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SLEDOVANI.
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MitraClip

= perkutanni, edge-to-edge repair”
%Transcatheter Mitral Valve Repair = s pouZitim implantabilniho clipu
MitraClip® System intervence strednich scalopl mitralni

chlopné, vytvoreni dvojitého otvoru
mitralni chlopné
= Klinické indikace k MitraClipu
- vyznamna sekundarni mitralni
regurgitace
- vysokeé riziko pro kardiochirurgicky
vykon (EuroScore, komorbidity,

predchozi KCH vykon), posouzeno Heart
Teamem

- pres optimalni [éCbu srd. selhani
RER T — (medikamentdzni, revaskularizace, CRT),
NYHA [lI-1V

- vhodna anatomie




Cil prace a metodika

Analyza klinickych a echokardiografickych vysledku u
pacientl podstupujicich implantaci MitraClipu v 12
mesicnim sledovani

soubor 38 pacient

klinické a echokardiografické (TTE) hodnoceni pred
implantacia 1, 6 a 12 mésict po vykonu

U 28 pacientl provedeno podrobné hemodynamické
vysetreni pred a po vykonu



Charakteristika souboru pacientu
s T primérssppotet(n)

Vék (roky)

Muzi

ICHS

Infarkt myokardu

CABG

Dilatac¢ni kardiomyopatie
Fibrilace sini

Hospitalizace pro srdec¢ni selhani v poslednim roce
CMP

ICHDK

Diabetes mellitus

Arteridlni hypertenze
Hyperlipidemie

Chronicka renalni insuficience
Plicni onemocnéni

Logistické Euroscore2 (%)

70,4+ 8
28 (74%)
30 (79%)
22 (58%)
13 (34%)
8 (21%)
25 (66%)
18 (47%)
16 (42%)
7 (18%)
28 (74%)
30 (79%)
15 (39%)
24 (63%)
14 (37%)
9,3+8,7



Echokardiografie
s | rmirsopoiein

EDD LKS (mm) 65,4+ 6,2
ESD LKS (mm) 56,8+ 7,7
LV Volume (ml) 197 + 55

EF LKS (%) 32,2+11,9
LS (mm) 51,3+4,5
LS objem (ml) 99,1+28,4
MR 4/4 29 (76,3%)
Funkéni MR 35 (92%)

ERO (mm2) 28,7 + 14,4
RV (ml) 49,2 +12,2
Vena contracta (mm) 7,0+1,2

Mitrdlni prstenec (mm) 39,4+4,8
PK v PLAX (mm) 30,8+4,9
TAPSE (mm) 17,1+3,6
Trikuspidalni regurgitace 1,9+1,0

PAP (mmHg) 43,8 +11,2



Mortalita
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N=38, 12-mési¢ni mortalita 24% (9 pacient()



Kombinovany endpoint — umrti,
hospitalizace pro srdecni selhani

EVENT-FREE SURVIVAL
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N=38, umrti nebo hospitalizace pro srdecni selhaniv 12 mési¢nim sledovani u 42% (16 pacient().



Stupen MR

Baseline 1 Month 6 Month 12Month




Funkcni klasifikace NYHA

N B e

® NYHA Il
" NYHA
T NYHA |

Baseline 1 Month 6 Month 12Month




Vysledk
N=38, Prumér + SD, pocet (%) m Zemfreli(N=9)

Vék (roky) 69,7+8,4 69,3%5,9

Muzi 21(72%) 7 (78%) NS
ICHS 23 (79%) 7 (78%) NS
Infarkt myokardu 18 (62%) 4 (44%) NS
Dilata¢ni kardiomyopatie 6 (21%) 2 (22%) NS
Diabetes mellitus 20 (71%) 8 (89%) 0.09
Arteridlni hypertenze 22 (76%) 8 (89%) 0.34
Kreatinin (ug/I) 118 + 29 135457 0.28
Plicni onemocnéni 10 (34%) 4 (44%) 0.41

Logisticke Euroscore2 (%) 6,6 £5,0 13,4+ 16,7 0.06



Echokardiografie a hemodynamika

EDD LKS (mm)

Objem levé komory (ml)

LS (mm)

EF LKS (%)

