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Co délat po LAAO

» Postproceduralni evaluace
 Management

 Dlouhodobé sledovani
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Postproceduralni evaluace

e Zasadne ovlivhena kvalitou implantace

— Kompletni uzaver bez leaku?
— Kompletni pokryti ostia LAA?
— Jsou pochybnosti o moznosti vzniku komplikaci?
» Nestablilita instrumentu
» Zvysene riziko perikardialniho vypotku (tj. stupen komprese)
* Riziko trombozy (nekryty coumarine ridge, pocCet destiCek, trombofilni
stavy....)
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Postproceduralni evaluace

» Rozhodujici je PROFIL NEMOCNEHO

— Ma nemocny permanentni Fis? Nizka EF LK? Spontanni echokontrast v LS (,smoke®)
— Jaka byla indikace k LAAO
— Je OAK absolutné kontraindikovana?
— Jaka byla predepsana medikace po LAAO
— Kompliance k medikaci
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Postproceduralni evaluace

* Predchozi zavazné krvaceni do GIT jako indikace k LAAO je spojeno
— s vySSim vyskytem MAE’s behem procedury
— s vySSim vyskytem krvaceni ve sledovani

« Tyto prihody mohou byt spojeny s uzitim DAPT nebo antiagragacni
monoterapii po LAAO
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Predchozi
krvaceni do GIT

Bezpecnostvvkonu  Celkem Ano Ne p
N 1047 14,4% (151) 85,6% (896)

Velké 1,3% (14) 4,6% (7) 0,8% (7) 0,002

periproceduralni

krvaceni

MAES 4,9% (151) 11,3% (17) 3,8% (34) 0,001
Klinické sledovani  Celkem Ano Ne p

N 1001 14,5% (145) 85,6% (856)

Krvaceni ve FU 3,2% (32) 6,2% (9) 2,7% (23) 0,038
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Postproceduralni management
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Dlouhodobé sledovani

'EE pred dimisi — neprovadi se

'EE za 3 mesice nebo v dobe prechodu AT terapie
'EE roCne?

Ambulantni kontroly: co %z r? Castgji”? Rocne?

KONSENZUS/GUIDELINES CHYBI
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Postproceduralni management

* Trvajici nejasnosti
— Jaka je optimalni antitromboticka terapie po LAAO?
— Na jak dlouho?
« Zavisi na profilu nemocného
« Zavisi na kvalité implantace
« Zavisi na dalsich planovanych vykonech — napr. TAVI, velké nekardialni operace
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Postproceduralni management

* INDIVIDUALIZACE antitromboticke terapie
* Typicky zmena AT terapie nasleduje po kontrolnim TEE

* V pripade CMP/TIA/systémoveé embolizace nutna komplexni re-
evaluace nemocnheho
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Medikace

* Typicky pacienti s KI k OAK

* Nejbeznejsi protokol:
— Od vykonu bez antikoagulace

— 3 mesice DAPT
— Pak jen monoterapie

» Individualizace NUTNA
— |zolovana monoterapie/bez antiagregace od vykonu je mozna
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Debata - TROMBY

Kdy indikovat TEE ve sledovani
Antiagregacni rezim po LAAO

Jaké jsou moznosti prevence trombu
Klinicky vyznam protrombogennich faktoru
Jaky je klinicky vyznam trombu

Jak resit vzniklé tromby
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Device Related Thrombus
An Analysis of the device arm from PROTECT AF, CAP, PREVAIL, CAP2

All Stroke or Systemic Embolism

Adjusted HR = 4.2 (95% Cl 2.5-7.0), P<0.001

1319

Time (Months)

The presence of DRT is associated with
higher rates of all-cause stroke or systemic
embolism (p < 0.001)

Freedom from Event

All Cause-Mortality

DRT-
——
Full Cohort

Adjusted HR = 1.2 (95% C10.7-2.0), P=0.579

Time (Months)

There is no difference in mortality rates for
patients with and without DRT
(p=0.579)
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Debata — PERI-DEVICE LEAK

Jak je] detekovat?
Jak Casto se vyskytuje?
Jak je] kvantifikovat?

