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Evolut R:
L a nuova frontiera delle valvole
transcatetere
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Innovazione tecnologica
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Innovazione tecnologica
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Evolut R: costruita sulla piattaforma
CoreValve®- frame in nitinolo autoespandibile e

disegno sovra-anulare

&5 Medironic

Supra-
annular
Valve
Optimizes coaptation in
non-circular anatomy with
supra-annular valve position
Annulus

Conforms to the native annulus

Confidence. Delivered.



CoreValve US Pivotal Alto rischio:

Messaggi chiave
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The CoreValve System demonstrates a low all-
cause mortality rate that outperforms the
standard of care at 2 years.
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The CoreValve System showed a lower rate of
all stroke (p=0.05) and a similar rate of major
stroke (p=0.25) vs. SAVR at 2 years.
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Aortic Valve Area, cm?

CoreValve US Pivotal Alto rischio:

Messaggi chiave

« Superior Hemodynamics

TAVR had significantly better valve performance over SAVR at all follow-up visits (p<0.001)
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Supra-annular design optimizes orifice area, delivering low
single-digit gradients that are superior to SAVR at each follow-
up visit.
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Low Rates of PVL
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The CoreValve Nitinol frame conforms and seals to
the annulus, maintaining a consistently low rate of
moderate/severe PVL between 1 and 2 years.
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Clinical need

1. Basso rapporto tra diametro esterno ’_L‘

del delivery e femorale (SFAR) e e
Riduzione rischio complicanze vascolari e e e
maggiori e Transtomoral Actic Vaive Impiantation: New

Criteria to Predict Vascular Complications, J Am
Coll Cardiol Intv 4 2011 851-858)

2. Accuratezza nel posizionamento
Fondamentale per migliorare gli outcome clinici
(PVL, disturbi del ritmo,...)

3. Sealing a livello dell’annulus
Ridurre il PVL

(TcheTche, et. al. — Eurolntervention 2012)

4. Facilita di utilizzo

55 Medtronic Confidence. Delivered.

Lange, German Heart Center, Munich Germany



Ogni singolo componente del sistema EvolutR
e stato ottimizzato

@ -
Catheter Delivery System

14Fr-equivalent profile

Transcatheter Valve

55 Medtronic Confidence. Delivered.



#1: il piu basso profilo sul mercato, equivalente
al4Fr con introduttore InLine ™

55 Medtronic Confidence. Delivered.



Il piu basso profilo di delivery, equivalente a
14Fr, con introduttore InLine™

Riduzione del profilo di 4Fr
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#2: Disegnata per posizionamento corretto al primo
tentativo con possibilita di ricattura

55 Medtronic Confidence. Delivered.



Risposta 1:1

55 Medtronic Confidence. Delivered.



Self-Centering

Shaft ‘Spines’

Confidence. Delivered.



EnVeo R permette ricattura e riposizionamento

55 Medtronic Confidence. Delivered.

*Up to 80% deployment



#3: performance della valvola eccezionali e PVL
ridotto

55 Medtronic Confidence. Delivered.



Performance della valvola eccezionali: Evolut R
mantiene il design sovra-anulare

Supra-
annular
Valve
Optimizes coaptation in
non-circular anatomy with
supra-annular valve position
Annulus

Conforms to the native annulus

55 Medtronic Confidence. Delivered.



Confronto dell’ Inflow CoreValve

Ottimizzazione de ex

Ottimizzazione del sizing per un vasto
range di annulus

mmm Eyolut R*
Design Target (Min)

\/\/ CoreValve
/26 mm

Oversizing (%) —»

Annulus Diameter Range (mm) —»

' ‘ * Represents CoreValve Evolut R 23, 26, 29mm transcatheter valve:
Evolut R
26 mm

Evolut R . .
Forza radiale consistente
| 29 mm contribuisce ad un migliore sealing sui
" diversi diametri

HE A

55 Medtronic C

- - - CoreValve
=== Evolut R

Inflow Radial Force —»

Annulus Diameter Range (mm) —p



PVL ridotto: estensione della gonna

Outflow accorciato

Gonna estesa*
' Landing zone piu lunga, sealing
maggiore

% %d skirt is available on 26, 29 and 3x sizes Confldence De]-lvered
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Messaggi chiave

« #1: 1l piu basso profilo sul mercato,
equivalente al4Fr con introduttore
InLine ™

« #2: Disegnata per posizionamento corretto
al primo tentativo con possibilita d
ricattura

« #3. performance della valvola eccezionali
e PVL ridotto

55 Medtronic Confidence. Delivered.



Indicazione per il Valve-in-Valve

Design Sovra-Annulare
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Orifizio valvolare potenzialmente 25% A
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1. Medtronic data on file. Bench testing comparison between CoreValve and Sapien XT in surgical bioprosthesis.

2.%Webb G, i i'Eiffer S, e al. Transcatheter aortic valve implantation in failed bioprosthetic surgical valves. JAMA 2014;312(2):162-1@6ﬁf&éﬁ62é6 Delivered



Dati clinici a 30 giorni — ACC 2015

55 Medtronic Confidence. Delivered.
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All-cause mortality [ All stroke
Annular rupture® / ,Coronary o

struction™
Valve embolization®

Moderate or severe PVL 3.4%

Permanent

11.7% pacemaker

iImplantation




Thank You!
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