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Prevalencia de insuficiencia mitral
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Figure 1: Prevalence of isolated mitral regurgitation in the community by age

Dziadzko V, et al. Lancet 2018;391:960-69
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Figure 2: Survival after diagnosis of isolated moderate or severe mitral

regurgitation

Dziadzko V, et al. Lancet 2018;391:960-69
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¢Porqué el tratamiento
percutaneo de la
insuficiencia mitral no ha
ido a la par de la estenosis
aortica (TAVI)?
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Transcatheter Aortic-Valve Implantation for Aortic Stenosis

Percutaneous Repair or Surgery for Mitral Regurgitation in Patients Who Cannot Undergo Surgery
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Estenosis aortica # Insuficienca mitral

Falta de evidencia para el
tratamiento de la
insuficiencia mitral
funcional
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Stone GW, et al. NEJM 2018; d0i.10.1056/NEJM0a1806640
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Tratamiento transcatéter de la
insuficiencia mitral

¢Reparacion vs. Sustitucion?
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Maisano F, et al. JACC 201158
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CENTRAL ILLUSTRATION: Beating-Heart Mitral Valve Repair Procedure

Gammie, J.S. et al. J Am Coll Cardiol. 2018;71(1):25-36.
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Ventajas teodricas CLINIC

Sustitucion vs. reparacion (Percutaneo) bt e s

La insuficiencia mitral es una entidad complejay
heterogénea

En la cirugia existen multiples técnicas de reparacion

Desarrollar técnicas percutaneas para tratar totas las
variaciones anatomicas y tipos de pacientes seria
complejo
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Ventajas teodricas CLINIC
Sustitucion (percutaneo vs. quirurgico) ey

Preserva el aparato subvalvular (insuficiencia mitral
secundaria)

Acceso transeptal (insuficiencia mitral secundaria con
disfuncion sistolica grave)
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Ventajas teodricas CLINIC

Sustitucion vs. reparacion bt e s

ldealmente la sustitucion percutanea seria un
concepto mas universal con resultados mas
predecibles en un procedimiento menos invasivo
(vs. cirugia) y técnicamente menos complejo
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Tipos de sustitucion
valvular mitral transcateter
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Protesis aorticas en posicion mitral
Bioprotesis
Anillo mitral
Calcificacion extrema del anillo mitral

Protesis mitrales especificas
Valvula nativa
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Sustitucion valvular mitral
transcateter en valvula
nativa
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Retos para el desarrollo de
una protesis mitral
transcatéter
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Heterogeneidad del trastorno de la valvula mitral

Carpentier Type | Carpentier Type Il Carpentier Type llla Carpentier Type Ilib

(restricted leaflet motion (restricted leaflet

(normal leaflet motion and position) (excess leaflet motion) in systole and diastole) motion in systole)

4R
L%

PRIMARY MR

Rheumatic Valve Disease
Mitral Valve Prolapse Mitral Annular Calcification
Drug Induced MR

Leaflet Perforation
Cleft

SECONDARY MR

Nonischemic Ischemic
Cardiomyopathy Cardiomyopathy

Atrial MR

El Sabbagh, et al. JACC Imag 2018;11:628-43
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Anclaje de la protesis

Regueiro A, et al. ] Am Coll Cardiol 2017;69:2175-92
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Obstruccion del tracto de salida

Regueiro A, et al. ) Am Coll Cardiol 2017;69:2175-92
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Acceso: Transeptal vs. transapical

CardiAQ-Edwards

Neovasc Tiara

Tendyne

Intrepid TMVR

Valve shape

Frame

Anchoring mechanism

Leaflets

Valve position
Access

Delivery system size

Recapture

Circular
Nitinol, self-expandable

Mitral annulus capture with native
leaflet engagement

Trileaflet
Bovine pericardium

Supra-annular

Transapical
Transseptal

33-F
No

D-shaped
Nitinol, self-expandable

Fibrous trigone capture with
native leaflet engagement

Trileaflet
Bovine pericardium

Intra-annular
Transapical

32-F
No

D-shaped (outer stent)
Circular (inner frame)