(Y

(Y

(Y

aky je jeho vyvoj v Case”?

ak ovlivauje dalSi osud nemocneho?
e rozdil mezi ruznymi okludéry?
aky je plan sledovani?

ak jim predchazet?
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Examples of PDL Sizes Observed

Amulet™ QOccluder

Watchman™ Device
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FDA approval Amulet device — AMULET IDE trial
« AMULET vs WATCHMANZ2.5 = Equivalent for safety & efficacy endpoint

N=801 N=792 N=673 N=618 A 100% 4 12.month difference, -0.14 (95% CI, -3.42-3.13)

so% -| P<0.001 for noninferlority

3
Sl
] P<0.001* ] P<0.001* 3y o
e S fepr \, 0% .
32 ™| Procedural SAE/Major bleed equal
: - 5a m4
\ i = #
R £i ",T .;‘6’; " e s
i Time Afar indes Procedurs (Days)
AN B orx 1 15.month difference, 0.00 (95% O, -1.55-1.55)
‘:"'{;',"‘,T-r;‘,-‘,-‘ £ wo% - P<0,001 for noninferiority
\"\f/')/ s "% =
Amulet-45D Watchman-45D Amulet-12M Watchman-12M zé o i S S R e R RS
R = IE wi = Stroke/SE equal -
p0mm ©8>0&<3mm ®2Moderate .! g 1o%
. . E 0% L pm— = - - =
Higher AMULET occlusion rates but no ] EEEE e e
5 Amulet 934 00 [ 1} (134 " 37 [ 10
J Watchman 44 23 (L1 230 ore " T4

difference in stroke/SE rates

A/ \
3 \‘ M
Lakkireddy et al. Amulet IDE Trial Circulation 2021 |
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PDL Associated with a 2-Fold Increased Risk of
Thromboembolic Events Through 18 Months

Thromboembolic events trended higher in Watchman™ device-treated patients with a PDL

HR=2.03 [95% CI, 0.96-4.29]
*Adjusted HR=1.98 [95% CI, 0.93-4.19]

4.2%

’_[_ 3.6% 59 2.2%
2.0%
—T e 1%
1.8% o B '
ﬁ—JI 0 183 365 548

Time After Index Procedure (Days)

[

IS or SE Rate (%)

IS or SE Rate (%)

183 365 548 Amuler <3mm Amuiler >=3mm
Time After Index Procedure (Days) Wartchman <3mm Wartchman >=3mm
<3 mm == 3mm Amulet <3mm 691 674
Amulet >=3mm BE BS
1266 1214 Watchman <3mm 575 540
284 269 Watchman >=3mm 196 184

A landmark analysis set at 45 days was performed and Kaplan-Meier curves are provided through 18 months *Adjusted hazard ratio for CHA,DS.-VASc score
HR = hazard ratio, |S = ischemic stroke, SE = systemic embolism
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All-Cause Death Trended Higher in Patients with PDL
Through 18 Months

All-cause death trended higher in Watchman™ device-treated patients with a PDL

I‘-J
2]
-

HR=1.44 [95% CI, 0.95-2.19] 9.9%
*Adjusted HR=1.38 [95% CI, 0.90-2.10] j

‘_H 7.0%

All-Cause Death Rate (%)

183 36b
Time After Index Procadure (Days)

All-Cause Death Rate (%)

183 365 Amuler <3mm Amulet ==3mm
Time After Index Procedure (Days) Wartchman <3mm —— Watchman >=3mm
<3 mm = Imm Amulet <3mm
Amulet >=3mm
1227 Watchman <3mm
276 Watchman >=3mm

A landmark analysis set at 45 days was performed and Kaplan-Meier curves are provided through 18 months *Adjusted hazard ratio for CHA.DS,-\VASc score
HR = hazard ratio
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Mozné schema sledovani po LAAO

LAAO

DAPT na 3meésice > ﬂ

TEE za 3-6 mésicll <«— BezDRT, bez netésnosti >5 mm

ASA 100 mg/d nebo ,
Clopidogrel 75 mg/d ﬂ

TEE za 1 (2?) ro ky <—> Bez DRT, bez netésnosti >5 mm

SAPT trvale S ﬂ

Dalsi zobrazovaci metoda jen pri SE




Dekuji za pozornost
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Surveillance Imaging(TEE) for ACC/CMS Registry
(o] g W.V.X@:

Aspirin 81 mg & Coumadin

45day TEE No DRT, no peridevice leak > 5 mm

' Stop Coumadin, continue
Aspirin and Clopidogrel

" 6 mth TEE is optlonal | No DRT, no peridevice leak > 5 mm

Stop Clopidogrel continue

Aspirin only

1 year TEE | No DRT, no peridevice leak > 5 mm -'

' Continue Aspirin indefinitely
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Suggested surveillance imaging following LAAC
__iaAc

[ Aspirin 81 mg & OAC for
45 days or two month
or
Dual Antiplatelet therapy for
. 3 to 6 months

™

TEE sometime between 3 to 6 months
( A month after stoppage of DAPT)

Continue Single antiplatelet

No DRT, no peridevice leak = 5 mm
only

(e year TEE No DRT, no peridevice leak > 5 mm

Continue Aspirin indefinitely

: Further imaging only if patient has an ischemic event
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 Medikace: 3 mésice na DAPT, pak jen ASA, u vysoce
rizikovych lze ihned od vykonu jen ASA

