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A La EAo es la valvulopatia méas frecuente en Europa y
Norteamerica (2-7% de la poblacion > 65 anos).

A La EAo calcificada es una enf. crénica y progresiva.

A Una vez que aparecen los sintomas el prondstico es
pésimo, con tasas de SV de 15-50% a los 5 anos.

A La sustitucion valvular aortica (SVA) es el tratamiento
de eleccion en la EA grave sintomética (clase 1).
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A La mortalidad operatoria de la SVA varia de 1-3% en pac.
<70 anos y 4-8% en edades avanzadas.

A Tras la SVA, los sintomas y la calidad de vida mejoran
sensiblemente, incluso en pac. seleccionados > 80 anos.

La edad no contraindica la realizacion de la misma.

Sin embargo, hasta 30 % de los pac. con EAo severa
sintomatica no se someten a SVA debido a un riesgo
quirurgico alto o prohibitivo:
A En pacientes de alto riesgo quirurgico, la implantacion valvular
transcateter (TAVI) es una alternativa.

A En pacientes inoperables, el empleo de TAVI comparado con el
tto. conservador (valvuloplastia) mejora la supervivencia y la
sintomatologia.
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@ European MHeart Journal (2012) 33, 2451-2496 ESC/EACTS GUIDELINES a
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() Guidelines on the management of valvular heart
disease (version 2012)

The Joint Task Force on the Management of Valvular Heart Disease
of the European Society of Cardiology (ESC) and the European
Association for Cardio-Thoracic Surgery (EACTS)

Authors/Task Force Members: Alec Vahanian (Chairperson) (France)*, Ottavio Alfieri
(Chairperson)* (Italy), Felicita Andreotti (Italy), Manuel J. Antunes (Portugal),
Gonzalo Baron-Esquivias (Spain), Helmut Baumgartner (Germany),

Michael Andrew Borger (Germany), Thierry P. Carrel (Switzerland), Michele De Bonis
(Italy), Arturo Evangelista (Spain), Yolkmar Falk (Switzerland), Bernard lung
(France), Patrizio Lancellotti (Belgium), Luc Pierard (Belgium), Susanna Price (UK),
Hans-Joachim Schafers (Germany), Gerhard Schuler (Germany), Janina Stepinska
(Poland), Karl Swedberg (Sweden), Johanna Takkenberg (The Netherlands),

Ulrich Otto Von Oppell (UK), Stephan Windecker (Switzerland), Jose Luis Zamorano
(Spain), Marian Zembala (Poland)
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Tabla9
Indicaciones para la sustitucion valvular adrtica en la estenosis aortica

La SVA esta indicada para pacientes con IA grave y cualquier sintoma relacionado con ella

La SVA esta indicada para pacientes con IA grave que van a someterse a CABG o cirugia de ia aorta ascendente o en otra valvula | &
La SVA esta indicada para pacientes asintomaticos con [A grave y disfuncion del V1 sistélica {FEVI < 50%) no debida a otra causa | £
La SVA est3 indicada para pacientes asigfomaticos conli gravay-prieba-de-esfuero-anorma-guemuestiansiatamas durante el ejercicio | C

relacignadeseomtaEA

-

< Se debe considerar la SVA para pacientes de alto riesgo con EA sintomatica grave candidatos a TAVI, pero en los que el equipo cardiologico
jenda la cirugia segtn el perfil individual de riesgo y las caracteristicas anatémicas

lla

Se debe considerar [a SVA para paCienTes ao IO e oo S e i S A e S G SRS AR e ST Ca U UC 1 PIesiON lla
sanguinea por debajo de los valores basales

Se debe considerar la SVA para pacientes con EA? moderada que van a someterse a CABG o cirugia de aorta ascendente u otra vdlvula Ila C

Se debe considerar la SVA para pacientes de alto riesgo con EA sintomatica grave candidatos a TAVI, pero en los que el equipo cardiologico
recomienda la cirugia segin el perfil individual de riesgo y las caracteristicas anatomicas

