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Diamond cell configuration

Nitinol: memory shaped/no recoil Multi-
level design incorporates three different areas

of radial and hoop strength /

Low radial force area orients the system

Constrained area avoids coronaries and /

features supra-annular valve leaflets

High radial force provides secure anchoring e ———————
and constant force mitigates paravalvular leak

Radiopaque









« Specifically designed for
transcatheter delivery

« Single layer porcine pericardium

« Tri-leaflet configuration

* Tissue valve sutured to frame
« Standard tissue fixation techniques

« 200M cycle AWT testing completed

* Supra-annular valve function | s—o

* Intra-annular implantation and
sealing skirt







Outflow region
orients the system

Frame designed
to maintain
coronary perfusion

Supra-annular
valve function

Intra-annular
sealing skirt mitigates
paravalvular leaks

Inflow radial force

prevents
device migration










CoreValve Delivery Catheter

Over-the-wire (0.035” compatible)

Radiopaque tip

/

18Fr Valve capsule —__

12Fr Flexible shaft :
Radiopaque
/ marker









- Extreme Risk : subjects with symptomatic severe AS, necessitating
aortic valve replacement, with predicted operative mortality or serious,
irreversible morbidity risk of 2 50% at 30 days

« High Risk : Subjects with symptomatic severe AS, necessitating aortic
valve replacement, whose predicted risk of operative mortality is 2
15% (and whose predicted operative mortality or serious, irreversible
morbidity risk is < 50%) at 30 days

CAUTION: Investigational Device. Limited by Federal Law (USA) to Investigational Use.
Refer to the Instructions for Use for a complete list of warnings, precautions and contraindications.



» Subject has senile degenerative aortic valve stenosis with

— Mean gradient > 40 mm Hg or jet velocity > 4.0 m/s by either
resting or dobutamine stress echocardiogram

AND

— An initial AVA of < 0.8 cm? (or aortic valve area index < 0.5
cm?/m?) by resting echocardiogram or catheterization

* Subject is symptomatic from his/her aortic valve stenosis as
demonstrated by NYHA class Il or greater

CAUTION: Investigational Device. Limited by Federal Law (USA) to Investigational Use.
Refer to the Instructions for Use for a complete list of warnings, precautions and contraindications.
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487 Patients Enrolled at 40 Participating Sites
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Characteristic

Men, %

New York Heart Association (NYHA)

Diabetes Mellitus, %

Insulin Requiring Diabetes, %

Prior Stroke, %

Modified Rankin 0 or 1, %

Modified Rankin > 1, %
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*Aorta calcification is measured on screening CT angiogram




Charlson Score: =1 MI, CHF, PVD, CVD, dementia, chronic lung disease, connective tissue disease, ulcer, mild
liver disease, DM; = 2 hemiplegia, mod-severe kidney disease, diabetes with end organ damage, leukemia,
lymphoma; = 3 moderate or severe liver disease; = 6 metastatic solid tumor, AIDS
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Primary Endpoint
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1 Year Mortality




Major Stroke




Secondary Endpoints

Any Stroke, %

Major, %
Minor, %

Permanent Pacemaker Implant, %
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*Left bundle travels through the central fibrous body
next to the Non-coronary Cusp



NYHA CLASS SURVIVORS
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ECHOCARDIOGRAPHIC FINDINGS
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Paravalvular Regurgitation
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Paravalvular Regurgitation




Impact of PVL on Late Mortality
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Primary Endpoint

Primary Endpoint: All-cause mortality at 1 year

Non-inferiority Testing: TAVR with the CoreValve
prosthesis was non-inferior to SAVR for 1 year all-
cause mortality with a 7.5% non-inferiority margin

Superiority Testing: If the primary endpoint was met at
the one-sided 0.05 level, a subsequent test for
superiority was performed at the one-sided 0.05 level
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Inclusion Criteria

NYHA functional class Il or greater

Severe aortic stenosis: AVA < 0.8 cm?2 or AVAI £ 0.5
cm?/m2 AND mean gradient > 40 mm Hg or peak velocity
> 4 m/sec at rest or with dobutamine stress
echocardiogram
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Inclusion Criteria

Risk of death at 30 days after surgery was 2 15% and
the risk of death or irreversible complications within 30
days was < 50%

Surgical risk assessment included consideration of
STS Predicted Risk of Mortality estimate and other risk
factors not captured in the STS risk model
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Baseline Demographics




Transcatheter 390 377




2-Year All-cause Mortality










NYHA CLASS SURVIVORS



Paravalvular Regurgitation



ECHOCARDIOGRAPHIC FINDINGS







