KDY ZVAZOVAT OKLUZI OUSKA
LEVE SINE ?

Petr Neuzil

Kardiocentrum Nemocnice Na Homolce,

Praha
E mail: pneuzil@seznam.cz




LAA: nejcastéjsi zdroj tromboembolie

Vychazi z embryonalni siné, leva sin ale vznika z plicnich zil

Morfologie ouska a rizikovost CMP
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Funkce:
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1) velka elasticita a schopnost distenze — rezervoar behem diastoly sini
2) relativne silnou kontrakci pomaha plnit komoru

3) ligamentum po Marshallové zile — arytmogenicita ouska
4) sekrece AN P/BNP
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,Pacient s FiS ousko nepotrebuje”

TEE:
vydejova rychlost < 50 cm/s
— riziko tromboembolie

TEE studie:

90-100% vsech tromb(
lokalizovano v ousku

Di Biase, 2012; Naksuk, 2016; Herman, 2021



LAA:

patofyziologie tromboembolie

1. Redukce rychlosti pratoku LAA
—> staza je nezavisly prediktor rizika CMP.

2. Prutok mitralnim ustim (E vina) a zvySeni plniciho tlaku
—> zvySena tvorba trombu

3. Rustovy hormon a VEGF - exprese tkanoveho faktoru
na povrchu endotelia - zvySena tvorba trombu

4. NO syntaza — endokardialni stress
— redukce produkce NO pfi AF - zvySena tvorba trombu

5. ZvySena exprese ACE ve sténé leveé siné
— angiotensin stimuluje zanét a remodelaci LS
- zvySena tvorba trombu

R Fibrinogen 'Throrr;bin-antimrombin
1 Platelet microparticles f' Pmthg'{'bi"d : compiexes
ragments 1 an !
1 Beta-thromboglobulin . B D-dimers
Thrombus

1 Von Willebrand facty' formation

Growth facﬁ' (- )
(e.g., VEGF)/" Gene polymorphisms y ’ ) =y |
o Extracellular matrix tunover &

[ Inflammation |

e Oedema \ N\
B cD 40 ligand “ \ Contractility §
fis ;

Neutrophil infiltration P

“Myocyte hypertrophy

| Prothrombotic state |\ /\”‘\ | Endothelial denudation |
p

\ N

Smoothing
/ of the luminal
surface

%
Stasis
%

LAAsize®

LAA morphology



LAAO: prvni okluze v CR - 29.10.2004 NNH

« Endovazalni okluze

PLAATO

Primary endpoints

Closure of the LAA at two months measured by TEE 126,140
(data available in 140/162 patients) (90%)
Stroke rate at 129 patient years of follow-up 2.3%

65% Redukce rizika
(ve srovnani s Warfarinem - 66%)

 Perikardialni



Indikace mechanické okluze LAA

Indikacni skupiny:

Recommendations for occlusion or exclusion of the LAA

LAA occlusion may be considered for stroke prevention in patients with AF and contraindications for long-term anticoagulant
448,449, 481,482

b B

treatment (e.g. intracranial bleeding without a reversible cause).

Zvysene riziko kardioembolie a s absolutni nebo relativni, trvalou nebo i doCasnou Ki k
antikoagulaci.

Elektricky odpojené (nestahujici se) ousko ablaci z duvodu arytmického zdroje
VétSinou center neni uzivana jako alternativa v pfipadé bezproblemové antikoagulace

Typicky indikovana u pacientu:

intrakranialnim/GIT krvaceni z neodstranitelnych pricCin (varixy, teleangiektasie)
amyloidova angiopatie \\ —
dialyzovanych N
rekurentni systémové embolizaci i pres antikoagulaci
nalez trombu v ousku i pres antikoagulaci

pacienti v riziku padu




Okluze LAA
Pristupy k mechanické okluzi LAA

Watchman = FLX

Wavecrest Occlutech+ Conformal UltraSeal Lariat




Planovani okluze LAA

3D CCTA zobrazeni - s ruznymi priklady tvaru LAA a vizualizace planovani optimalni pozice
implantovaného okluderu WATCHMAN (modre) a AMULET (Cervené)




