Cerebralni protekce Sentinel pri implantaci
TAVI




Uvod

» Vyskyt CMP (major stroke) se po TAVI udava u 1-3-5%
vykonu.

» Dvouletd mortalita po TAVI je bez CMP 19.8% vs. po CMP
83.3% (PARTNER High risk cohort), p<0.0001

» Podle metanalyzy 26 studii pouzivajicich MRI pred a po

TAVI je vyskyt novych némych ischemickych lozisek
77.5%

» Bézné MRI defekty pri TAVI jsou 300 mm?3

» 1 mm3 defekt pri MRI predstavuje:
» 80 000 neurony
» 4.5 mil synapsi,

.«-—

1/ Pagnesi M. Int J of Cardiol. 2016



TriGuard Embolic
Deflection Device
(Keystone Heart)'

Pore Size: 130 ym
Delivery Sheath: 9F
Access: _Transfemoral |

Coverage: Brachiocephalic, left
common carotid, left subclavian

Sentinel Cerebral
Protection System
(Claret Medical)?

Pore Size: 140 ym
Delivery Sheath: 6F
Access: Brachial or radial

Coverage: Brachiocaphalic, left
common carotid

Embrella Embolic
Deflector System

(Edwards Lifesciences)?

Pore Size: 100 pm

Delivery Sheath: 6F
Access:_Brachial

Coverage: Brachiocephalic, left
common carotid

Dostupné
systémy pro
cerebralni
protekci



Sentinel cerebral
protection,
Claret Medical,
nyni Boston
Scientific




/avadéni sytemu Sentinel




Stahovani cerebralni protekce
Sentinel




Prochod TAVI pres oblouk




Histologickd analyza vzorku od pacientu
Z Il. Interni kliniky VEN

» Soubor 26 pacientU (52 kosicku)

» U viech pacientu byla implantovdna self-expandabilni chlopen
Evolut R

» 16 kosicku (30.7%) neobsahovalo zadny materidll

» U 22 pacientU (84.6%) byl nalezen materidl alespon v jednom z
kosicky

» 14 pacientU (53.8%) mélo zachyceny materidl v obou z kosicku

» Maximdini rozmér zachyceného materidlu byl 3.2 mm, v prOméru
pak 0.98 mm



Vzorky zachyceneho materidlu




Mikroskopickd analyza zachyceného materidlu

TISSUE TYPES

m Cholesterol mFibrous mValve Coagulum m Calcification

T. Kovarnik. EuroPCR 2019



Histologickad klasifikace ziskaného
materialu

Akutni Histopathology
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+lotus > 53 p<0.05

T. Schmidt. CRT 2018



Redukce lozisek pri MRI hodnoceni
— CLEAN TAVI
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Vyskyt pacientu bez MRI lozisek
studie MISTRAL
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Neurological Outcomes With Embolic
Protection Devices in Patients Undergoing

CrossMark

Transcatheter Aortic Valve Replacement

A Systematic Review and Meta-Analysis of
Randomized Controlled Trials

e 4 randomizovane studie, 282 nemocnych

e Pouziti cerebradlni protekce bylo spojeno s:
— mensim objemem ischemickych lezi
— mensim poctem novych ischemickych lézi
— mensim poctem pacientU s novou ischemickou |ézi

Giustino G. JACC CV Interv. 2016:9:2124-33



Cerebral Embolic Protection During
Transfemoral Aortic Valve Replacement
Significantly Reduces Death and Stroke

Compared With Unprotected Procedures

Julia Seeger, MD,* Birgid Gonska, MD,” Markus Otto, MD,"” Wolfgang Rottbauer, MD,* Jochen W&hrle, MD*

e 802 konsekutivnich nerandomizovanych pacientU s
TAVI

e 280 (34.9%) s cerebrdlni protekci

* Propensity matched analyza 280 vs. 280 pac.
i =Zhe /&

A F

J.Seeger JACC CV Interv. 2017



TABLE 2 Procedural Data: Propensity-Matched Population

Cerebral Embolic
Protection

No Cerebral
Embolic Protection

_Aalve size, mm
Edwards Sapien 3*

Medtronic Evolut R:

