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EXONERACION DE RESPONSABILIDAD Y USO DE LA PRESENTACION

Este documento (la “Presentacion”) ha sido preparado exclusivamente para su uso en presentaciones y/o formaciones de Almirall, S.A. ("Almirall") dirigidas a la
comunidad cientifica (“Uso Permitido”). Este documento incluye informacion resumida y no pretende ser exhaustivo. La divulgacion, difusién o uso de este documento,
para un uso distinto al Uso Permitido, sin la autorizacion previa, expresa y por escrito de Almirall esta prohibida.

Almirall no otorga, ni implicita ni explicitamente, ninguna garantia de imparcialidad, precision, integridad o exactitud de la informacion, opinion y declaraciones
expresadas en dicha Presentacion o en discusiones que puedan tener lugar durante su utilizacion.

Tanto la Presentacion como los contenidos incluidos en la misma (con caracter enunciativo, que no limitativo, imagenes, disefio grafico, logos, textos, graficos,
ilustraciones, fotografias, y cualquier otro material susceptible de proteccion) estan bajo la responsabilidad de Almirall y son titularidad exclusiva de Almirall o Almirall
tiene sobre ellos la correspondiente autorizacion de uso.

Igualmente, todos los nombres comerciales, marcas o signos distintivos de cualquier clase contenidos en la Presentacion estan protegidos por la Ley.

La reproduccion, distribucion, comercializacion, transformacion, comunicaciéon publica y, en general, cualquier otra forma de explotacion, por cualquier procedimiento,
de todo o parte de la Presentacién o de la informacion contenida en la misma con fines distintos al Uso Permitido, podria constituir una infraccion de los derechos de
Propiedad Intelectual y/o Industrial de Almirall o del titular de los mismos y podria dar lugar al ejercicio de cuantas acciones judiciales o extrajudiciales pudieran
corresponder en el ejercicio de sus derechos. Todo ello salvo que, previa solicitud, Almirall haya autorizado expresamente y por escrito el uso de los contenidos para un

fin especifico, en cuyo caso, el destinatario se compromete a citar la Almirall como fuente titular del contenido.
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REVISTA ESPANOLA DE CARDIOLOGIA

REC:INTERVENTIONALCARDIOLOGY

La (r)evolucion del intervencionismo cardiaco estructural.

TAVI et al., ;donde y como?

The structural heart disease (r)evolution. TAVI et al., where and how? n

Rui Campante Teles*

Ablacidn
soptal

Valoracidn
a largo plazs

AORTICO

Daminia da la
via de acceso
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TAVI: A 20-YEAR JOURNEY OF TRANSFORMATIVE EVOLUTION
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m " Inoperable and extreme high-risk patients

1st line treatment in low-risk, > 75 year-old patients
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PARTNER 3
LOW RISK
a5 anos

A Death from Any Cause, Stroke, or Rehospitalization
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EVOLUT LOW RISK a 4 anos
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Durabilidad
en TAVI vs AVR

COREVALVE EVOLUT POOLED ANALYSIS
5-YEAR SVD ADJUSTED FOR COMPETING RISK OF MORTALITY

Significantly lower rate of SVD with TAVI vs. Surgery through 5 years
6%

—Surgery RCT (N=971)
Q 5%

TAVI RCT (N=1128)

4.38%

G
R

P =0.0095 t

&=
2]
2
3]
=
o
-
el
o
=
=
=
&
(]
>
w

1 2 3
* CoreValve 88%, Evolut R 12% Years Post_procedu re

t Fine-Gray P value

Reardon M. Presented at Cardiovascular Research Technologies (CRT) conference
(25-28 February, Washington DC, USA).
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) ESC/EACTS GUIDELINES
ESC European Heart Journal (2022) 43, 561-631

European Society hitps://doi.org/10.1093/eurheartjiehab395
of Cardiology e

2021 ESC/EACTS Guidelines for the
management of valvular heart disease
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ACG/AHA CLINIGAL PRACTICE GUIDELINE S

AT 2020 ACC/AHA Guideline for the Management
' of Patients With Valvular Heart Disease
Indication for AVE A Report of the American College of Cardiology/American Heart
(See section 3.2.3) Association Joint Committee on Clinical Practice Guidelines
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LR low risk

rif igh isk EAo aislada
Protesis metalica ? Protesis bioldgica ?
(< 65 anos) (> 65 anos)

LR HR LR HR

~
TAVI factible + I

v v NO SI

Cirugia TAVI Cirugia TAVI  TAVI
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nditions

AVR in 2023
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@ ESC European Heart Journal (2022) 43, 561-632

European Society hupsJ/doi.org/10.1093/eurheartj/ehab395
of Cardiology

ESC/EACTS GUIDELINES

2021 ESC/EACTS Guidelines for the
management of valvular heart disease

Caracteristicas clinicas

Bajo riesgo quirurgico

Alto riesgo quirurgico

Paciente joven

Paciente afoso

Cirugia cardiaca previa
(by-pass permeable)