Novéjsi mechanické okluderyLAA

Okluder ,,Wavecrest

Zakladni vlastnosti:
1. Vysouvaci uchytové kotvicky
2. Zachyt 20 kotvicih elementu
3. Distalni aplikace kontrastu

Wavecrest

| R\ aitiom

’ R\ f ;;:"'""fl ¢
N T

QY




eaky po LAAC

Je rozdil mezi velikosti leaku??

PROTECT AF Any Residual Flow No Flow p Value
Efficacy 9/182 (5%) 18/263 (7%) 0.572
Ischemic stroke/systemic 5/182 (3%) 11/263 (4%) 0.669

embolism

Viles-Gonzalez JF ... Reddy VY. J Am Coll Cardiol. 2012;59:923-9
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S.Singh / V.Reddy Heart Rhythm Society — Abstract (2018)



Snizeni rizika leaku
Dalsi generace LAA okluderu

" = 1 )P4 H
Original Watchman-FLX Implantace “orientace zavadecea morfologie LAA

10 vs 18 strut frames

PINNACLE FLX IDE Trial
(n =400 pts)

EFFECTIVENESS BI-DIRECTIONAL STEERING

* 100% pts with Closure (<5 from 0° to 120°
mm leak)

= Complete closure in 90% Note: Deflectable sheath
Is not FDA approved for

use in the United States.

S.Kar, S.Doshi, S.Sadhu ... VY.Reddy,
Circulation 143:1754-1762 (2021)



Je mozné povaZovat LAAO za prevenci CMP?
Mozné rozpory & kontroverze

1. Vsechny emboly 3 [AA?

2. NOACs nemusi byt | \
dokonaloy lécboy

3. LAAO - Prevence Chpp;

4, Bezpeénost vykony

5. Mortalit,
6. Rozsah CMP : :
7. Jakg Je ceng LAAO?
: -
—
\, / J9ACC o)

JV.Freeman, P.Varosy, MJ.Price, JACC 75:1053 (2020)



Tromboéza okluderu (DRT): Data ze studii

DRT zvySuje riziko CMP/TIA

Amulet Observational Registry
\ CMP/TIA nebo systémova embolizace
1.00
;ﬂ e oRT -
0.75 +DRT VSichni
Y | nemocni
E
S .
]
2 0.50 080
E Unadjusted HR 6.17 (95% CI 1.89-20.14), p = 0.003
o Adjust ; ) g -
ug Justed HR 5.27 (95% (| 1.58-17.55), p = 0.007 DRT +
0.25 0.70
0 0.60 3.9 (95% CI 2.3-6.8), P < 0.0001
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inian, A. et al. J Am coll Cardiol Inty, 2019;12(11):1003
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S.Dukkipati, S.Kar, DR.Holmes ... VY.Reddy, Circulation 138:874-885 (2018)



Tromboza okluderu DRT: Realna data celosvétové
DRT zvySuje riziko CMP/TIA

T.Simard, RG.Jung, K.Lehenbauer, et al, J Am Coll Cardiol 78:297-313 (2021)



Tromboza okluderu (DRT): Data ze studii

DRT Cetnost a vyznam

Variable OR (95% CI) P-Value
Hypercoagulable state i — — 17.50 (3.39-90.45) 0.0006
Pericardial effusion : I - i 13.45 (1.46-123.52) 0.02

(GFR 30-60 mL/min il—.—l 4.02 (1.22-13.25) 0.02
Implantation depth >10 mm l F A 2.41 (1.57-3.69) < 0.000
(Nonparoxysmal AF :|-I-| 1.90 (1.22-2.97) 0.005

m
0.001 0.01 0.1 1 10 100 1,000
Odds Ratio (OR)

i} e
Reduced DRT Risk  Increased DRT Risk

T.Simard, RG.Jung, K.Lehenbauer, et al, J Am Coll Cardiol 78:297-313 (2021)



Snizeni rizika DRT
Dalsi generace LAA okluderu
Original Watchman-FLX PINNACLE-FLX IDE

/?X \W DRT=:LYE4

- - WATCHMAN FLx WATCHMAN
1.5mm?