Activated clotting time, s
Pre-dilation

Post-dilation

Implantation =1 valve
Conversion to surgery
Immediate procedural mortality
Fluoroscopy time, min

Valve repositioning

Adjunctive PCl

Contrast amount, ml

Coronary obstruction

Annular rupture

(n = 280)

257 + 211
185 (66.1)
70 (25.0)
25 (8.9)
258 + 39
244 (87.7)

1(0.4)

0 (0)

0 (0)

4 (1.4)
191 + 7.7
36 (12.9)

4 (1.4)

87 + 31

0 (0)

0 (0)

J. Seeger JACC CV Interv.

2°N17

(n = 280)

263 + 2]
146 (52.1)
87 (31.1)
47 (16.8)
261 + 35
258 (92.7)
3(1.1)

0 (0)

0 (0)
1(04)
206 + 7.1
41 (14.6)
6 (2.1)
88 + 31
1(0.4)
1(0.4)




TABLE 3 Outcome: Propensity-Matched Population

P ortality or stroke

Disabling and nondisabling stroke

Disabling
Nondisabling

Acute kidney injury stage 2/3

Major vascular complications
Major bleeding

SENTINEL endpoint®

No Cerebral Cerebral
Embolic Embolic
Protection Protection
(n = 280) (n = 280)

19 (6.8)
13 (4.6)
9(3.2)
4 (1.4)
8 (2.9)
4 (1.4)
10 (3.6)
12 (4.3)
22 (7.9)

OR (95% ) p Value

030 (0.12-0.77)
0.29 (0.10-0.93)
0.1 (0.01-0.86)
0.75 (0.17-3.38)
0.25 (0.05-1.20)
0.64 (0.15-2.71)

0.64 (0.23-1.78)
0.33 (0.11-1.05)

0.32 (0.14-0.77)

J. Seeger JACC CV Interv. 2017




Study or Subgroup

CLEAN-TAVI
DEFLECT-1II
EMBOL-X
MISTRAL-C
SENTINEL

Total (95% CI)
Total events

Cerebral Embolic
Protection During TAVR

A Clinical Event Meta-Analysis

Embolic protection
Events Total

50
46
14
32
234

376

CrossMark

FIGURE 1 Cinical Outcomes in Patients Undergoing TAVR With Versus Without Embolic Protection Devices

Death or stroke

No embolic protection
Events Total Weight

50 15.9%
39 137%
16

33 187%
1M  51.7%

249 100.0%

Heterogeneity: Chi2 =1.68, df =3 (P= 0.64); B = 0%
Test for overall effect: Z = 2.01 (P = 0.04)

Risk Ratio
M-H, Fixed, 95% CI

Risk Ratio
M-H, Fixed (95% CI)

0.80 (0.23-2.81)
0.64 (0.15-2.67)
Not estimable
0.17 (0.02-1.35)
0.63(0.31-1.29)

0.57 (0.33-0.98)

0.1 10
Favors EP Favors no EP

JACC VOL. 69, NO. 4, 2017

JANUARY 31, 2017:463-T04
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Embolizace a mikroembolizace do CNS jsou pri TAVI Casté
» ziejmé vice u samoexpandabilnich chlopni

Cerebrdlni protekce v naprosté vetsiné pourziti zachycuje materidl uvolnény pfri
TAVI

Dochdzi k redukci poctu i rozsahu cerebrdalnich embolizaci
Klinickd data stdle vice potvrzuji klinicky benefit
Sentinel ziskal FDA schvaleni v roce 2017
Mozny vybér pacientu:
» pacienti po ICMP nebo s fibrilaci sini
» bikuspiddlni aortdlni chlopen
» porceldnovd aorta

Cerebrdlni protekci Ize vyuzit nejen pri TAVI:
» Endomyokardidini biopsie z levé komory
» LAAO
» MitraClip