Nitinol, double frame;
Self-expandable

Apical tether

Trileaflet

Porcine pericardium

Intra-annular

Transapical

36-F

Fully
@ .

rable system after
“ployment

Circular

Nitinol, double stent;
Self-expandable

Radial force and subannular
cleats

Trileaflet
Bovine pericardium

Intra-annular

Transapical

35-F
No

Regueiro A, et al. ) Am Coll Cardiol 2017;69:2175-92
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Planeacion

Regueiro A, et al. ) Am Coll Cardiol 2017;69:2175-92
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Regueiro A, et al. JACC Cardiovasc Interv 2017; 10:1671-78
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Protesis mitrales
transcateter
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Clasificacion
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Acceso

* Transapical

Tendyne, Intrepid, Tiara
* Transeptal

Caisson, SAPIEN M3, CardioValve
* Ambos

Highlife, CardiAQ
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Apical Tether

Anclaje

* Cuerda apical
Tendyne

 Velos | P
Tiara, CardiAQ witral Annus Campig

* Velosy anillo ’
Intrepid, Cardiovalve

* Anclaje externo (subanular)
Caisson, M3, Highlife

Native Leaflet Engagement

Annular Winglets

LA

LV

Radial Force

LA

b N
LV

External Anchor

Regueiro A, et al. ) Am Coll Cardiol 2017;69:2175-92
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Tendyne (Abbott)
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Plataforma transapical

Fijacion con cuerda y almohadilla apical
Reposicionable y recapturable
Multiples tamanos

Sorajja P, TCT 2018
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Experiencia en mas de 100 pacientes

N=100

Valve implanted

Technical success

Implant aborted
* Retrieved (SAM, LVOT obstruction)
» Retrieved (non-orthogonal access)
» Abandoned (pulmonary edema)

Procedural mortality

Procedural strokes

Emergency surgeries

ECMO required

Major apical bleeding

30-day mortality

97 (97%)
96 (96%)
3 (3%)

0 (0%)
0 (0%)
0 (0%)
0 (0%)
1 (1%)
6 (6%)

Sorajja P, TCT 2018
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Patient Survival
100 Treated Patients

1-year survival = 72%

100 200 300
Follow-up (Days)

Clinical Events

Patients with 1-yr follow-up

All mortality 22 (26%)
CV death 18 (21%)
Disabling stroke 3 (3%)
Re-intervention for tether 3 (3%)
tensioning

Embolization or late migration 0 (0%)
Endocarditis 1 (1%)
Thrombus* 6 (7%)

Sorajja P, TCT 2018
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Intrepid (Medtronic)
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Stent externo para fijacion y sellado
Stent interno con valvula tricuspide

Reardon M, TCT 2018
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Intrepid (Medtronic)
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Reardon M, TCT 2018
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Intrepid (Medtronic)
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Bapat V, et al. ] Am Coll Cardiol 2018;71:12-21
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Intrepid (Medtronic)
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APOLLO Trial By the numbers
MEDTRONIC INTREPID™ TMVR APOLLO Trial

55 40 300+ 85+

SUBJECTS SUBJECTS

SITES INVITED
SITES ACTIVATED CONSENTED ENROLLED

GLOBAL INTREPID EXPERIENCE BUILDING

PATIENT SELECTION VIA RIGOUROUS SCREENING & CASE REVIEW

Reardon M, TCT 2018
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SAPIEN M3 (Edwards)
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Plataforma transseptal
Protesis SAPIEN 3 modificada

Dock Delivery Valve Delivery Final Implant

SAPIEN M3 Dock SAPIEN M3 Valve

SAPIEN M3 Dock Delivery System Commander Delivery System
g ——

Makkar R, TCT 2018
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SAPIEN M3 (Edwards)
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Characteristic N=15
Procedural duration (min) 189 + 100
Transseptal puncture to dock release (min) 114 £+ 84
Dock deployment duration (min)* 78 £ 70
Index hospitalization duration (days) 6.3+3.2
Length of ICU stay (days) 26+1.8
Post-dilatation 53.3 (8/15)

