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Tratamiento endovascular de la fibrilacion

auricular no valvular.
¢, Qué podemos hacer mas alla de la anticoagulacion?
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¢, Cual es el problema?

Aprox 40% de las ACV isquemicos se relacionan a la FA

\J

L a FA es la arritmia cardiaca mas frecuente
* 5.000.000 USA 959% No valvular

\

El ACV es la principal causa de discapacidad y la
tercer causa de mortalidad en pacientes con FA
Independientemente de la edad

I C B nstituto Sposato, Curr Opinion Neurology 2017; 30:28-37
Cardiovascular
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Yes
{ Mechanical heart valves or moderate or severe mitral stenosis ]

Nol

Estimate stroke risk based on number of
CHA,DS,-VASc risk factors
|
02 1
No antiplatelet ,‘:, Oral anticoagulation indicated
or anticoagulant Assess for contra-indications
reatment (111B) OAC should be Correct reversible bleeding
considered (l1aB) ridktackors
» \'\_

& Includes women without other stroke risk factors
bIIaB for women with only one additional stroke risk factor

cIB for patients with mechanical heart valves or mitral stenosis
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European Heart Journal (2016) 37, 2893—2962



¢, Cual es el problema?

High Risk Stroke Patients with AF In EU (CHADS-VASc 2 2)

15% 27%
Eligible but not receiving 58%

Contraindica OAC Actively manged using OAC
ted for OAC

I C B A Instituto Nieuwlaat et al. EHJ 2005
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Uso de ACO y riesgo de Stroke

Anticoagulation Use
Declines with Increased
100% - Stroke Risk!

90% - p <0.001
80% - (n=27,164)
70% -
60% - asO

50% -
40% -
30% -
20% -
10% -
0% -

AF Patients Using
Anticoagulation

CHADS, Score
I C .B A Instituto Piccini, et al.. Pharmacotherapy in Medicare beneficiaries with atrial fibrillation. Heart Rhythm. 2012;9:1403-1408
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Los nuevos anticoagulantes reducen el riesgo de
Stroke

... Sin embargo, continuan sangrando y discontinuandose.

Studio Tratamiento Sangrado Mayor Strolfe. Descontlnuaglon
Hemorragico en el estudio
Dabigatran 110mg 2.71% 0.12% 20.7%
RE-LY Dabigatran 150mg 3.11% 0.10% 21.2%
Warfarina 3.36% 0.38% 16.6%
Rivaroxaban 3.6% 0.5% 23.7%
ROCKET-AF _
Warfarina 3.4% 0.7% 22.2%
Apixaban 2.13% 0.24% 25.3%
ARISTOTLE

Warfarina \ 3.09% ) 0.47% \ s/d )

ICBA i



Independientemente del uso de NOACs la

adherencia sigue siendo un desafio
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Years since start of treatment
NOAC — —— VKA
NOAC 914 651 342 139 41
VKA 12307 8453 5762 3915 2506

Instituto Source: Martinez C, et al. Therapy Persistence in Newly Diagnosed Non-Valvular Atrial Fibrillation Treated with Warfarin or
I C B A Cardiovascular NOAC. A Cohort Study. Thromb Haemost. 2015 Dec 22;115(1):31-9. doi: 10.1160/TH15-04-0350.



Uso Off Label de DOACSs

Off-Label

Reduced-Dose 4 de Cada 10
pacientes es

tratado con una
dosis reducida off
label de DOAC

Per-Label
Standard
Dose

I C B A [nstituto Arbel R et al. Am J Med. 2019 Jul;132(7):847-855.€3
Cardiovascular



Yes

number of }

Oral anticoagulation indicated
Assess for contra-indications

OAC should be : -
Correct ble bleed
considered (1laB) ) rrect reversible bleeding

; risk factors

LAA occluding devices
may be considered in
patients with clear contra-
indications for OAC (IIbC)

< 4

VKA (IA)C

NOAC (IA)b

a Includes women without other stroke ri =
b IIaB for women with only one additional stroke ris
cIB for patients with mechanical heart valves or mitral stenosis

I C B A [nstituto European Heart Journal (2016) 37, 2893—2962
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Oclusion de la Orejuela de Auricula Izquierda

« Es una alternativa no farmacologica para la prevencion del stroke
y la embolia sistémica, en pacientes apropiadamente
seleccionados con FA

ICBA i



Oclusion de la Orejuela de Auricula lzquierda

Left atrial appendage occlusion
procedure volumes
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Instituto Freeman et al: JAACC 75(13):1503. 2020
I C B Cardiovascular




