
Mew York Heart Association 9.0% 14.0% 0.28
furctional class 171V
Minnesota Living With 2454+ 231 19.6 = 19.4 012

Heart Failure score

Walwes are mean + 50 ar %% *Adpsted for death. $0eath, stroke, Mew York Heart Association
functional class increase by =1 grade, heart faslure rehospitalization, or mitral valve reaperation.
Adapted with permission from Acker et al. (50

LWESYI = left ventricular end-systolic voleme index; MY = mitral valve,

ST Acker MA et al:N Engl J Med 2014; 370: 23 -32
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Koncept Mitral Bridge™

e Transvalvarni mustek

implantovany v pfedozadnim Kotvicl ploska (e,
(AP) rozméru mitralniho anulu

 Pfima redukce AP rozméru Si”°°”'r:‘l;‘;‘t‘;':w
mitralniho anulu

« Zachovava zakfiveni cipki MCH Mitral Bridge

« ZKkracuje vzdalenost od
papilarnich svalu k cipu MCH

« Brani pohybu cipu nad uroven
anulu

* Iniciuje CasnéjSi uzavreni cipu
MCH

* Nevytvari restrikci mitralniho
anulu v komisuralni oblasti

a s 5
¥
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Mitral Bridge™ — experiment na
zvireti
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Mitral Bridge™ — experiment na
zvireti

=5 SURPASS
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/'S  Klinicka studie Mitral Bridge™

« Jednocentricka, observacni ,feasibility and safety”
FIH studie (schvaleno EK NNH a SUKL)

« 34 pacientu, 18 muzu

e Stupen MR = 3+

* Plna sternotomie nebo MT, MO, kardioplegie
« Mitralni plastika s pomoci Mitral Bridge™

« Trikuspidalni anuloplastika, Kryo MAZE, ACB

. » o
T de
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Klinicka studie Mitral Bridge™

Pocet pacientl (n) 34
Zenské pohlavi (n) 16 (47,1 %)
Vék (roky) 70,1 £5,8 (55-79)
Q4 Trikuspidalni regurgitace 2 3 st. (n) 29 (85,3 %)
Fibrilace sini (n) 30 (88,2 %)
ICHS (n) 8 (23,5 %)
- Minitorakotomie (n) 3 (8,9 %)

a s 5
A
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Klinicka studie Mitral Bridge™

EF (%) 55,9 *+ 10,66 (33 -75)
EDD (mm) 51,7 = 5.63 (35 - 65)
Stupen MR 3,4 0,48

ERO (cm?) 0.34 = 0,16

RV (ml) 55,3 * 21,2

Velikost LS (mm) 47&&18

AP rozmér anulu MCH (mm) /ﬁ,35 + 3A

Délka koaptace (mm) ( 353+14 )
Hloubka koaptace (mm) \wa

*8 pacienti hloubka koaptace > 6 mm
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Mitral Bridge™ 3D TEE

Pred implantaci Po implantaci

17/01/2014 10:38:44 TIS0.2 MI0.4
CX7-2tITEE2

Y
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TNy ped y W
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. MALVL 11/02/2014 10:54:19 TIS0.2 MI0.4

001 CX7-2tITEE2
FR 11Hz

7.3em

M4
Live 3D 0
3D 22% - ’
3D 27dB

Gen

| — - -
-—

PAT T: 37.0C
TEE T: 38 6C

/
PAT T: 37.0C
B = = 1 1

Plochy anulus Sedlovity tvar
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Pred implantaci

MALVL 17101/2014 10:37:39 TIS0.1 MI 0.4
Nem. Na Homolce KCH CX7-2tITEE2

PHILIPS MALVL

MB 001

FR 52Hz
9.0cm

2D o 129 180
65%

C 50

P Off

Gen

R
B

+ Dist 2.79 cmg
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Po implantaci

AP rozmer anulu 2D TEE

11/02/2014 10:57:41

Nem. Na Homolce KCH

CX7-2tITEE2

TIS0.1 MI 0.4

M4




Délka koaptace 2D TEE

Pred implantaci Po implantaci

) PHILIPS MALVL 1710172014 10:36:44 TIS0.1 MI 0.4
Nem. Na Homolce KCH CX7-2tITEE2

PHILIPS TIS0.1 MI 0.3

Nemocnice Na Homolce CX7-2tITEE
M4

FR 91Hz
9.5cm

2D
69%
C 50
P Off
Pen

B

“AANA

[
+ Dist 0.682 cmig 226bpm
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Pred implantaci

17/01/2014 10:32:43 TIS0.8 MI0.4
CX7-2tITEE2

PHILIPS MALVL
001

M4 M4
+61.6

FR 13Hz
12em

20

73%

C 50

P Off

MR stupen 4
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Po implantaci

11/02/2014 10:53:26

CX7-2tITEE2

MR stupen 0

Mitralni regurgitace - 2D TEE

TIS0.4




Mitral Bridge™ 3D TEE

1 tyden 24 mésicl

2014/10/09  09:22:10AM
Nem. Na Homolce KCH

11/02/2014 10:54:19 TIS0.2 MI 0.4
CX7-2tITEE2
VROHz 0 125 180

6cm \

Live 3D
3D 25%
3D 24dB

PAT T: 37.0C
TEE T 39 6C

8 pacientu: FU 2 24 mésicl ﬁ;[[
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Mitral Bridge Clinical Study — SLD, CoaptH,
MG