Rev Esp Cardiol. 2013;66(2):131 @42
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Tabla 10
Contraindicaciones para la implantacion transcatéter de valvula adrtica

Contraindicaciones absolutas

Carencia de equipo cardiolégico (heart team) y cirugia cardiaca en el centro

Indicacion de TAVI, como alternativa a la SVA, no confirmada por el equipo cardiolégico
Clinicas

Esperanza de vida estimada < 1 afio
Pocas probabilidades de mejoria de la calidad de vida mediante TAV] debido a las comorbilidades
Otra valvulopatia primaria grave asociada que es causa principal de los sintomas y solo se puede tratar con cirugia

Anatomicas

Tamano del anillo inadecuado (< 18 mm, > 29 mm”)

Trombo en ventriculo izquierdo

Endocarditis activa

Riesgo elevado de obstruccion de un ostium coronario {calcificacion valvular asimétrica, corta distancia entre el anillo y el seno coronario, senos aorticos pequenos)

Placas con trombos maviles en la aorta ascendente o en el arco adrtico

Para el abordaje transfemoral/subclavio: acceso vascular inadecuado (tamano, calcificacion, tortuosidad del vaso)

Contraindicaciones relativas
Valvulas bicuspides o no calcificadas
Enfermedad coronaria no tratada que requiere revascularizacion
Inestabilidad hemodinamica
FEVI < 20%

Para el abordaje transapical: enfermedad pulmonar grave, apex del VI inaccesible

Rev Esp Cardiol. 2013;66(2):131 @42
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Tabla 11
Recomendaciones para implantacion transcatéter de valvula adrtica

Sélo se debe realizar la TAVI con un equipo | C
cardiologico multidisciplinario que ificluya

Cardiologos, ciTujanos cardiacos y otros

especialistas si fuera necesario

La TAVI sélo se debe realizar en hospitales con | C
cirugia cardiaca en el centro

La TAVI esta indicada para pacientes con EA |
sintomatica grave que, en opinion del equipo
cardioldgico, no son candidatos a SVA y tienen
probabilidades de mejorar su calidad de viday
una esperanza de vida > 1 ano tras la evaluacion
de las comorbilidades

Se debe considerar la indicacion de TAVI para
pacientes de alto riesgo con EA sintomatica que
aun pueden ser candidatos para cirugia pero para
quienes el equipo cardiolégico prefiere la TAVI
por el perfil de riesgo individual del paciente

y sus caracteristicas anatémicas

Rev Esp Cardiol. 2013;66(2):131-e42
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2012 ACCF/AATS/SCAI/STS Expert Consensus Document on
Transcatheter Aortic Valve Replacement

Developed in collaboration with the American Heart Association, American Society of
Echocardiography, European Association for Cardio-Thoracic Surgery, Heart Failure Society of
America, Mended Hearts, Society of Cardiovascular Anesthesiologists, Society of Cardiac
Computed Tomography, and Society for Cardiovascular Magnetic Resonance

Writing Committee Members
David R. Holmes, JR, MD, FACC, Chain*
Michael J. Mack, MD, FACC, FVice Chant
Sanjay Kaul, MBBS, FACC. Vice Chair*

Arvind Agnihotri, MD3 A. Pieter Kappetein, MD, PHD**

Karen P. Alexander. MD. FACC* Jane A. Linderbaum. MS, CNP, AACC*
Steven R. Bailey, MD. FACC. FSCAI§ Chirojit Mukherjee, MD¥¥

John H. Calhoon, MDZ Debabrata Mukherjee, MD, FACC*

Blase A. Carabello, MD, FACC* Catherine M. Otto, MD, FACC*

Milind Y. Desai. MBBS, FACC |4 Carlos E. Ruiz, MD, PhD. FACC, FSCAI§
Fred H. Edwards. MD. FACC¥ Ralph L. Sacco,. MD. MS. FAHA%Z