PROTEC-AF (4afios FU)

: ) : " ; —tsy
Device Group (n = 463) Warfarin Group (n = 244) Device/Warfarin Posterior Probabilities, %
Events/Patient- Observed Events/Patient- Observed Rate Ratio (95%
Event Years Rate? Years Rate® Credible Interval) Noninferiority Superiority
Primary efficacy end 39/1720.2 2.3(1.7-3.2) 34/900.8 3.8(2.5-4.9) | 0.60(0.41-1.05) >99 96
point®
30+
se HR (95% Cl), 0.61 (0.38-0.97)
s P=.04
o 20-
[S.]
=
% Warfarin
t 101 —~
X Device
a
0 T I ) T ]

0 6 12 18 24 30 36 42 48 54 60

Time Since Randomization, d

No. of patients
Device 463 398 382 370 360 345 337 327 317 285 196
Warfarin 244 230 218 210 200 188 173 159 147 121 87

A 4 ainos de seguimiento, hubo superioridad del dispositivo Watchman sobre el control en el punto final

combinado de eficacia incluyendo: Stroke hemorragico, mortalidad CV/sin causa (Reduccion 56%) y mortalidad
de cualquier causa
D - Cardiavascular Reddy, VY et al. JAMA. 2014; 312(19)




PROTEC-AF (4afios FU)

WATCHMAN Warfarin .
Observed Rate = Observed Rate z::m:g:;::;
per 100 pt-yrs per 100 pt-yrs
Primary Efficacy Endpoint 2.3 3.8 40% Superior
CV Death 1.0 24 60% Superior
All-cause Death 3.2 4.8 34% Superior
10 40% lower 32% lower 60% lower
£ o
S 8 Ps =096 P> 82.5% P=0.0045 P=0,0379
t 7
i | | v e
g 4 3.8 3,2
g 3 2,3 15 22 2,4
. IR ml - B
z ! N N
Primary Efficacy All Stroke CVor All-Cause Death

Unexplained Death

Warfarin G
Ps = Posterior Probability for Superiority - WATCP::::; Group 2 :r;;ﬂroup

ICBA Instituto Reddy, VY et al. JAMA. 2014; 312(19)
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Meta analisis — Protect AF —
PREVAIL (5FU)

Efficacy — 0.82 03
All stroke or SE e :—- 0.96 0.9
Ischemic stroke or SE h',— — 1.7 0.08
[ Hemorrhagic stroke i 0.2 0.0022 ]
Ischemic stroke or SE >7 days e — 1.4 03
[ Disabling/Fatal Stroke (MRS change of 22) 3 E 0.45 0.03 ]
Non-Disabling Stroke l—n:n—:;—' 1.37 0.35
CV/unexplained death »—|—-i 0.59 0.03
I
I
All-cause death —— 0.73 0.04 ]
Major bleed, all —ol— 0.91 0.6
[ Major bleeding, non procedure-related —— E 0.48 0.0003 ]
Favors WATCHMAN « E » Favors Warfarin
D.;:ﬂ Dl.1 1r IIII'J

_ Hazard Ratio (95% CI) M
I C 'B A Instll_:utu
Cardiovascular Reddy VY et al. J Am Coll Cardiol 2017;70:2964-75



EWOLUTION Registry — 2 anos FU

(1005 pacientes)

%

Estatus de anticoagulacion post implante

Nada (N=65) 6.5

Antiagregacion Simple (N=69) 6.9

Doble Antiagregacion (N=605) 60.3
> Dabigatran (N=47, dosis completa N=32) <

DOAC

(Total N=109, Rivaroxaban (N=39, dosis completa N=24) 10.8

Dosis completa N=64)
Apixaban (N=23, dosis completa N=8)

ntl Vitamina K (N=156) 15.5 /

Instituto Boersma LV et al. EuroIntervention 2017;13:877-884
I C B A Cardiovascular




EWOLUTION Registry — 2 afios FU

(1005 pacientes — 605 DAPT)

% 12 1 % 6 7
M Expected, based on CHA,DS -VASc* =EJI(JF;E:;LE£I, iﬁﬁ% EGTI-IISI?I-BLED
0. M Observed in EWOLUTION ‘|
- 4_
; RR o RR
83% ’ 60%
61 3
RR
Y
14 81% 9.
21 .-
D' . T . I 0 . . ! . . .
Ischaemic stroke Ischaemic stroke/TIA/SE Major bleeding Major bleeding excluding procedural