Paciente fragil

Endocarditis infecciosa
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ESC/EACTS GUIDELINES
@ ESC Eurepean Heart Journal (2022) 43, 561-632
European Societ ’ 5
of Cardiology

2021 ESC/EACTS Guidelines for the
management of valvular heart disease

Factores anatomicos o del procedimiento
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Acceso femoral

Acceso femoral no factible y si
RVA

Acceso femoral no factible pero
RVA no posible

Secuelas de radioterapia

Aorta en porcelana

Alta probabilidad de mismatch
protésico (AVA < 0,65 cm2/m2)

Deformacion toracica o escoliosis

Tamano de anillo adrtico no
valido para TAVI

VAo bicuspide

Alto riesgo de obstruccion
coronaria o Ca+ severa

Trombo en Ao o VI
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ESC/EACTS GUIDELINES
@ESC

European Heart Journal (2022) 43, 561632
Eurcpean Society hpes/ ‘doi.org/10.1093/eurheartjlehab395
of Cardiology

2021 ESC/EACTS Guidelines for the
management of valvular heart disease

Patologia cardiaca concomitante que requiere intervencion

Enfermedad multivaso que +
requiera CCV

Valvulopatia mitral severa 12

Valvulopatia tricuspidea severa

Dilatacion o aneurisma de AA

+ |+ |+ |+

HVI septal que requiera
miomectomia
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Characteristics Favors TAVR Unknown Favors SAVR

Young patients aged <50 years X
Patients aged 51—69 years X

Patients with contraindications to anticoagulation
Older patients >70 years

Life expectancy <12—24 months

Asymptomatic severe AS

Symptomatic moderate AS

Anatomic factors

Bicuspid aortic valve X
Rheumatic heart disease X
Short aortic annulus/expected PPM X

Extremely large aortic annulus X
Porcelain aorta or prior chest radiation X

Estimated risk or frailty

STS-PROM and EuroSCORE II <4% X
STS-PROM and EuroSCORE II >8% X

X:i:
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s
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Characteristics Favors TAVR Unknown Favors SAVR

Procedure-specific obstacles

Unfavorable vascular access

Low coronary height (<10 mm), narrow aortic root (<28 mm)
Concomitant CAD

Left main disease (SYNTAX >32) or 3-vessel CAD (SYNTAX >22) X
Left main disease (SYNTAX <32) or 3-vessel CAD (SYNTAX <22) X

1- or 2-vessel CAD (SYNTAX <22) X

Concomitant conditions

Preexisting atrial fibrillation

Hypertrophic cardiomyopathy necessitating myectomy
Myocardial bridging necessitating myectomy

Prior CABG

Severe lung, renal, or liver disease

LV thrombus

Suspicion for endocarditis

Severe LVOT calcification

Isolated aortic regurgitation

Mixed moderate AS and AR X
Asymptomatic AS with an abnormal exercise stress test and elevated BNP levels

Concomitant valvular disease

Severe mitral regurgitation X'
Severe mitral stenosis X'
Severe tricuspid regurgitation X'+

Patient preferences or goals of care

Uncertainty about valve durability X
Lower stroke risk X

Avoids vascular complications X

Shorter hospital stays X

4

<
SRS R

e
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< 75 anos

¢TAVI o no TAVI?

Si se opta por protesis
bioldgica---> ¢TAVI?
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Aspectos a tener en cuenta...

* Si EAC posibilidad de revascularizacion completa (quirdrgica/percutdnea).
* Valvula Ao bicuspide (éAo dilatada?)

* Riesgo de obstruccion coronaria.
Probabilidad de necesidad de marcapasos.
 Complicaciones neurologicas.

e Durabilidad (“redo TAVI”).
* |CP posterior

 Mismatch protésico (anillo pequefios)

* |Ao periprotésica.
* Antiagregacion simple de por vida.
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Diastole

Systole

Type 0

Type 1 LR Type 1 R-N Type 1 N-L ' Type 2

VALVULA
BICUSPIDE

Favorable for transcatheter aortic valve replacement

Favorable for surgical aortic valve replacement

Tricommissural bicuspid aortic valve with incomplete
raphe (Incomplete or acquired Type 1 Sievers)

Sievers type 1 with heavily calcified raphe and
excess leaflet calcification

Sievers type 1 with noncalcified raphe or incomplete
raphe

Sievers type 2

Sievers type 0 (if circularity preserved)

Extreme elliptic shape

Annulus dimensions within transcatheter heart valve
sizing range

highly calcified leaflet

Homogenous and moderate calcified leaflets

Circumferential calcifications

Absence of aortopathy or aorta dimension <45 mm (50
mm in high-risk patients)

Highly calcified left ventricular outflow tract

Low calcium burden and large annulus (mixed
aortic regurgitation and aortic stenosis)

