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TAVI hoy

Sedacion consciente
Sin sonda vesical
1AF+1AR
Estimulacién por guia
Movilizacion 6 horas
Alta en 24-48 horas

Pacientes candidatos a alta precoz en 24-48 horas

Pacientes con acceso transfermoral

Pacientes en CF NHYA |l con apoyo familiar

Mo signos de sangrado, AIT/ACVA o infeccian

Mo alteraciones relevantes analiticas (Hemoglobina, creatinina)

Ecocardiograma con valvula normofuncionante

Valoracion del sistema de conduccidn

= ritmo sinusal con PR<240mseg y QRS<160mseg no BRDHH
@ FA: QRS5<C140mseg sin BRDHH

= Ausencia de ritmo nodal, bradicardia o taquicardia

® Portador de marcapasos previo




Intervencionismo Estructural

e Valvulopatias: e Cortocircuitos:

— Pulmonar — CIA

— Adrtica — FOP

— Mitral — CIv

— Tricuspide — DAP

— Fugas paravalvulares — Fistulas sistémicas o pulmonares
* Orejuela

e Obstrucciones vasculares:
* Ablacion septal — Coartacion adrtica
— Arterias pulmonares
— Venas pulmonares
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TAVI
Estudios clinicos

Partner B Partner A CV Pivotal PARTNER 2 SURTAVI NOTION PARTNER 3 EVOLUTLR
Edad 83 84 83 82 80 79 73 74
STS 11,5 11,7 7,4 5,8 4,5 3,0 1,9 1,9
Mort 30 24 14 167(2y) 11,4(2y) 4,9 1,0  4,5(2y)
Ictus 6,7 5,5 4,9 5,5 3,4 1,4 0,6 3,4
Vasc 16 17 5,9 7,9 6,0 5,6 2,2 3,8
MCP 3,4 3,8 19,8 8,5 25,9 34,1 6,5 17,4




TAVI
Resultados actuales

* PARTNER 2 TF: Registro Espafiol (2014-2018)
: ~ Edad 81,2 £ 6,7
— Muerte/ictus a 2 anos: STS 5 (3.7)
16,8% v. 20,4% Mortalidad 30d: 5%
* Estudios MR/LR: Ictus: 1,9%
— Compl vascular v. Sangrado MCP: 15%
— Marcapasos v. FA Vasc: 12%
— IAO v. ACV/Degeneracién* Coronaria: 0,3%




TAVI
Indicaciones

Age 65 -80y Age >80y

:
--
W

ESC/EACTS 2021

ACC/AHA 2020




TAVI
Protocolo HCD

>/5yo0
0 Cateteri
ateterismo
STS>8%
= TAC PRETAVI . TAVITF
o
>65yo + CM grave
TF no viable 3| Acceso alternativo
Patologia concomitante g A
> Cirugia




TAVI
Escenarios «desafiantes»

IAo pura
Bicuspide Valve-in-Valve ~

2-4% series TAVI
° Compatilibidad con

Mas: Oclusion coronaria (hs tamafio aorta y anillo

Durabilidad, aortopatia, £, e oy sl eiEeln

riesgo anillo v. Ao

Mas embolizacion,
Menos: Leak y marcapasos

a4 :
<sobredimensién 22 valvula y leak residual

Anular v. Intercomisural BASILICA, fracturing

TAVI-in-TAVI mas complejo Importancia estabilizacion
en implante



TAVI

Seguimiento postimplante




TAVI
Seguimiento postimplante

+10% MP con BEV
MP tras BRI

+20% MP con Evolut
BRI con BEV

+30% BRI con Evolut




TAVI

Seguimiento postimplante

during > 48h
after procedura®

Ll

l
(i o )

Ambulatory ECG
monitoring”
(Class lla)

(Class la)
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LAAC

Estudios clinicos Watchman

2019 OPTION
N=1600

Estudio en curso en WM FLX 2019

WM 2.5 Mar 2015 pacientes de post-ablacion Aprovacién FDA

2002 Piloto 2008 Registro 2010 PREVAIL Aprovacién FDA Aleatorizado
N=686 _ CAP N=407 Eficaciay sangrado
No aleatorizado  N=566 Aleatorizado 2017 ASAP TOO Comparacion: ACO
Viabilidad y No aleatorizado Comparacion: N= Up to 888 FLX Device
seguridad Pa_m_entes warlarina Aleatorizado 2017 2019 FLXibility
adicionalesy ) Indicacion EEUU  \yATGH-TAVR N=300
seguiniento 2012 Registro CAP2 Estudio de N=312 No aleatorizado
N=576 expansion ' UE Registro
No aleatorizado Aleatorizado Post-Mgarket
Pacientes TAVR+WATCHM . e
Clf AN Dispositivo FLX
adicionalesy
segfyiimiento