I C 'B A [nstituto . Friberg et al. EU 2012
Cardiovascular Boersma LV et al. Eurolntervention 2018;13:2003-2011



DOAC vs LAAC

PRAGUE 17 Trial (402ptes)

Primary Endpoint
Stroke, TIA, SE, CV Death, Bleeding, or Complications
)] Nonprocedure Bleeding

50+

— LAAC 50% -
~ 40 —
$ L 3 40% -
g S
g 30- E 30% A
= " sHR = 0.53
= ' -
E E 20% - Gray's test: p = 0.07
= 20+ =]
=2 E
E 5 10%
S 1o- 0%

Mon-inferiority: p = 0.004 ) T T T T '
s 0 6 12 18 24 30
0+ T | Time Since Randomization (Months)

& 1': 1'3 1'4 30
Time Since Randomization (Months)

0]
I C B A [nstituto Osmancik, P. et al. J Am Coll Cardiol. 2020;75(25):3122—35
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Amulate IDE Trial

45-Day and 12-Month TEE Accountability

903 Amulet implanted 885 Watchman implanted

Missed visit (8)

Withdrawn (3) 45-day visit completed: 885 45-day visit completed: 871 Wi 5
Dead (7) Dead (3)
84 TEEs Missing: 45-day TEEs assessed b 45-day TEEs assessed b [ 79 TEEs Missing:
TEE not performed (7) Y y y Y TEE not performed (10)
TEE not evaluable (77) core lab: 801 core lab: 792 TEE not evaluable (69)
Missed visit (22 .. Missed t{22
wli?ﬁﬁra:zl .{é} ) 12-month visit completed: 837 12-month visit completed: 793 ,,Jﬁﬁ;ra:: {id}}
Dead (35) Dead (46)
1'&4 TEES Missing: ¥ 12_mnnﬂ-| TEEE as_sassad b [ 1?5 TEEE Missing:
[ TEE not performed {64}1 12 mnnﬁ”T:E:.a:;_;ssad by core lab: 618 g TEE not performed [90]]
TEE not evaluable (100) . i

9 TEE not evaluable (85)
I C BA Instituto
Cardiovascular



Amulate IDE Trial

Stroke, Systemic Embolism, CV Death, | Amulet, Watchman, 45-Day and 12-Month PDL Severity
DRT, Major Bleeding at 18 months n (%) n (%) N=801 N=792 N=673 N=618

Stroke, systemic embaolism,
cardiovascularfunexplained death = e ia) EF (7.7%)
p<0.001* p<0.001*
- All stroke 24 (2.7%) 29 (3.4%)
- Systemic embaolism 3 (0.3%) 2 (0.2%) _
- Cardiovascular/unexplained death 28 (3.1%) 42 (4.8%)
Major bleeding 105 (11.6%) 109 (12.3%)

Device-related thrombus 30 (3.3%) 40 (4.5%) Amulet-45D Watchman-45D Amulet-12M Watchman-12M

EOmm BE>0&<3mm B =Moderate
I C BA Instituto
Cardiovascular

Subjects %



PINNACLE FLX Trial

A US IDE to evaluate IMAN FLX Device
Primary Safety Primary Efficacy Key Secondary Efficacy
WATCHMAN Endpoint: Endpoint: Endpoint:
FLX 7d/discharge adverse Effective seal at Ischemic Stroke or
implanted events 1 year Systemic Embolism at 2y
400 |
atients '
‘.)th ol _ _ 7dor 45 6 12 18 2
wi - = discharge days months months years
at 29 US
sites S
Follow-up:
Medications: ASA indefinitely

@ ICBA i



PINNACLE FLX Trial

End point de seguridad

g End point de eficacia

-« Performance , g
40 . Goal B 42]00 /I O O % 100.0 (P“ﬁon Performance

Goal = 97.0%

u; of Subjects Demonstrated
< 3.0 - Effective LAA Closure 75.0
&4 at 12 Months* p
g =
5 = 500
w 20 4 =
T i
W w
25.0
1.0 —
r—o_..s—)/lrj.i 0.0
—
0.0 . =l
Based e combined rate observed in PREVA and CAF
plus a clinica cceptable delta

ICBA i



PINNACLE FLX Trial

Implant 45 Days 12 Months : PROTECT-AF/PREVAIL :

' 12 Months? :

Jet Size 0 < 5mm 100% (376/376)  100% (389/389)  100% (344/344) :—* 99.3% !
Complete Seal 92.6% (348/376)  82.8% (322/389)  89.5% (308/344) 66% l
JetSize >0and <5mm  7.4% (28/376)  17.2%(67/389)  10.5% (36/344) | :

Jet Size > 5mm 0% (0/376) 0% (0/389) 0% (0/344) :
TEE deemed not evaluable 2.3% (9/385) 0.8% (3/392) 0.9% (3/347) : :
: :

for leak by Core Laboratory*

*Site evaluation of TEEs assessed peri-device flow as < 5mm in all cases = mem e = -

PINNACLE FLX showed
an improvement in
complete seal at 12

month follow-up

ICBA i



¢, Qué dispositivos tenemos en Argentina?