Recessed metal screw on proximal face

Vyhled: Coating i) minimalizace DRT
i) minimalizace antitrombotické 1écby

S.Kar, S.Doshi, S.Sadhu ... VY.Reddy, Circulation 143:1754-1762 (2021)



§i mechanické okluderyLAA

Okluder ,,Conformal*

Novéj

Flexibilni uchyt ePTFE péna Vysoka kompliance

Minimalni trombogenicita (?)

Conformal




§i mechanické okluderyLAA

Okluder ,,Conformal*

Novéj

Osa implantace

Soucasny stav
» Probihajici:
> FDA IDE Studie
»FIH ICE (Praha NNH)
> Pivotni FDA IDE studie v planu




§i mechanické okluderyLAA
Okluder ,,Lariat*

Studie AMAZE (FDA IDE )

Per / LS-Per AF
N=600

Novéj

PVI PVI +

Sledovani (12 mésict)
AT /AFL/AF recurence

AMAZE: Soucasny stav
»Leden 2020: Ukonceny nabor

»Prezentace vysledkiit AHA 2022




4-D ICE katetr

DalSi generace intrakardialniho UZ

Rotace

10 Fr flexibilni katetr se stupnémi volnosti ohybu
a rotace krystala s nezavislym naklonem sklonem

/
= ~ . UZ sondy a rotaci tipu — konce katetru — dokonala

orientace

10F x 90 cm rotace X/
a deflexe \

Zmeéna orientace /

sondy

Konektor -
extenze

Ohyb vodice
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Multicentrické studie LAA okluze

Primary efficacy
Postprocedure

Primary safety
Postprocedure

707 pacientu

2005-2008
1588 ,,pacientorok(”

Device Control

Control

Device

Komplikace: 7.7%
38%

M Perikardialni vypotek (27)

M Krvacivé (4)

M Ischemickd CMP postproceduralné (9)
M Ischemickd CMP periproceduralné (5)
m Embolizace okluderu (3)

m Ostatni (2)

m Hemoragickd CMP (1)

= Trombus (20)

13%

Holmes et al. Lancet 2009

Annual ISSE Rate

Annual ISSE Rate %
Q o MW e @ WO

Observed

Expected

150 pacientl s absolutni kontraindikaci k warfarinu
Rocni riziko kardioembolie 1.8 % (redukce o 75 %)

Sharma, Reddy, 2016

PROTECT AF & PREVAIL

Meta-analyza

- potvrdila non-inferioritu v prevenci SE
- pokles hemoragie o 80%

- pokles invalidizujicich CMP o 59%

PRAGUE 17

Proveditelna a bezpecna alternativa
MODERNI antikoagulace.

Srovnatelné vysledky oproti DOAC
(1.publikovana studie LAAOvsDOAC)

ASAP (5leté sledovani)




Bezpecnost LAAO v ramci studii
FDA (PROTECT-AF/CAP/PREVAIL/CAP2) & Registry

5.0%

Clinical Trial I Post-Approval
- e -
Experience | Experience
4.0% I
I
@ I
5 |
& 3.0%-
= I
= |
9o I
2 2.0%-+ I
S I
I
Procedural Parameters  Aggregate Clinical Data 1.0% -1 I
Number of Procedures 6,720 L
Implantation Success, % 94.9% 0.0%
Complication Rates RS
W
Pericardial Tamponade 1.24% «Q,(’
)
Procedure-Related Stroke 0.18% N
Device Embolization 0.25%
Brocadure Palatedibeath 0.06% M Pericardial Tamponade M Device Embolization
B Procedure-Related Stroke M Procedure-Related Death

VY.Reddy, DN.Gibson, S.Kar, et al, J Am Coll Cardiol 69:253-61 (2017)



Novéjsi mechanické okluderyLAA

Systém uzavéru ,,Laminar

CENTRAL ILLUSTRATION: Laminar Left Atrial Device and Early Experience

Laminar Left Atrial Appendage Exclusion Device

Wong GX, et al. J Am Coll Cardiol Intv. 2023;16(11):1347-1357.