2013 Registros EWOLUTION,

WASP ﬁTZZSALUTE 2020 CHAMPION-
2009 ASAP :21;:2,('0’:;:3; No aleatorizado ’,:Z ~3000
N=150 Estudio de aprobacion

Experiencia real, principiantes

Aleatorizado,

2005 PROTECT AF
N=707
Aleatorizado

No aleatorizado
Pacientes
contraindicados para la

Comparacién: warfarina warfarina*

Japonés

2016 Registro EEUU NESTed NCDR

LAAO
N=2000

Analisis estadistico postaprobacion

2018 PINNACLE FLX

N=400

No aleatorizado
Dispositivo FLX
EEUU IDE

WATCHMAN FLX
vs. DACOs en una
poblacion de FANV
mas amplia,
incluyendo pacientes
de bajo riesgo



LAAC
Estudios clinicos v. AVK

HR p-value
Efficacy — 0.82 03 104
]
All stroke or SE —a— 0.96 09
1 o
Ischemic stroke or SE ——— 17 0.08 8
1
Hemorrhagic stroke —_— 02 0.0022
1 -
Ischemic stroke or SE >7 days — 14 03 E E 6
1 o
Disabling/Fatal Stroke (MRS change of 22) ——o—— 045 0.03 § 5 N
] ry o
Non-Disabling Stroke ———— 137 035 E L
i 29 41
CV/unexplained death —e—! 059 0.03 2s :
]
i 0. s
All-cause death —e— 073 0.04 24 - CAP2
: & PREVAIL 23
Major bleed, all —al— 091 06 FEna— v +EWOLUTION
i 14 11
Major bleeding, non procedure-related —e— 0.48 0.0003 0 : . : . . 1.2 . ,
i 1 15 2 25 3 35 4 45 5
Favors WATCHMAN < | — Favors Warfarin Baseline CHA,DS,-VASc Scare
T T T 1
0.01 o1 1 L T — Untreated AP —— Treated with Warfarin A WATCHMAN Arm

Hazard Ratio (95% CI)

Reddy, V.Y. et al. J Am Coll Cardiol. 2017;70(24):2964—-75
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LAAC
PRAGUE-17 (v. Apixaban)

Stroke or TIA

SHR =114 (0.56-2.30)
40%- Gray'stest: P = 0.67

w
(=]
¥

Primary Endpoint

Stroke, TIA, SE, CV Death, Bleeding or Complications

w
(=3
3

50%
sHR = 0.81(95% Cl, 0.56-1.18)
Gray's test: P =0.27

g

Cumulative Incidence
-]
s

§ 40%-] P Value for noninferiority = 0.006

.g 0% T T T T T T 1

5 0O 6 12 18 24 30 36 42 48
g 30%- Time Since Randomization (Months)

£

'5 20% Non-Procedural Clinically Relevant Bleeding
E

o 10% 9% suR=055(031-097)

Gray's test: P = 0.038

g 3
3 3

0% 1 1 1 1 1 1 1 1
0 6 12 18 24 30 36 42 48
Time Since Randomization (Months)

28

Cumulative Incidence
=]
$

6 12 18 24 30 36742 48
Time Since Randomization (Months)

Osmancik P, et al. 3 Am Coll Cardiol. 2022 Jan 4;79(1):1-14.

e LAAC s DOAC



LAAC
n=1878
CHA2DS2VASC = 4.5/4.7 Amulet IDE

12 -

P-for-trend < 0.001

10 4

Index Complications (%)
)

y
- LV
o

Cierre 98,9% 2
ComplicaCién 4,5% 0 Ql Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2 @
2010 201 2012 2013 2014 2015
Year
Ictus/ES 18m 2,8%

Risk of Mortality Following Catheter
Lakkireddy [ Ablation of Atrial Fibrillation