ERO (mm?2)

RV (ml)

Mitralni prstenec (mm)
Postproceduralni MR 3-4/4
PK v PLAX (mm)
TAPSE(mm)

Trikuspidalni regurgitace
PAP (mmHg)

Invazivni PAP (mmHg)
PCWP (mmHg)

Srdecni vydej (I/min)

Rozdil CO po vykonu (I/min)

64,7 +5,9
203 £ 63
50,9 +4,6
33,6 +11,9
28,3+16,1
48,5+12,8
39,0+6,1
6 (20,7%)
30,2+4,8
17,9+3,5
1,7+1,1
43,3+10,8
44,0+ 15,4
19,5+6,2
3,711
30+£1,8

66,3 £ 6,8
188 +£43
51,8+3,1
29,0+11,4
29,2 +£16,9
49,0+ 10,5
40,2 £4,5
3(33%)
31,4+5,5
15,3+3,8
2,6+1,0
44,4+12,1
49,4 + 21,0
19,0+ 6,5
4,4+1,0
1,5+0,6

0,89
0,67
0,93
0,32
0,87
0,92
0,87
0,42
0,52
0,08
0,04
0,84
0,52
0,87
0,45
0,01



Table | Baseline characteristics of patients undergoing MitraClip implantation in different registries and trials

Age (years)

Female gender, n (%)
WY HA functional class /1Y, n (%)
Left ventricular ejection fraction
LVEF (%)
LVEF, < 30%, n (%)
LVEF, 30- 508, n (%)

LVEF =50%, n (%)

Aetiology of MR, n (%)
Secondary
Primary

Severity of MR, n (%)

I+ M+ (14, 24, 3+, 44)
Severe (mild, moderate, severe)

Comarbidities, n (%)
Coronary artery disease
Previous myocardial infaretion
Previous stroke
Atrial fibrillation
Diabetes melitus
COPD
Renal failure
Previous CABG
Previous AVR or TAVR

Previous MY surgery or intervention

Previous valve surgery

135/184 (73.4%)

EVEREST Il
(n = 184)

673 4 12.8°

69184 (37.5%)
94/184 (51.1%)

800 + 10.1*

49/184 (26 6%)

1761184 (95.7%)
NA

86/183 (47.0%)
401183 (21.9%)
NA

59/175 (33.7%)
141184 (76%)
271183 (14.8%)
§/184 (3.3%)
381184 (20.7%)
NA

0

NA

Puls M. Et al. EHJ 2016

ACESS-EU
(n=567)

717496

206/567 (36.2%)
466/549 (845%)

NA
193/562 (34.3%)
NA

MNA

393/510 (77.1%)

1M7/510 (22.9%)

554/567 (97.7%)
NA

154/565 (627%)
175/547 (32.0%)
73/566 (125%)
156/526 (67.7%)
168/567 (29.6%)
107/562 (19.0%)
136/567 (416%)
164/567 (285%)
NA

NA

NA

Transcatheter Valve
Treatment Sentinel Pilot

Registry (n = 618)

742497
232628 (36.5%)
537/628 (85.5%)

4264159
206/628 (32.8%)
A,

A

4520628 (72.0%)
176/628 (28.0%)

NA
541/368 (86.1%)

194/628 (30.9%)
196/628 (31.2%)
S0/628 (14.4%)
199/628 (31.7%)
175/628 (27.9%)
121/628 (19.3%)
192/628 (30.5%)
203/628 (31.3%)
NA

NA

65/628 (10.4%)

TRAMI ( prospective
cohort) (n = T749)

760 [71.0-810)°

289/749 (386%)
646/726 (89.0%)

NA
236/700 (33.7%)
247/700 (35.3%)

217/700 (31.0%)

478/670 (71.3%)°

172618 (278%)°

MNA

6601704 (938%)

424/543 (78.1%)
201/721 (275%)
76/718 (106%)
319/724 (44.1%)
2261719 (314%)
160/718 (22.3%)
466/714 (65.5%)
186/724 (25.7%)
66/724 (9.1%)
14/726 (1.9%)
NA

FNKV (n=38)