APPEND

Intraatrialni sutura LAA

/ %

-




APPEND

HR: 94
DOSPELY TIS0O.2 MIO3
X8-2t 3D Beats 1

29Hz

HR: 70
DOSPELY TISO2  MIO5 6.4cm o 85 1m0

X8.2t 3D Zoom '

53Hz 2D /3D
8.1cm % 54148
C 46/34

=l
HARES 1

PATT: 37.0C
TEET: 38.7C

O
PATT: 37.0C
70bpm TEE T.394C

15.04.2024 11:09




Vine™: karoticky filtr - protekce embolie v predni cirkulaci
Predmétem Kklinickych zkouSek

CAPTURE, CAPTURE II, INTERCEPT

Pricna osa

Spolecné karotickeé tepny

Dlouha osa



Porovnani LAAO proti antitrombotické 1é¢Cbé
Postupna adaptace do klinického pouziti

FIGURE 1 Ongoing or Planned Clinical Trials and Registries of Transcatheter LAA Closure

CATALYST
OPTION

PROTECT|aF CHAMPION AF

PRAGUE-1 ’\
NCDR LAAO \

Poor long-term
DOAC candidate

- l\ due to bleeding
ASAP TOO] risk, noncompliance,

or other factors

S DOAC ineligible

Good DOAC
candidate

Estimated Global LAAC Market Size

Pereiration into Penetralion inta
high-thzed sk MVAF poticnt law-to-modernate - bleed risk
populalion HVAF patient pepulation

upraveno podle Price et al. 2020



Kazuistika: neoptimalni poloha a funkce okluderu

71 lety nemocny, St.p. 5 katetriza¢nich ablacich (2020 -2022) Cryo 1x,RF 3x, Pulzni pole 1x = SR;
CHA,DS,-VASc 3, krvacivé komplikace GIT na NOAC (Rivoraxaban,Dabigatran,Apixaban)

HR. 70
TIS0.2 MI0S

— CV Intervention
TISO2 pipg X8-2t

L WATCHMAN,24 mm - ™

= \e |
i Y

24.1.2023

TISO2 MI03

6.3.2023




Kazuistika: neoptimalni poloha a funkce okluderu

Indikace katetrizaCni extrakce okluderu, transseptalni pristup, zdvojené zavadéce, transseptalné fiditeny,
Extraktor bioptom ,,Raptor — ¢elisti 2x1,5 mm

10.3.2023

CV Intervention
X8-2t
53Hz M5

7.1cm A ;
- I
,\ 2

TIS0.2 MI0S

s \
.

N
! L]

RAPTOR

TEET. 39.3C

1

FLEXCATH | I
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Kazuistika: neoptimalni poloha a funkce okluderu

Implantace nového okluderu — Watchman FLX 30 mm s pziiméienou kompresi a vynikajici stabilitou

1 O . 3 ' 2 O 2 3 CV Intervention TIS02  MI03

X8-2t 3D Beats 1

30Hz
5.1cm o 45 130

CV Intervention TIS0.2 MI0S

X8-2t
53Hz
8.1cm

3D Zoc_)m

PATT: 37.0C

TEET. 39.1C




Idealni okluze LAA

exkluze vs antikoagulace

* Srovnatenost LAAO s dlouhodobou antikoagulacni terapii

* Minimalizace nezadoucich prihod a zvySeni efektivity okluze
- nové typy okluderu
- nové moznosti exkluze
- nové zavadéce
- nové moznosti vizualizace — ICE 3D

» Jina reSeni: implantace permanentniho karotického filtru ?