Gary S. Francis, MD, FACC# Donnette Smith§§

Timothy JI. Gardner, MD, FACC¥ James D. Thomas, MD. FACC || ||
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Collaborative stakeholder involvement is required in the management of this high-risk patient population
with extensive coexistent medical conditions. A previously published document by ACCF and STS
identified a high-level series of i1ssues to be addressed regarding this technology (1). This current
collaborative expert consensus document, which mvolves 12 professional societies, addresses these 1ssues
in greater detail with the intent to examune the current state of the evidence. facilitate the integration of
this technology into the armamentarium of therapeutic options for patients with aortic valvular stenosis,
and to enable responsible adoption and diffusion of this promising technology. This document has
focused on published data: it must be remembered that there is only 1 single completed randomized trial.
although others are in progress or planned: much of the data in this expert consensus document is based
upon mformation from studies and registries. both surgical and TAVR. which are frequently retrospective
and include self-reported clinical events rather than adjudicated events.

La evidencia actual sobre TAVIs se basa en registros y estudios prospectivos PER

unicamente en un ensayo clinico aleatorizado (PARTNER).

The Journal of Thoracic and Cardiovascular Surgery ¢ Volume 144, Numt
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In the absence of literature evidence and guidelines recommendations. the determination of inoperability
in any given patient depends on the judgment of the medical feam | It is generally agreed that patients
with limited life expectancy due to concurrent conditions such as malignancy, dementia, primary liver
disease, chronic obstructive pulmonary disease (COPD). among others, are not appropriate for AVR.
Frailty and related conditions of debility and deconditioning are known to result in mability to recover
from major heart surgery such as AVR, despite operative survival and hospital discharge (65). These
conditions can potentially contribute to increased surgical mortality and morbidity 1n the elderly (79).

5

No existen recomendaciones especificas para definir inoperabilidad.

Tables 1 and 2 summarize the major patient characteristics for the Sapien and CoreValve famuly
of registries. respectively. The patients selected for entry are elderly (average age typically over 80 years),
with symptomatic severe AS (mean gradient =45 mm Hg). significant comorbidities. and an average
EuroSCORE of =23 (Sapien) and =16 (CoreValve) (97.105-110). indicating a significant risk with
conventional AVR. However. unlike the PARTNER ftrial. all of these registries used the EuroSCORE risk
prediction svstem for defining high risk and inoperability, EuroSCORE is generallv not regarded as valid
in high-risk patients for surgical AVR. and surgeon input ias to operability was not required in these
registries. As a result. the registry results are difficult to interpret because it is unclear whether the
patients who were enrolled in these registries were truly “inoperable™ versus “high-risk™ (110.111).

Uso del sistema EuroSCORE para estimar la mortalidad operatoria en los registros.

The Journal of Thoracic and Cardiovascular Surgery ¢ Volume 144, Numt
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In TAVR candidates, the benefits of avoidance of sternotomy and cardiopulmonary bypass with its
attendant complications and prolonged recovery/hospitalization by applying TAVR appear to come at the
price of potentially serious vascular and technical complications and imcreased hazards of stroke and
paravalvular AR (Figure 4). For prohibitively high-risk moperable patients, such a tradeoff 1s acceptable
given the documented statistically-significant and clinically-important mortality benefit and functional
improvement. For high surgical risk patients in whom mortality benefit has not been proven, the findings
present a dilemma, given that the ureversible eftects of stroke might be of greater potential clinical
significance in terms of long-term disability, permanent de 1cy, and increased societal costs than the
complications of sternotomy and bleeding. Although 1rs acutely, 1s often overt, and has
immediate clinical impact leading to increased source utilization, a “causal link” to
adverse long-term clinical outcome remay e relative weights both patients and
physicians assign to the utility assQgd ural hazards 1s likely to impact individual
case-based benefit/risk assessmen . Cost considerations are also likely to materially
impact the adoption of TAVR 1n tr 1ms for AS.