Vék 70,4 let

NYHA 11I/IV 94%

LVEF 32%

FMR 92%



Table 3  Oneyear outcorme s afeer MitraC lip implant@ation in differ ent registries and trials

EYEREST Il ACESS-EW Transcathotor Walve Treatment TRAMI
n = 184} [n = 5&T) Sentinel Pilot Registry P [prospectve FNKV (n=38)
Sentinel Pilot Repgistry (n = 5520628) cohort) (n = T49)
Mioral repurgiaton & 1 year, n (%)
Ploreefrmild A BLA 21ATE6E [(SEE%) A
Moderae A BLA 130368 I':h.‘n..%] A o
Zevra A A 2ELE (L0 MA M R 3—4 4 40 A)
04714 B4M53 [545%) 1002 T [(30E%) rA A
2+ 4153 [26EE) 158327 (48 5X) rA A
34744 ZHASSE [(183%) EWNIIT [(21.1%]) MA LA
MYHA dazs & 1 year. (5]
= 1BOA B4 (ITAN) 245343 (T1.5%) TESEST (TATH) IOSESEE (633 NYHA I | I/IV 40%
i L ared (1) FESES [ZEE) FREST (25 8%) AT TEE2 (367 %)
Quality of e
EQ-50-31 {aoempared A BLA rA
with baseline)
Mokslay A BLA rA o B2
Sl cane A BLA RLA == 000
Usual actsites A A A o
Pain/dizcomfort A A FA oz
Arpdetyide pression A A FA = L0001
EC WAS [compared widh Bassline] A A LA B0.0 [50—70] we 500
L4040
Pe DUDD0
3b-rem shortform Health Sureey o aT A FA A
{compared with basslins) & = 0001}
MLUH PO (compared with Enoeline) A brprovesmet of FA A
135 + 205 points
(P = D001}
SMWT [ompared with Baselins) A mprovesment of FA A
595+ 1124 m
(P == 0001}
Al e e enwerTis
MACTE [desgi, ML and sirake)
Dresh 11AE1 (a1%) FEGET [173%) 153% (Kaplan—Meer ouree) 152749 (203 %) .
Myocardial infandtion 17184 [0.5%]) ASET [14%) A AT (099 Morta | |ta 24%
Strodkos 2r184 (1.1%] &EET [11%) MA WX [(1%])
Pon-MACCE
TLA 17184 (0.5%) BLA rA 16 5806 (3L
Bleeding complicasans S84 (2T} TTISET [4EK) A AT [ 12.4%)
Meed for resuscration 2184 (1.1%) 12567 [Z1%) rA WL [L1%) . .
e .M - ix S Rehospitalizace
Cardiac d oo prers atian A LA 228% (Kapian— Mo ouree) B05EEL [14.1%) 0
Orher cardiac reasan A Y FA 101564 (17 B%) pro H F 27 A)
For-cardiac resson A BLA PA 144564 (25 8%)

NCDR STS/ACC TVT Registry, 2952 pacientu, 25,9% 1-ro¢ni mortalita, 37,9% kombinovany
endpoint (mortalita, nebo rehospitalizace pro HF), u FMR 49%, CAVE Median age 82 let!!!

Puls M. Et al. EHJ 2016, Sorajja P et al., ACC 2017



Diskuze

Populace meéla nizsi EF v porovnani s registry
Vyssi vyskyt funkéni MR v porovnani s registry

Prvnich 38 pacientl implantovanych v nasem
centru — learning curve (technika implantace,
spravna selekce pacientu)

AZ 6/38 postproceduralni MR 3-4/4

Mortalita, % rehospitalizaci, funkcni trida v 1
roce porovnatelna s velkymi registry



Zaver

* MitraClip je indikovan pro selektovanou skupinu
pacientu, kteri byli odmitnuti kardiochirurgem k
vykonu pro vysoké operacni riziko

 Mortalita a morbidita v souboru je jisté ovlivnéna
vstupnimi parametry a klinickym stavem pacientu

* 1-ro¢ni mortalita pacientu v nasem souboru byla
statisticky vyznamné ovlivnéna nizkym zvysenim
srdecniho vydeje den po vykonu a stupném
trikuspidalni regurgitace pred vykonem.



Deékuji za pozornost