Shallow/effaced sinus and long calcified leaflet or
low coronary takeoff

Anomaly of coronary implantation
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Valvula aortica bicuspide

TAVR Favorable SAVR Favorable

-

Unicuspid aortic valve Bicuspid Sievers type 1 with excess
leaflet calcium

Bicuspid Sievers type 1 with minimal
leaflet calcium

Bicuspid Sievers type 0 with dilated ascending aorta
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TAMANO DEL ANILLO

TAVR Favorable SAVR Favorable

Normal size aortic annulus with annular Large size aortic annulus with annular
perimeter of 70.2mm and area of 348 mm? perimeter of 92.4mm and area of 603 mm?*
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COMPROMISO DE LOS OSTIUM CORONARIOS

TAVR Favorable SAVR Favorable

Adequate coronary height
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CALCIFICACION del TSVI

TAVR Favorable SAVR Favorable

None or mild LVOT Calcification Severe LVOT Calcification*
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ACCESOS VASCULARES

TAVR Favorable SAVR Favorable

Non calcified, adequate caliber access site Calcified, inadequate caliber access site*
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INSUFICIENCIA MITRAL CONCOMITANTE

SAVR Favorable

TAVR Favorable

SAVR plus MV surgery for primary MR and
secondary MR patients with marked LV
enlargement.

TAVR followed by TEER (prohibitive surgical
risk).

Mitral Regurgitation
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Estenosis aortica e Insuf. Mitral

LR HR

s

‘ IM reversible ¢? ‘

V o . V

Q Primaria Funcional %

H 4 H Calcificacién No calcio

Clrugla mIXta Anillo > 35 mm Anillo <35 mm TAVI + (TEER)
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INSUFICIENCIA AORTICA

TAVR Favorable

SAVR Favorable

TAVR with JenaValve (under investigation) SAVR plus AVR (recommended)

Aortic Regurgitation
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INSUFICIENCIA TRICUSPIDEA

TAVR Favorable

SAVR Favorable

TAVR followed by Triclip (Prohibitive risk patients) SAVR + TVR for severe TR (class I)
OR
Moderate TR plus dilated annulus >4 cm OR

prior history of right heart failure (Class ITa)

Tricuspid Regurgitation
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Riesgo de necesitar MP definitivo

Pressure trauma imposed by
TAVR on conduction tissue

increases the risk of conduction
abnormalities
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Estenosis aortica + Enfermedad coronaria

R L 099, [ .

RCA2 70-90%
RCA3 70-90%

RCA 100%
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Estenosis aortica y EAC (Syntax score < 23)

LR HR
| TAVI factible + |
NO Sl V
AVR+PAC TAVI+PCI TAVI + PCI
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Estenosis aortica y EAC (Syntax score > 23)

LR HR
N N
AVR + PAC TAVI + PC
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Planificacion del manejo a futuro en pacientes jovenes

SAVR-TAVR-TAVR
Ad;.'antages: Disadva ntag;es:
1. Feasible 1. Difficult

coronary access
2. TAVR-in-5AVR
is safe and well
established

3. Surgery in
young age

LIRS
.k” ) |
| s 1

CWARAAA D

coronary access
following TAVR-in-
SAVR

2. Risk of coronary
obstruction and
patient prosthesis
mismatch after
TAVR-in-TAVR

" Lifetime strategies for young ‘

patients

-,

-‘: Heart team approach ‘

Fa

TAVR-SAVR-TAVR
r

Advantages: Disadvantages:
1. Minimally 1. Need expertise
invasive TAVR in n " in TAVR
young age ( e | | explantation and
2. TAVR-in-SAVR is i aortic repair
safe and well dhi_,i_.:" 2. Risk of coronary
established obstruction and
3. Possibility of patient prosthesis
fourth pracedure mismatch after

TAVR-in-SAVR
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TAVR-TAVR-TAVR
%

Advantages: Disadvantages:
1. Minimally 1. Difficult
invasive procedure coronary access
in young age following TAVR-in-
2. Feasible option TAVR
for patients with 2. Risk of coronary
large aortic root obstruction and
and adequate patient prosthesis
coronary height mismatch after

TAVR-in-TAVR
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EN CONCLUSION

En la ultima década se ha producido un cambio de paradigma en el tratamiento de la EA
de la Cirugia a la TAVI.

Los nuevos disenos y el perfeccionamiento de la técnica de intervencion junto con la
acumulacion de nuevos datos clinicos ampliara aun mas las indicaciones de la TAVI.

No obstante, sigue habiendo situaciones anatémicas vy clinicas en las que la Cirugia es |la
opcion mas recomendable.

Un enfoque desde el equipo cardiaco, la toma de decisiones compartida, la preferencia
del paciente, la ponderacion de los riesgos y beneficios de la intervencion, y la
consideracion de un objetivo de cuidado a largo plazo son claves a la hora de decidir la
intervencion valvular aortica ideal en pacientes con EA severa.
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