En los pacientes de alto riesgo quirurgico no se ha demostrado beneficio en relacic

con la mortalidad, valorar riesgo/beneficio de forma multidisciplinar.

The Journal of Thoracic and Cardiovascular Surgery ¢ Volume 144, Numt



INsTITUTO SUSTITUCION VALVULAR AORTICA
CARDIOVASCULAR

HOSPITAL CLINICO SAN CARLOS

1l . CONSENSO DE EXPERTOS (TAVI).

! i
TAVR vs Standard Rx

Benefit Risk
» 190 deaths prevented * 67 excess strokes
» 218 hospitalizations prevented - 45 excess major strokes
» Shorter hospital stay * 419 excess hemorrhagic vascular events
» Improved functional class - 151 major vascular events
* 140 excess major bleeding events

U wirenn U
TAVR vs AVR

Benefit Risk |\
» 26 deaths prevented* * 40 excess strokes :
* 110 fewer major bleeding events - 27 excess major strokes
» 50 fewer atrial fibrillation cases* * 132 excess major vascular events
« Shorter hospital stay » 52 excess mod./severe AR
» Avoidance of sternotomy/bypass - 49 excess mod./severe paravalvular AR

En los pacientes de alto riesgo quirdrgico no se ha demostrado beneficio en relacia

con la mortalidad, valorar riesgo/beneficio de forma multidisciplinar.

The Journal of Thoracic and Cardiovascular Surgery ¢ Volume 144, Numt
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TABLE 12. TAVR complications and management

Management options depending on the clinical condition, hemodynamic status, and

Complication number of options available

Shock, low cardiac output e Careful systemic pressure management, inotropic support, IABP, or CPB

Occlusion of coronary ostia e PClor CABG

Significant annular rupture e Pericardial drainage. autotransfusion. conversion to open surgical closure.
e I no other options, care and sedation

Ventricular perforation e Pericardial drainage. autotransfusion. conversion to open surgical closure.

Paravalvular aortic regurgitation e Postdeployment balloon dilation

Central valvular aortic regurgitation e Usually self-limited, but may require gentle probing of leaflets with a soft wire or catheter
e Delivery of a second TAVR device

Heart block e Pacemaker implantation

Device malposition e Deployment of overlapping 2nd valve

Device embolization e Urgent endovascular or surgical management

Atrial fibrillation e Rate control, rhythm control via pharmacological or electrical cardioversion

Major ischemic stroke e Catheter-based, mechanical embolic retrieval

Minor ischemic stroke e Aspirin, anticoagulants

Hemorrhagic stroke e Reversal of anticoagulation. correction of coagulopathy

Major bleeding e Hemodynamic support. blood transfusion

fascular complications o Urgent endovascular repair/surgery
Acute Kidney injury e Supportive care

Maintain optimal fluid status

The Journal of Thoracic and Cardiovascular Surgery ¢ Volume 144, Numt
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7.3. Lower-Risk Populations

Data from the STS Registry indicate that approximately 10% of patients undergoing AVR have an STS
score >8 and therefore would be potential candidates for TAVR using current selection criteria. There
has been interest in expanding the potential group of candidates for TAVR to include patients with an
STS score >4. This would broaden to 25% the number of patients who might be treated with TAVR
rather than AVR. There has been concern about the potential for “selection creep,” with more lower-risk
patients treated with TAVR. [This should be avoided until more evidence-based data become available on
the outcome of TAVR versus AVR 1n these patients. | The planned and ongoing trials evaluating both the
Sapien and the CoreValve m lower-risk populations will be of central importance in identifying
subsequent utilization of this technology in expanded patient groups.

No existe evidencia suficiente para ampliar la indicacion de TAVIs a grupos de menc

riesgo (SURTAVI, PARTNER II)

The Journal of Thoracic and Cardiovascular Surgery ¢ Volume 144, Numt
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Mismas indicaciones que las guias SEC sobre valvulopatias

The Journal of Thoracic and Cardiovascular Surgery ¢ Volume 144, Numt