Contents lists available at ScienceDirect

"':Ag"l:;ll TURE
1JC Heart & Vasculature Bt gaoeraticn Next genecation
AR pere .X.'V-ITH'II,.‘. loft percutaneous left
ELSEVIER journal homepage: www.sciencedirect.com/joumalfijc-heart-and-vasculature atrial appendage atrial appendage
closure device closure device
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s . . . o : A

Impact of operatois experience on peri-procedural outcomes with | ) Large size range {Y) !
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Patients with an indication for stroke prevention due to atrial fibrillation

Suitable for OAC  Elevated bleeding risk
Patients with Patients with individual and specific
%‘ EIAS'BLED 23 . risk constellation for stroke
. Elevated bleeding risk outside

1. Inefficient OAC: “stroke on warfarin”

2. Electrically isolated LAA post ablation
(indication for LAA occlusion
controversial)

HAS-BLED-Score, e.g., tumour,
thrombocytopaenia

. Need for prolonged or repetitive
triple therapy,
e.g., severe CAD and stenting

. Renal failure (severe) as
contraindication to NOAC

w

&~

(NOACs/Vit-K-
antagonists)

Patient unwilling or
unable to take OAC

l

Advise NOAC

NOAC

Individual risk-benefit analysis of OAC vs LAA occlusion

 / 4/”_,‘_’,,,//"” \*  /
OAC LAA occlusion*

Contraindication to oral
anticoagulation

(may require antiplatelet
therapy)

*Note: In case of strict contraindication to antiplatelet therapy, patient may not be eligible for LAA occluder implantation but for epicardial LAA occlusion

or thoracoscopic LAA clipping.

LAAC
Indicaciones

EHRA/EAPCI 2020

Recommendations for occlusion or exclusion of the LAA

LAA occlusicn may be considered for stroke prevention in patients with AF and contraindications for long-term anticoagulant

treatment (e.g. intracranial bleeding without a reversible c:ausea}.‘NE"*W""”"‘Ez

b

ESC/EACTS 2020




LAAC
Cualquier sangrado intracraneal PfOtOCOlO HCD

V4

(o)

Sangrado con antiXa correctamente
dosificado

0

ETE (14-31mm)

ACV con NACO correctamente

concomitante

dosificado
5 Al menos exponer alternativa
Evento con FG <50 mL/mln = WATCHMAN FLX Length vs Implant Diameter
o E 3 24.5(30%)
o g i 217(30%) @ 20mm
E 5; . 9‘\\\\ [ ] 24 mm
Necesidad antiagregacion E il wopw egm M L @1
£

: TS 219(10%) @ 3imm

i ~o 31.5(10%) 35mm

) 24.3(10%) (#): Compression
n 18.0(10%) 21.6(10%)

12 13 1" 15 16 " 18 19 20 a 2 bi] 2 % 2% xa % 9 30 3 R

Approximate Maximum LAA Ostium or Implant Diameter (mm)




LAAC
Protocolo HCD

e TEE: Imaging planes

Depth from landing
zone > 10mm

> 2
-
> - -
""’“
=

windsock chicken wing

Determinar: Profundidad <10-15mm o tamano exagerado
45°: No veo profundidad // 135°: Pierdo referencia ostium
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LAAC
Seguimiento postimplante

. V4
ETE mandatorio 45 dias
Age: 75 = 8 years
PR sy (G
Long-Term Antiplatelet Therapy Follow-up: i3 [lQR:-'IZ-'IS] Long-Term Half-Dose DOAC
Gran VERSATILIDAD e o)
8 b+
— TAO v. DAP 45 dias g7 S
. g = P =0.0093 §_ Hiles P=0.018
— SAP posteriormente (v. .| e 1. |
dosis media NACO) Y P o
T TS I TS
— Eventualmente no TAT N e (e e s Sia08 WM fpas (o)
—— 357 357 354 352 350 350 349 345 345 345 —— 357 354 352 350 349348348 344 343 3473
—— 198 198 198 198 198 198 198 198 198 198 —— 198 198 198 197 197 197 197 197 197 197

Della Rocca DG, et al. JACC Cardiovasc Interv. 2021;14(21):2353-2364.
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FOP
Estudios clinicos

Active Control

Study and Year . & W . " e Device Hazard ratio [95% CI]
ven vents
Freedom from stroke