Makkar R, TCT 2018
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SAPIEN M3 (Edwards)
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30-Day Outcomes n/15
All-cause mortality 0
All stroke 1*
Myocardial infarction 0
Rehospitalization (procedure- or device-related) 3#
LVOT obstruction 0
Hemolysis 0
Device migration, embolization, or fracture 0
Endocarditis 0
Life-threatening bleeding 0
AKI (Stage 2-3) 1
Major vascular complications 0
Any valve-related dysfunction, migration, thrombosis requiring surgery or repeat intervention 1*

Makkar R, TCT 2018
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CONCLUSIONES

Hospital Universitari

Existe una necesidad clinica para tratar por via percutanea
pacientes con insuficiencia mitral

El desarrollo ha sido lento debido a la complejidad de la valvula
mitral

Existe evidencia que demuestra un aumento de sobrevida vs. el
tratamiento médico (reparacion) aunque no seria directamente

trasladable a la sustitucion en los diferentes escenarios clinicos

El tratamiento esta limitado a pacientes con alto riesgo quirurgico
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TABLE 5 Early Clinical Experience With TMVR in Native
Severe MR (N = 115)*

Procedural and 30-day outcomes

Technical success 100/113 (88.4)
Procedural mortality 10/14 (8.8)
LVOT obstruction 1/96 (1.0)
Post-procedural = moderate MR 1/77 (1.3)
30-day mortality 26/M112 (23.2)

Regueiro A, J Am Coll Cardiol. 2017;69:2175-86
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Sustitucion valvular mitral
transcatéter en protesis
valvular

(Valve-in-Valve)
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No. at Risk

Valve-in-MAC
Valve-in-Ring
Valve-in-Valve

All-cause Mortality (%)
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7] —— Valve-in-MAC
Log-rank p < 0.001
1 —— \Valve-in-Ring
4]
41 ——— \Valve-in-Valve f—h 62.8%
1 . 30.6%
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I T T |
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Valve-in-valve
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B 80 7 ———  Valve-in-MAC
= 70 1 ———  Valve-in-Ring
s 60 i Valve-in-Valve Log-rank p < 0.001
E 50
§ 40 - 43.2%
. 34.5%
s 301 ~
E 20 :/9.9% | 23.0%
< 10 4 6.2%
;ﬁ/ . 84%
0 | | | |
0 30 90 180 270 360
No. at Risk Days
Valve-in-MAC 58 20 10
Valve-in-Ring 141 53 34
Valve-in-Valve 322 180 127
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p=0.01

Mitral Valve-in-Valve Mitral Valve-in-Ring

*Composite end point included 30-day survival free from significant MR (moderate or more) or clinically-evident
LVOT obstruction. The composite of adverse events occurred in 39 patients undergoing valve-in-valve and 25

patients that underwent valve-in-ring.
Dvir D, TVT 2017
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Sustitucion valvular mitral
transcateter en valvula
calcificada

(Valve-in-MAC)
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Valve-in-MAC

CLINIC

BARCELONA
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Procedural cutcomes
Conversion to surgery
Yalve embolization

Left ventricular perforation

MNeed for second valve implantation

LVOT obstruction

Technical success

Fe-intervention
Paravalvular leak closure
Atrial septal defect closure
Alcohol septal ablation

Mitral valve replacement

Surgery
THMWE

Cevice success

] a i i i i

Overall (n=521)

12 (2.3)
9 (1.7)
4(0.8)

28 (5.4)
37 (7.1)
454 (87.1)
73 (14.0)
18 (3.5)
36 (6.9)
10 (1.9)
10 (1.9)
8 (1.5)

2 (0.4)
402 (77.2)

Viv(n=322) ViR(n=141) VIMAC (n=58) P-value

3 (09)
3 (09)
4(12)
8 (25)
7 (22)

304 (94.4)
35 (10.9)

7(22)
23 (7.1)
2 (06)
6(19)
4(12)
2 (06)

273 (84.8)

4(28)
2(14)
0 (0.0)

17 (12.1)
7 (50)

114 (80.9)
25 (17.7)

11(78)
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