Prevence tromboembolie
Pujde vzdy jen o levé ousko?

e

~ Konditorei







Probihajici randomizovane studie Okluder vs. DOAC

Prospektivni, randomizované, multicentrické studie ClinicalTrials.gov
Randomizace 1:1
Vybér konkrétniho NOAC libovolny

Cile:
- zhodnotit uCinnost a bezpecnost implantace okluderu Amulet (studie Catalyst) nebo
Watchman FLX (studie Champion) v porovnani s dlouhodobou Ié€bou NOAC
- otestovat okluderovou teprii jako 1€€bu prvni volby u velmi Siroké a ruznorodé populace
pacientu
- rozSifeni indikace okluderu a profit i u méné rizikovych pacientu

!
[ |

Ocekavany prukaz:

- non-inferiority vyskytu isch. CMP, kardioembolie a mortalit
- a soucasne superiority ve snizeni krvacivych komplikaci

NOAC




Novéjsi mechanické okluderyLAA

Navigace ICE pro okluder ,,Conformal*

Soucasny stav
» Probihajici:
> FDA IDE Studie
>FIH ICE (Praha NNH) . Appendage Occlusion with the Novel Conformable Device

Left Atrial Appendage Occlusion With the Novel Conformable Device Using Intracardiac

> Pivotni FDA IDE studie v planu a - T

.

B\

15 AF pts underwent left atrial appendage occlusion
using intracardiac echocardiography
CHA2D S2-VASc score 4.1+ 1.7
All pts received dual antiplatelet therapy therapy
post left atrial appendage occlusion

| Technical success 100%
Major procedure related complications 0%
| Peri-device leak 25 mm 0%

Device related thrombus 1 pt (6.6%)
Stroke/thromboembolism 0%
Device embolization 0%

MK.Turagam, P.Neuzil, P.Hala ... VY.Reddy, JACC EP (2021)



Okluze LAA

Perkutanni mechanicka okluze LAA

Watchman 2 FLX Amulet




Okluze LAA
Pristupy k mechanické okluzi LAA

Watchman

Wavecrest Occlutech+ Conformal Omega UltraSeal Lariat




Okluze LAA

Vyvoj perkutanni mechanické okluze LAA

Watchman = FLX Amulet




4D ICD - priklad navigace LAAO







4-D ICE katetr

Dalsi generace intrakardialniho UZ

LAA Ostium




Indikace mechanické okluze LAA v NNH

Pred vvkonem

» Maji vSichni pacienti TEE (pfipadné CTAG)
— vylou€eni trombosy
— zméreni rozmérd a tvaru ouska

Provedeni vvkonu:

* Analgosedace, prip. celkova anestézie

* Opét pod USG kontrolou:
— intrakardialni ECHO
— eVv. mozne i jicnové ECHO

* Angiografie ouska

« Usazeni okluderu
— samoexpandibilni
— uchyceni - kotviCky
— zatahani - tug test
— uvolnéni zavadéciho systému




Indikace mechanické okluze LAA v NNH

Zen
17 let 44%
10 typt okludert
celkovy pocet pacientt = 497
muzi

{CENT/

M parox
M persist

perm

Spektrum pouzitvch katetrizaé¢nich okluderu:

PLAATO Watchman Coherex Lambre

Watchman Flex
genera tion (Boston)

Conformal



Indikace mechanické okluze LAA v NNH

497 implantaci

1339 pacientoroku

Dlivody implantace okluderu

Jiné %

CMP/TIA/PE %

@ CHADSVASc = 4.0

LAA trombus %

Netol.WARF.%

50
40
30 Labilni INR %
20 -
10 -
0 Krvaceni %
01 2 3 456 7 8 9
@ HASBLED = 2.3
Vék pfi implantaci
100
IR L Nejmladsi 37
’ =3 \.~ . “ ..Ls_ﬁ.'.-. .: © ...4.
* = -~ T . . o™ Nejstarsi 93
50 . Pramér 72
Priimér 1. poloviny 71
Prameér 2. poloviny 74
2004 2021