CLOSURE 1, 2012 12 447 13 462 Starflex k—-mh—1 0.90 [0.41, 1.98]
PC, 2012 1 204 5 210 Amplatzer F = r 4 0.20 [0.02, 1.72]
CLOSE, 2017 0 238 14 235 Mixed 0.03 [0.00, 0.26]
REDUCE, 2017 6 441 12 223 Gore —_—— 0.23 [0.09, 0.62]
RESPECT, 2017 18 499 28 481 Amplatzer -—-—4 0.55 [0.30, 1.00]
RE Model for All Studies [Q = 11.71, df = 4, P for heterogeneity = 0.02; I = 73.4%) | ————— 0.32[0.13, 0.82]
; P for overall effect = 0.018

I | | i |

1 0.05 0.25 1 4

< better < Hazard ratio > Medical therapy better
’ ’ - .

Shunt mediano, causalidad media HR = 0-30_ | opean Heart Journal (2018) 39, 16381649




Individual evaluation of
probability of causal link
and risk of recurrence

Low or uncertain

Evaluate Age 18-65

bleeding/recurrence risk years old

Antiplatelet

Shared decision Shared decision
making making

-

-
-
*F

PFO
closure

LIKELIHOOD OF CAUSAL LINK RISK OF RECURRENCE

High

— Atrial septal aneurysm
— Coagulation disorders

— Atrial septal aneurysm

— Atrial septal hypermobility
— Moderate/severe shunt

— Simultaneous PE or DVT

High

Euronean Heart Journal (2018) 00

1-14



p o PTRCY 4 la i | EVEL OF RECOMMENDATION

Practice advisory update summary: Patent
foramen ovale and secondary stroke prevention

Report of the Guideline Subcommittee of the American Academy of Neurology

Steven R. Messé, MD, Gary S. Gronseth, MD, David M. Kent, MD, M5c, Jorge R. Kizer, MD, M5c, Correspondence
Shunichi Homma, MD, Lee Rosterman, DO, John D. Carroll, MD, Koto Ishida, MD, Navdeep Sangha, MD, and American Acadermy of
Scott E. Kasner, MD, MSCE Meurology

MNeu mio‘gy‘g' 2020;94:876-885. doi: 10 1212 /WNL.OOCOOOO0000 3443

guidelines@aan.com

Statement 2a

In patients younger than 60 years|with a PFO and an embolic-
appearing infarct and no other mechanism of stroke identi-
fied, clinicians may recommend closure following a discussion
of potential benefits (reduction of stroke recurrence) and
fibrillation)

atrial

risks (procedural
(level C).

complication and

Statement 2c

PFO closure may be offered in other populations, such as for
a patient who is aged 60-65 }rears‘with a very limited degree of
traditional vascular risk factors (i.e., hypertension, diabetes,
hyperlipidemia, or smoking) and no other mechanism of
stroke detected following a thorough evaluation, including
prolonged monitoring for atrial fibrillation (level C).

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0%

[0 PFO-attributable stroke fraction

W Estimated 2-year stroke/TIA recurrence
84%
72%

62%

38%

34%

20%

12%

7z 5% 6% 6%

0% ] ]

0-3 4 5 6 7 8 9-10

Risk of Paradoxical Embolism (RoPE) score

Kent DM, et al. Neurology 2013, 81 (7) 619-625



Primer
ictus/AlIT/embolismo
coronario o periférico:

RoPE>6

RoPE=6 criterio de riesgo
(paso severo ETT/DTC, variantes
anatomicas, trombofilia, riesgo

recurrencia ETEV)

FOP
Protocolo HCD

ETE

Consensuar con neurologia




FOP
Protocolo HCD

/ \ - / e
%A ' \
X

Defect t

ASA (210mm), tunel (210mm), grosor SS (>10mm)
ASA prominente (=20mm) 0 Hipertrofia lipomatosa (=15mm)
CIA asociada



FOP
Procedimiento




FOP
Seguimiento postimplante

 Complicaciones: leves e infrecuentes
— Riesgo FA: £5% a 5 anos, mayoria sin TAO cronico

— Vasculares <1%
— Erosidon, embolizacion: anecddtica con ECO

 Manejo tras el alta:
— Clopidogrel 1-6 meses (en nuestro centro 1 mes)
— Aspirina 1-5 afios (a criterio neurologia)
— Profilaxis endocarditis y Eco burbujas en 6 meses - ALTA



