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Como desarrollar un proyecto para el tratamiento de la
valvulopatia mitral

* Porqué iniciarlo?

e Como hacerlo?
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Porque iniciarlo?

|: Alta prevalencia y baja accesibilidad al tratamiento
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Porque iniciarlo? *
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I: Alta prevalencia y baja accesibilidad al tratamiento % o
l CACI 2021

B
400~ m MitraClip 90 W UHC surgery + MitraClip . s
@ Mitral valve surgery B UHC surgery M (0 rta I Id d d d 30 d 1as
0O GSTCVS surgery
E Uy +62.4%
300 +624%
14 76
g == . 20" Beginf T
g 200 MitraClip
S 194 | |200| |207| [250| |22 I +29.9% i
100 [
10 o ___—0O+9.8% 7
| 0% S & [l /
0 ! L J ! J - -
2007 2008 2009 2010 201 0= 2007 ' 2008 ' 2000 ' 2010 ' 2001
Year Year
Figure 1: Development of surgical and interventional mitral valve activities. (A) Development of mitral valve caseload at the University Heart Center Hamburg 1 I
(UHC) and (B) in comparison to the nationwide development according to the annual reports of the German Society for Thoracic and Cardiovascular Surgery
(GSTCVS). *Voluntary recall of MitraClip device for manufacturing process enhancements.
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Porgue Iniciarlo?

|I: Caracter progresivo y pronostico adverso

PRIMARY MR
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Enriquez-Sarano M et al. NEIM 2005;352:875-83
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SECONDARY MR
Prospective study: 576 pts with HFrEF; 21% severe FMR and 32% mod FMR.

Severe secondary MR is an
independent predictor of
long-term mortality

0

Mumber at risk

No/mij R 272
Modcrate FMR 185
Severe FMR 119

Goliasch G et al. EHJ 2018;39:39-46
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P<0.001

No/mild SMR

Moderate SMR

Severe SMR
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Porgue Iniciarlo?

II: Caracter progresivo y pronostico adverso AL
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La terapia endovascular altera favorablemente el curso de la enfermedad

Indicaciones
actuales
Patologia organica Patologia funcional
Rechazados de cirugia |.C. con internacion previa
Anatomia favorable Sintomas con TMO y TRC

Anatomia favorable
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Porgue Iniciarlo?

lll: Terapia endovascular trasladada a guias

U
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Volume 143, Issue 5, 2 February 2021; Pages e72-e227
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Technologies Reported Human Experience

Tendyne 100+
Intrepid - 70+
APOLLO Trial (NCT03242642)

Evaluate the safety and efficacy of Medtronic Intrepid™ TMVR System in
patients with severe symptomatic mitral regurgitation (primary or secondary)

ACC/AHA CLINICAL PRACTICE GUIDELINE

2020 ACC/AHA Guideline for the Man
B with Valvular Heart Disease: A

Assessment by Multidisciplinary Heart Team
STS PROM 23%, EF 225% (n=1200)

Eligible for surgical procedure Ineligible for surgical
Catherine M. Otto (candidate for MVR — not repair) procedure
o 1)
" . 1:1 Randomization Single-arm Cohort
Co-Chair, Ro e e
FAHA, J (stratified by DMR vs. FMR) (DMR and FMR)

Non-inferiority Non-inferiority
[GEVEEEN (performance TMVR
adaptive design) goal)

Primary Composite Endpoint:
All-cause mortality, stroke, reoperation (or reintervention)
and cardiovascular hospitalization at 1 year

Pls: M Leon and D. Adams. Chairman: M. Mack. Sponsor: Medtronic
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Como hacerlo?
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Formacion de equipo de trabajo

Requerimientos institucionales

Seleccion adecuada de pacientes
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Imaging
Specialist
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Cardiothoracic
Surgeon

+

Anesthesiologist

O

Formacion de equipo de trabajo

Grupo
estable

Cardiac Catheter
Lab and O.R. Staff
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Ecografia Cirugia

Especialista
enlIC

Imagenes

Anestesiologia “‘;:f Electrofisiolog




Formacion de equipo de trabajo CACI 2021

Cardiologo Intervencionista

Conocimientos basicos Destrezas

Comprender los distintos mecanismos de produccién de la .M. Interpretacion hemodinamica de la .M en la sala
Manejo médico de la Insuficiencia Mitral Acceso percutdneo / Puncion transeptal selectiva
Manejo quirdrgico de la Insuficiencia mitral Vainas / cuerdas / catéteres
Interpretacion de imagenes (Eco,TAC) Conocimiento acabado del dispositivo
Indicaciones para intervenir Identificacion y manejo de complicaciones

a JORNADAS CIENTIFICAS Y GREMIALES CACI| 2021
4Y 5 DE DICIEMBRE 2021 . HOTEL HILTON - PRESENCIAL




Formacion de equipo de trabajo

Ecocardiografista CACI 202]

Seleccion de pacientes

Guia durante el procedimiento: conocimiento del paso a paso

Seleccidon adecuado del sitio de puncidn transeptal

Navegacion del dispositivo en Al
Orientacion del clip-3D
“Grasping”

Evaluacién de resultado inmediato (IM residual/estenosis)

Deteccion precoz de comphcauones Detachment

Progresion de la enfermedad

Impacto del tratamiento en el VI
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Formacion de equipo de trabajo

Médico referidor

CACI 2021

Educacion y capacitacion: seleccion de pacientes, evidencias, resultados, guias,
etc

Persistencia en la propuesta de tratamiento en pacientes candidatos

“Programa’ vs “caso anecdotico”
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Equipamiento

Fluoroscopia

Estacion estéril

Anestesia
TEE 3D

Monitores esclavos
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Apego al protocolo de obtencion de imagenes

5-chamb

Seleccion adecuada de pacientes

er view with A1/P1 of the mitral vaive

(MV) clearly visualized.