#-S| diameter (mm) #-Coaptation height (mm) =®=|\lean gradient (mmHg)

7,9 7,8

T -
- -
L 4

2,1 2,1
¥ % : : -

Preop (34 pts) 1 months FU (34 pts) 3 months FU (34 pts) 6 months FU (34 pts) 12 months FU (33 pts)

A
A
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Mitral Bridge Clinical Study — SLD, CoaptH,
MG

#-S| diameter (mm) #-Coaptation height (mm) =®=|\lean gradient (mmHg)

p < 0,001

7,9 7,8

T -
- -
L 4

2,1 2,1
¥ % : : -

Preop (34 pts) 1 months FU (34 pts) 3 months FU (34 pts) 6 months FU (34 pts) 12 months FU (33 pts)

A
A
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Mitral Bridge Clinical Study — SLD, CoaptH,
MG

#-S| diameter (mm) #-Coaptation height (mm) =®=|\lean gradient (mmHg)

p < 0,001

==
-
4

3, 2"1 2,1
1

5
4 . '

Preop (34 pts) 1 months FU (34 pts) 3 months FU (34 pts) 6 months FU (34 pts) 12 months FU (33 pts)

A
A
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Mitral Bridge Clinical Study — SLD, CoaptH,
MG

#-S| diameter (mm) #-Coaptation height (mm) =®=|\lean gradient (mmHg)

p < 0,001

7,7

- -
- -
-+ 4

3,5 2,1 2'1' 1,85 = ns.
1,4 '

Preop (34 pts) 1 months FU (34 pts) 3 months FU (34 pts) 6 months FU (34 pts) 12 months FU (33 pts)

A
A
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Mitral Bridge Clinical Study — SLD, CoaptH,
MG

#-S| diameter (mm) #-Coaptation height (mm) =®=|\lean gradient (mmHg)
p <0,001

-
-
4

21 2,1 1,85p = ns.
. L -

3,5
1,4

Preop (34 pts) 1 months FU (34 pts) 3 months FU (34 pts) 6 months FU (34 pts) 12 months FU (33 pts)

Nizké gradienty, zadny SAM, zadna obstrukce LVOT, zadna AR

R T s 1)
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Mitral Bridge Clinical Study — MR Grade

™ MR (grade)

Preop (34 pts)

1 months }U (34 pts) 3 months FU (34 pts) 6 months

FU (34 pts) 12 months|

[FU (33 pts)




Mitral Bridge Clinical Study — MR Grade

™ MR (grade)
p < 0,001

Preop (34 pts)

1 months }U (34 pts) 3 months FU (34 pts) 6 months

FU (34 pts) 12 months|

[FU (33 pts)




Mitral Bridge Clinical Study — MR Grade

™ MR (grade)
p < 0,001

Preop (34 pts)

1 months }U (34 pts) 3 months FU (34 pts) 6 months

FU (34 pts) 12 months|

[FU (33 pts)




Mitral Bridge Clinical Study — MR Grade

4+ »* 3+ E 2+ K 1+ » O+

A

‘I
=, N W b
o O O O
X X X R
=
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1+ 1+ "

— R

R e S 0% ¥ =,
SR %‘:\‘ Baseline (34 pts) 1 months FU (34 pts) 3 months FU (34 pts) 6 months FU (34 pts) 12 months FU (33 pts)
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Klinicka studie Mitral Bridge™

Sledovani (mésice) 17,3 + 4,7 (10-26)
Casna a pozdni mortalita 0

Komplikace vztazené k 0

implantatu

Reintervence 3 (8,8%)
Neurologické komplikace 0

Antikoagulacni lécba 9 /34 (26,5%)

o

el B
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Rekurentni MR

YHILIBS 30/06/2014 10:55:30 TIS0.8 MI 0.4

CX7-2tITEE2

FR 10Hz
11em

2D
75%
C 50
P Off
Gen

CF

59%
4.4MHz
WF High
Med

Paravalvularni MR, zadna centralni MR, délka koaptace OK
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Rekurentni MR

¥ 4
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Rekurentni MR
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 Mitral Bridge™ eliminuje FMR pfimou redukci AP
rozmeru mitralniho anulu

* Procedura je bezpecCna a efektivni

* Redukce AP rozmeéeru mitralniho anulu, zvyseni
delky koptace a redukce MR jsou stabilni v
prubéhu 12ti mésicniho sledovani

« Implantace Mitral Bridge™ vyZaduje upravu
chirurgické techniky ve srovnani s klasickymi
mitralnim anuloplastickymi prstenci
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Jak dale ???
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16 Fr vnitini primér
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CESKA SPOLECNOST
KARDIOVASKULARNI
CHIRURGIE

Déekuji za pozornost !

!
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