Study Population

Subjects Enrolled (Implant Attempted)
(N=1088)

h 4

Implanted
(N=1078)
(779 TOE studies analyzed for
residual flow by core lab)

1-3 Month
(N=1018)
(763 TOE studies analyzed for
residual flow by core lab)

h 4

1 Year
(N =950)

LAAO Data

Observacni registr ,,Amulet*

ECHO Analyza

***Proceduralni TEE :

»99.3% < 3mm,leak”

»>89.4% @ ,leak” !!!

U.Landmesser, C.Tondo, J.Camm et al, Eurolntervention 14:3590-e597 (2018)



Vyvoj dalSich generaci okluderu LAA
Watchman | gen.=»> Watchman FLX

PINNACLE FLX IDE Trial
400-Patient FDA IDE Trial

18 strut frame (vs 10)

Current New 0% device embolization 100% pts with Closure (<5
mm leak)
@ 7 days post-procedure Complete closure in 90%

2.2%
1.4%
1.2%
| | = | I . I .

Recessed metal screw on proximal face PINNACLE FLX NESTed CAP2 PREVAIL CAP

N=400 N=1,000 N=576 N=265 N=566

S.Kar, S.Doshi, S.Sadhu ... VY.Reddy, Manuscript Submitted

e w &
ES ® E

Patients With Safety Event (%)

b
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Tromboéza okluderu (DRT): Data ze studii

DRT Cetnost a vyznam

7%

6% -

Ovérene??
Skutecne DRT-?

5% -

4% -
= DRT+ Pts

—+_H DRT- Pts) -

3% -

2% - :
1+0.18%

o) _
1% 1.59%

Ischemic Stroke (rate per 100 Pt-Yrs)

0% -

Expected if Expected w/ Observed in
Untreated OAC Tx LAAC Cohort

S.Dukkipati, S.Kar, DR.Holmes ... VY.Reddy, Circulation 138:874-885 (2018)
L.Friberg, M.Rosenqvist, GYH.Lip et al, Eur Heart J 33:1500-1510 (2012)
JB.Olesen, GYH.Lip, J.Lindhardsen, et al, Thromb Haemost 106:739-749 (2011)



4D 1CD - priklad navigace LAAO

poloha sondy ICE v pritbéhu CS




Novéjsi mechanické okluderyLAA

Okluder ,,Wavecrest

Zakladni vliastnosti:

1. Vysouvaci uchytoveé kotvicky

2. Zachyt 20 kotvicih elementu

3. Distalni aplikace kontrastu

4. Trivelikosti: 22mm, 27mm, 32mm

5. ePTFE ,,coating“material:
vysoky stupen okluze + non-
trombogenicity

Wavecrest

3
A

L-NTR
"é’ah\\a"b
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Minimalizace peri-device leaku
Nové generace okluze LAA

Zlepseni “koaxiality” zavadéce a LAA Ostia

- . e ——— e S L
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L
R 1 fige .
>

OBOUSMERNY OHYB
OD 0° to 120°



CMP: pouze tromboembolie ?
Toto je nutné zvazovat pri planovani antikoagulacni terapie

A. Cerebral amyloid
angiopathy

Lobar :
microbleeds Leukoaraiosss

> § 7
V= \ ; h mx?ozﬁsdﬁ }'

B. Hypertensive
arteriopathy

S

Deep microbleeds A. Charidine




Multicentrické

’?)__, m
o BEAC

402 rizikovych pacientu s FiS

g CHADSVASc =47+ 1.5

g HASBLED =3.1 £ 0.9
Follow up 20.8 + 10.8 mésice
(695 paciento-roku)

studie LAA okluze
PRAGUE-17

201 sledovano

TABLE 2 Procedural Characteristics of the LAAC Group (N = 181)