This vi
level

w is obtained at the mid-esophageal
he aorti

e and left ventricular

outflow tract are clearly visualized. The LV
is foreshortened

4-chamber view with A2/P2 clearly visualized

Advanced probe 1-3 cm. The LV cavity is
more completely visualized. For functional
MR, vertical coaptation length should be

measured. For degenerative MR, flail gap
should be measured, if present.

This view is obtained at the anterior side of

the valve to visualize A1, A2, and A3 scallops.

The anterior leaflet can be isolated by
torquing/rotating the probe clockwise from
the midline.

4-chamber view with A3/P3 clearly visualized.

The prob:
L

e is further advanced 1-3 cm.

ronary sinus and tricuspid vaive may

4Y 5 DE DICIEMBRE 2021

This view is obtained at the midline of the
valve to visualize P1, A2, and P3 scallops.

CACI 2021

This view is obtained at the lateral side of
the valve to visualize A1 and P1 scallops.
The lateral aspect can be isolated by
torquing/rotating the probe counterclockwise
from central.

This view is obtained at the posterior

side of the valve to visualize P1, P2,

and P3 scallops

The posterior leaflet can be isolated by
torquing/rotating the probe counterclockwise
from midline.
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This view is of the central aspect of the
valve with A2 and P2 scallops clearly
visualized

For degenerative MR, flail gap

should be measured, if present.

This view is obtained at the medial side of
the valve to visualize A3 and P3 scallops.

The medial aspect can be isolated by
torquing/rotating the probe clockwise
from central.



Seleccidon adecuada de pacientes

CACI 2021
Table 4: Recommendations for the use of MitraClip therapy (adapted by Grasso et al 2017)"

L. Nombela-Franco et al/ Rev Esp Cardiol. 2013,66(7).566-582

MORPHOLOGY FOR MITRACLIP THERAPY

Profundidad de * Central pathology in Segment 2 + Pathology in Segment 1 or 3 * Perforated mitral valve leaflet
m:‘m = No leaflet calcification * Mild calcification outside of the orcleft
* Mitral valve opening area > 4 cm? grip-zone of the clip system; ring * Severe calcification in the potential
* Mobile length of the posterior calcification, post annuloplasty Clip implantation zone
leaflet 2 10 mm * Mitral valve opening area > 3 cm? * Haemodynamically significant
* Coaptation depth <11 mm with good residual mobility mitral stenosis (valve opening
* Normal leaflet strength and mobility * Mobile length of the posterior area < 3 cmé, MPG 2 5 mmHg)
* Flail-width < 15 mm fail-gap leaflet 7 - 10 mm * Mobile length of the posterior
<10 mm * Coaptation depth 2 11 mm leaflet < 7 mm
* Leaflet restriction in systole * Rheumatic leaflet thickening and
(Carpentier I11B) restriction in systole and diastole
‘ g.j’sx:zs"‘gm * Flail-width > 15 mm only with a (Carpentier 111A)
coloag il large ring width and option for * Barlow’s syndrome with multi-
multiple clips segment flail leaflets
eversion mitral
START-UPCENTRES | INTERMEDIATECENTRES | HIGH-VOLUMECENTRES
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Seleccion adecuada de pacientes AL

Caso |I: anatomia “optima” 2;\0 2071
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Seleccion adecuada de pacientes

Caso I: anatomia “Optima”

Resultado inicial

Ecocrd, adultes TIS1T MI13
542

17H2 » - D woow
15¢cm 816
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Seleccion adecuada de pacientes

Caso ll: anatomia “intermedia”

LVOT 4 Camaras

Defecto de
copatacion

Flujo reverso en venas
Pulmonares

3D color

- Cl

':?‘! V, »n ’\v'\
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Caso ll: anatomia “intermedia”

Seleccion adecuada de pacientes \[evars

CACI 2021
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¥
Seleccion adecuada de pacientes ,jk

Caso ll: anatomia “intermedia” ?,
c

ACl| 2021

Normalizacion flujo

Venas Pulmonares Resultado final

3D “en face”
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Caso lll: anatomia desfavorable

o 139 180

| =
ITEMP. PCTE.: 370C
TEMP. ETE: 39.8C
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Conclusiones

ZACI 2021

Existen terapias probadas para el tratamiento percutaneo de la patologia estendtica
y regurgitante de la valvula Mitral.

Mitraclip aumenta la accesibilidad a una terapia correctiva en pacientes con IM.
“Puerta de entrada” a dispositivos emergentes para el tratamiento de la IM.
Formacion de equipo de trabajo estable.

Entrenamiento del Intervencionista en imagenes (ETE/TAC).

Seleccion de candidatos “ideales” al inicio de |la experiencia.
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