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NOTION4

8�YEARS�
§  The�NOTION�trial�is�a�multi-centre,�randomised,�
head-to-head�comparison�of�CoreValve�TAVRI�
versus�SAVR�followed�out�to�8 years�in�lower�
surgical�risk�patients�≥�70�years�of�age�that�are�
eligible�for�surgery.�TAVI�had�significantly�less�
haemodynamic�SVD�out�to 8 years.

§  The�NOTION�8-year�data�shows�SVD�rates�in�a�
lower�surgical�risk�patient�population.�The�data�
provides�a�signal�of�durability�for�the�CoreValve�
platform�versus�SAVR.

TAVI
DURABILITY  
DATA

HOW IS SVD DEFINED?
§  As�the�treatment�modalities�for�aortic�stenosis�
have�changed,�so�too�have�the�definitions�of�
failure.�

§  Whereas�with�surgical�valves�the�structural�
failure�was�confirmed�on�explant�during�the�
redo�surgery,�TAVI�relies�on�echographic�
interrogation�of�the�valve�to�determine�whether�
the�haemodynamics�remain�stable,�signaling�the�
valve’s�durability.

Structural valve deterioration (SVD)1

§  Moderate�or�greater�haemodynamic�SVD
§   Mean�gradient�≥�20�mm�Hg�or

§  Mean�gradient�≥�10�mm�Hg�change�from�baseline or

§  Moderate/severe�intra-prosthetic�aortic�
regurgitation�(AR)�(new or worsening from baseline)

CHOICE2

5�YEARS�
§  In�this�prospective,�randomised�study,�
CoreValve™�TAV�remained�haemodynamically�
stable�at�5 years�whereas�the�SAPIEN™*�TAV�
had�a�20%�decline�in�EOA�and�a�30%�increase� 
in gradient. 

§  CoreValve�also�had�a�statistically�significant�
advantage�in�terms�of�reduced�SVD� 
over�SAPIEN�(0.0%�vs.�6.6%;�p�=�0.018).

ITALIAN REGISTRY5

8�YEARS�
§  Multicentre�registry
§  Together�with�NOTION,�this�is�the�longest-term 
data�on�the�self-expanding,�supra-annular�
CoreValve�platform.�Data�demonstrates�very�low�
rates�of�moderate�and�severe�haemodynamic�
SVD.�The�cumulative�incidence�of�moderate�
and�severe�SVD�at�8 years are�3.0%�and�1.6%,�
respectively.�

§  Additionally,�the�bioprosthetic�valve�failure�(BVF)�
was�also�very�low�at�7.3%�(includes�any�valve�
intervention,�severe�SVD,�and�any�valve-related�
deaths),�signaling�durability�for�the�CoreValve�
platform.�The�mean�gradients�remained�low�
through�8 years.

BUILT ON A FOUNDATION OF RESULTS6

With�its�supra-annular,�self-expanding�valve�frame,�Evolut™ 
TAVI�is�built�on�the�original�CoreValve�platform�which�has�
consistently�sustained6�large�EOAs�and�low�mean�gradients�
over�time�—�all�of�which�lead�to�low�rates�of�SVD.
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Self-expanding

For EOAs:

Baseline: p = 0.71

Post-TAVR: p = 0.86

30 Days: p = 0.13

1 Year: p = 0.34

5 Years: p = 0.02

For Gradients: 

Baseline: p = 0.90

Post-TAVR: p < 0.001

30 Days: p < 0.001

1 Year: p = 0.007 

5 Years: p = 0.001

Balloon-expandable
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Hemodynamics to 5 Years2
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Patients
at risk
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Mean Gradient to 8 Years5
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Durability�is�of�increasing�concern�as�low�risk�
patients�are�treated�who�may�have�decades�of�life�
left.�These�patients�need�a�valve�that�will�not�only�
accommodate�their�activity�levels,�but�will�also�
remain�hemodynamically�stable�for�years�to�come.�

DEUTSCH3

7�YEARS� 
§  Retrospective�analysis�from�a�single- 
centre�registry

§  This�chart�demonstrates�significantly�less�SVD�
for�CoreValve�than�SAPIEN�out�to�7 years. 
Relief�from�SVD:�82.4%�for�CoreValve;�63.4%�
for�SAPIEN.

§  When�looking�at�SVD,�at�every�timepoint�(1, 3, 
5, and 7 years),�there�was�numerically�less�SVD�
with�CoreValve�than�with�SAPIEN.

CLINICAL TRIALS