Procedure duration, min 60 (45-85)
Fluoroscopy, min 11 (6-16)
Device type
Amulet 111 (61.3)
Watchman 65 (35.9)
Watchman-FLX 5(2.8)
Procedures requiring >1 device 17 (9.4)

Randomlzace

201 sledovano

b 2 cross-over do LAA %' ) 20 nelspésna okluse

nebo cross-over do DOAs

Sledovani -
6 tydnu, 3, 6, 9, 12 mésicl a dale a pul roku

kontroly

Osmancik, 2020



50%

40%

30%

20%

10%

0%

Multicentrickeé studie LAA okluze

Vysledky 2,5 roku  PRAGUE-17

50%

CMP/SE Umrti

p=0.99 p=0.46
HR: 0.99 (0.39 — 2.50) HR: 0.75 (0.34 — 1.62)

30%

20%

10%
—
) = =_'_E-F|:'_‘:f£
— —_—
0%

oy

12 18 24 30 0 6 12 18 24 30
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Probihajici randomizovane studie Okluder vs. DOAC

- non-inferiority vyskytu isch. CMP, kardioembolie a mortality

- a soucasné superiority ve sniZzeni krvacivych komplikaci

m) U.S. National Library of Medicine

ChinicalTrials.gov

Watchman FLX vs. NOAC (CHAMPION-AF)

3000 pacientu

CHADSVASc 2 2 (pro Zeny 3)
sledovani 3 a vice let

start 2020, planované ukonéeni 2025,
vysledky 2027

144 center

m U.S. National Library of Medicine

ClinicalTrials.gov

C Abbott

¥ A Promise for Life

Amulet vs. NOAC (CATALYST)

2650 pacientu

CHADSVASc 2 3

sledovani 2 a vice let

start 2020, planované vysledky
2029

O8 center



NCDR LAAC registr (n=38,158)
Kteri pacienti podstupuji LAAO?

TABLE 3 Selected Characteristics for Watchman Patients Enrolled in the LAAO Registry Between January 1, 2016 and June 30, 2018

Compared With Patients From the PROTECT AF and PREVAIL Trials and the EWOLUTION Registry

PROTECT AF Trial

PREVAIL Trial

EWOLUTION Registry

LAAO Registryl

2005-2008 2011-2013 2013-2015 2016-2018
(n = 463 Intervention Arm) (n = 269 Intervention Arm) (n=1,025) (n = 38,158)
Demographics
Age, yrs 71.7 + 8.8 740+ 7.4 734 £ 8.9 76.1 + 8.1
Women 137 (29.6) 87 (32.3) 411 (40.7) 15,672 (41.1)
Race
White/European 425 (91.8) 253 (94.1) NA 35,345 (92.6)
Black/African American 6 (1.3) 6 (2.2) NA 1,768 (4.6)
Asian/Pacific Islander 5(.7) 1(0.4) NA 670 (1.7)
Hispanic ethnicity 25 (5.4) 6 (2.2) NA 138 (0.4)
Medical history
CHA,DS>-VASc score 34 +15 3.8 +1.2 45 +1.6 46+15
Prior ischemic stroke/transient ischemic 82 (17.7) 74 (27.5) 312 (30.5) 11,389 (29.9)
attack
Prior congestive heart failure 124 (26.8) 63 (23.4) 350 (34.2) 14,266 (37.4)
Prior diabetes mellitus 113 (24.4) 91 (33.8) 304 (29.7) 14,396 (37.7)
Prior hypertension 413 (89.2) 238 (88.5) 885 (86.4) 35,148 (92.1)
HAS-BLED score NA NA 23+ 1.2 3.0 +£ 1.1
Prior intracranial bleeding NA NA 155 (15.1) 4,550 (1.9)
Prior clinically relevant bleeding NA NA 396 (38.7) 26,466 (69.4)

JV.Freeman, P.Varosy, MJ.Price, JACC 75:1053 (2020)




Okludery ouska levé siné v NNH
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