« TEE: diagnostickeé (uUvaha o LAA okluzi)

pfed vykonem (vylouCeni trombozy LAA)
béhem vykonu (v CA) — u nas neprovadime
pred dimisi

za 6 tydnu/3M

za rok
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* Medikace: 3 mesice na DAPT, pak jen ASA, u vysoce
rizikovych lze ihned od vykonu jen ASA

e TEE: diagnostické (Gvaha o LAA okluzi) neni nezbytné
pred vykonem (vylouCeni trombozy LAA) Ize nahradit CTA
behem vykonu (v CA) jJiz neprovadime
pred dimisi neni nutné

za 6 tydnu/3M asi ano
za rok 27?7
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Clinical Evidence Gaps and Future Needs
- Follow-up: Postprocedural Antithrombotic Treatment -

SAPT

Low Dose NOAC

>M3-Post Implant

(no add. indication for SAPT)

Individualised Approach (ine. cenetics)
L

No Antithrombotic Treatment

/N

F X! Inhibition

11”: GLOBAL LEFT ATRIAL APPENDAGE OCCLUSION SUMMIT 2022 ,'
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[

e 2 o, s>Global Left Atrial

bl
Appendage Occlusion
N> summit 2015

6. How can we avoid or treat leaks?

* Residual leaks can (and should) be avoided by:

— Adequate patient planning

— Careful device selection based on special device and/or
LAA anatomic features

— Optimal procedural TEE (or angiographic) assessment

— LAAO technique optimization

Residual leaks can be treated by percutaneous implantation of

another closure device (i.e. Amplatzer or other plugs)

INSTITUT KLINICKE A EXPERIMENTALNI MEDICINY

KLINIKA KARDIOLOGIE



Amulet IDE tria

Amulel Watchman Pvalue for

Endpolnt Occluder Device B S afety:

No. of patlents (%) infertority

Primary Mechanism of Actlon Endpolint

including unsuccessful implants 762 (85.6) Ll a8t

Bleeding most frequent adverse event
14.7% (1.2%) 153% (1.2%)  <0.001 after LAAO

Primary Safety Endpoint after multiple
Iimputation to account for missing data'

Primary Safety Endpoint (AT) 134 (14.6) 133 (14.7) «<0.001
Procedure Related Complications a1 (4.5) 23 (2.5) M aj or bleedin g
Major Bleeding (Type 3 or greater) 98 (10.8) 89 (9.9) 10.8% and 9.9% dur'ng 12 months
Non-Procedure Related Major Bleeding 73 (8.1) 70 (7.8) L
All-Cause Death 35(3.8) 17 (5.2)

Efficacy:
Ischemic stroke

Primary Effectiveness Endpoint after multiple

2.9% (0.6%) 3.1% (0.6% <0.001
imputation to account for missing data’ ) ¢ )

D 23 (26 23 (2.8) <0.001 5
e el 2.3% and 2.6% during 18 months
Ischemic Stroke 20 (2.3) 22 (2.6)
Systemic Embolism 3(0.3) 2(0.2)

Primary Effectiveness Endpoint excluding the

first 45 days post procedure’ 1922 s S

1™ GLOBAL LEFT ATRIAL APPENDAGE OCCLUSION SUMMIT 2022 %
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Herz-und GefdafRzentrum

prerambure Comparison of Amulet Versus Watchman/FLX Device

% Universitires SWISS-APERO

S R 45-day LAA Patency

CCTA

, ( (Primary Endpoint)
' W ===
A N\ (67.6% | [70% |
INTRADEVICE LEAK | | MIXED LEAKS
44.8% vs. 23%; p= 0.001 3.8% vs. 14%; p=0.010
s TEE I
0, 0,
Peridevice Leak 13.7% ( (Secondary Endpoind) ( 27.5% Peridevice Leak
/ Clinical outcomes
(Secondary Endpoints)
Major Bleeding 7.2% o Procedural 1.8% Major Bleeding
Cardiac Tamponade 2.7% 9.0% ) Complications ) 2.7% 0% Cardiac Tamponade
CVD/Stroke/SE 27% =— 45-day clinical = 4.5% CVDI/Stroke/SE
. Major Bleeding 8.1% = outcomes = 6.4%  Major Bleeding /

Galea R, Circ 22
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Complete LAA Closure by TEE higher with the Amulet™ Occluder

Amulet patients had significantly higher complete LAA closure rate by TEE
compared to Watchman™ device at both 45 days and 12 months

N=801 N=792 N=673 N=618

1% 3% 0,5% 3%
10% 9% >5mm (Severe)

23% 19%
26% 27% 23mm & <5mm (Moderate)
28% 25% >0 & <3mm (Mild)

Omm (None)

S
1)
]
e
Q2
e
G
o

Amulet-45D Watchman-45D Amulet-12M Watchman-12M

p<0.01 for None, =zMild, 2Moderate, and Severe categories at 45 days and 12 months p-values calculated from Chi-square test
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