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Agenda

MitraClip Trial Update

MitraClip NT

Tendyne Transcatheter Mitral Valve
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The MitraClip system



EVEREST II

Patient Demographics

MitraClip 
Therapy 
(n=184)

Surgery 
(n=95) P-value

Age (mean) 67 years 66 years 0.32

Male 63% 66% 0.60

History of CHF 91% 78% 0.005

Degenerative MR Etiology 74% 73% 0.81

Functional MR Etiology 26% 27% 0.81

Mean Ejection Fraction 60% 61% 0.65

Previous Coronary Artery 
Bypass Grafting (CBAG)

21% 19% 0.54

NYHA Functional Class III/IV 51% 48% 0.61

Atrial Fibrillation 34% 39% 0.42

Surgery 

N=95

279 Patients Randomized at 

37 Sites
Significant MR (3+ or 4+)

Specific Anatomical Criteria

Echocardiography Core Lab

and Clinical Follow-up
Baseline, 30 days, 6 months, 1 year,

18 months, and annually through 5 years

MitraClip Therapy

N=184
R 2:1

Feldman et al NEJM 2011

Mauri et al JACC 2013

Feldman JACC 2015



Effectiveness endpoint at 5y
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Landmark Analysis
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Mortality and NYHA class at 5 y

NYHA Functional Class at Baseline and 48 Months

Device Control
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No difference in mortality or functional class
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Subgroup analysis



WORLDWIDE CLINICAL EXPERIENCE

• Over 40 000 patients have been treated with the MitraClip Therapy worldwide.1

– 75% are considered high risk* for mitral valve surgery

– 67% have functional mitral regurgitation (MR)

– 97% Implant Rate

• The use of the MitraClip is supported by a rigorous clinical trial program.1

– 50% are considered high risk* for mitral valve surgery

– 60% have functional MR

1. Data as of November 2016.  Source: Abbott Vascular.

* Determination of high surgical risk based on: logistic EuroSCORE ≥ 20%, or STS calculated mortality ≥ 12%, or pre-specified high surgical risk co-morbidities specified in EVEREST II High Risk Study protocol.

MATTERHORN, RESHAPE-HF2 

(Investigator Sponsored Studies) 

Currently Enrolling

ESC guidelines 2012: 

In patients with significant MR judged inoperable

or at a unacceptably high surgical risk,

percutaneous edge-to-edge repair may be considered in 

order to improve symptoms (II b indication)
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4 ongoing MitraClip RCTs in FMR 

 COAPT 505/610 (83%)

 MITRA-FR 288/288 (100%)

 RESHAPE-HF-2 132/380 (35%)

 MATTERHORN 37/210 (31%)
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*Challenge as perceived by the users

Data on File at Abbott Vascular

• Improved  Leaflet Engagement

• Enhanced Steering Control

• MitraClip NT Perceived Benefits Consistently  Increase with Procedural 

Challenge*

Next generation MitraClip- MitraClip NT

Has the potential to:

• Speed up the procedure

• Able to treat more challenging anatomies

• Reduce the risk of SLD
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Tendyne Transcatheter Mitral Valve
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Challenges for PMVR

 Saddle shape annulus

 Risk for LVOT obstruction and SAM

 Subvalvular apparatus needs to be preserved

 Needs to be able to treat a wide annulusrange
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Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale



Tendyne Transcatheter Mitral Valve
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Tendyne Device

• D-Shaped Self-Expanding Nitinol Outer Frame

• Designed to Conform to Native MV Anatomy

• Circular Self-Expanding Nitinol Inner Frame

• Large Effective Orifice Area (>3.0cm2) 

• Larger EOA than any Surgical Valve

• Porcine Pericardial Tri-Leaflet Valve

• Large Valve Size Matrix to Treat Varying Anatomies

• Outer Frame Sizes: 30-43mm AP x 34-50mm CC

• Valve Tether to Apex

• Provides Valve Stability - Designed to Reduce PVL

• Apical Pad Assists in Access Closure

Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale



The intervention
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Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale



CE Mark/EFS Recent Experience

• Compassionate cases 

– Royal Brompton Hospital

– University Hospital 

Zurich

– University of Bonn

EFS SITES

St. Vincentt’s

Prince Charles Hospital

Abbott

Cleveland Clinic

Baylor 

Northshore

MedStar

Henry Ford Hospital

West Virgina University

Oslo University 

Hospital
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Total experience to date: >50 cases, longest follow-up 2yrs
Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale
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Tendyne Global Feasibility Study

D. Muller, TCT 2016Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale



Tendyne GFS: Patient Overview (n=30)
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Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale



Tendyne TMVI: D30 Outcomes

23D. Muller, TCT 2016Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale



MR severity post-TMVI (n=30)
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Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale



The future for TMVR is so bright …
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Tendyne product is currently in development at Abbott. 

Neither approved nor available for sale