Watchman — Boston Scientific LAmbre — LifeTech Amulet — Abbott

I C B [nstituto
Cardiovascular



¢, Qué morfologias podemos abordar?

ICBA 5%



¢, Qué dicen las guias?

ESC 2020 SAC

Recomendaciones

Recommendations for occlusion or exclusion of the LAA Class Level g

lusi " Se— " — . o CLASE Ila
LAA occ u5|.on.may e considered for str.o e prevention in patlentS.WIt AF . 1. La amputacién de la OI durante la cirugia de
and contraindications for long-term anticoagulant treatment (e.g. intracranial lib B

reemplazo de la valvula mitral es razonable

en aquellos pacientes con FA y puntuacion °

b C 2 y contraindicacion para recibir ACO. (Nivel
de evidencia B).

2.| La oclusion percutanea mediante un dispositi-

vo de la Ol es razonable en aquellos pacientes

con FA y puntuacion = 2 y contraindicacion

2019 ACC/AHA/HRS Focused Update on Atrial para recibir ACO. (Nivel de evidencia B).
Fibrillation

Recommendation for Percutaneous Approaches to Occlude the LAA
Referenced studies that support the new recommendation are summarized in Online Data
Supplement 4.
COR LOE Recommendation
1. Percutaneous LAA occlusion may be considered in patients with AF at
increased risk of stroke who have contraindications to long-term
anticoagulation (S4.4.1-1-54.4.1-5).
NEW: Clinical trial data and FDA approval of the Watchman|device necessitated
this recommendation.

I C B A Instituto European Heart Journal (2020) 42, 3730498
Cardiovascular RAAC: 2015:83.

bleeding without a reversible cause).

Surgical occlusion or exclusion of the LAA may be considered for stroke
prevention in patients with AF undergoing cardiac surgery.




¢, Quiénes son los potenciales candidatos?

Futuros Nuevos eventos Interaccion de , ,

* Historia de * Alto Riesgo por * Nuevos * Interacciones * No reciben la * Eleccion del
sangrado Score eventos propias droga Indicada paciente
- Alto riesgo de isquémicos « Drogas que
caidas intra dosis aumenten
efectivo de riesgo de
ACO sangrado
(AINE, DAPT)

ICBA i



¢, Qué es lo que hacemos?
ETE Pre Procedimiento

Ecocrd. adultos TIs0.2 MI0S Ecocrd. adultos TIS0.2 MIOS
X8-2t X8-2t
53Hz % M4 53Hz M4
15cm o 0 18 - P, 15cm o 43 180 ¥ P,
Y iamg o %
2D 2D /
66% R 66% N
C 50 C50 N
F(’;D?S o F(’BD?S .
ral. A O ral.
.Y
L ]
G G
" AR ; " AR '
PATT: 37.0C PATT: 37.0C
TEMP.ETE: 39.3C TEMP.ETE: 39.6C
\ Toaiam Ecocrd. adultos TIS02 MIOS
X8-2t
Ecocrd. adultos TIS0.2 MIOS 53Hz M4
X8-2t 15cm o 150 180 ~ P
53Hz A : M4 2D ~ 4 Y
15cm 0 92 180 ~ ¢ “56% 4
C 50 N
s ~ ) p.
0
o . o ra
P Des
Gral
G
5 .
G ; /R

PATT: 37.0C
TEMP.ETE: 39.9C

T T A 0>



¢, Qué es lo gue hacemos?
Puncion transeptal — Aboraje la Ol

I C 'BA Instituto
Cardiovascular



¢, Qué es lo que hacemos?
Delivery del dispositivo

(%) 1CBA i




¢, Qué es lo que hacemos?
Dispositivo Implantado

I CBA Instituto
Cardiovascular



¢, Qué paso en nuestra practica?

Clinica de FA

75
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2014 2015 2016 2017 2018 2019 2020 2021

m Casosfafic @ Casos acumulados
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