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Tendyne Transcatheter Mitral Valve 

Tendyne Device 

• D-Shaped Self-Expanding Nitinol Outer Frame 

• Designed to conform with native MV anatomy 

• Symmetrical Porcine Pericardial Tri-Leaflet Valve 

• Large Valve Size Matrix  

• Single inner valve size 

• Multiple outer frame sizes 30-43mm A34-50mm CC 

• Large Effective Orifice Area (>3.0cm2)  

• Larger EOA than any surgical valve 

• Valve Tether to Apex 

• Provides valve stability, designed to reduce PVL 

• Apical Pad assists in Access Closure 

• Rigorous pre-clinical durability and biocompatibility studies 
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Tendyne Transcatheter Mitral Valve 
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Global Feasibility Trial Organisation 
 

 



Tendyne Global Feasibility Trial 

Inclusion criteria: 

1. Severe mitral valve regurgitation of primary or secondary etiology 

2. NYHA functional class II, III or ambulatory IV 

3. Age >18yrs, able to provide informed consent 

4. High risk for cardiac surgery as determined by the Heart team (including 

Cardiologist and Cardiac Surgeon) 

5. Not ideal candidate for MitraClip 

Exclusion criteria: 

1. Severe mitral annular or valvular calcification/stenosis, vegetation or mass 

2. Largest annular dimension >45mm, LVEDD <45mm or >70mm 

3. LVEF<25%, severe TR/RV dysfunction/pulmonary HT 

4. Prior aortic or mitral valve surgery  

5. Small neo-LVOT (echo, CT, 3D modeling) 



Transthoracic and TOE echo 

 



Preprocedural CT 





TPCH Case 
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Pre – Procedure Planning 



Pre – Procedure Planning 



Procedure 



Step by step animation 



Transapical access 



Severe Mitral Regurgitation 





Hi –tech planning 

 





Introduction of wire to pulmonary vein 



Introduction of sheath and valve 



Introduction on 3 D Echo- Case 1 



Deploying Valve 



Seating valve 



Positioning 



Post tensioning 



Final result 



Age 76.9±9.0 
Men – no. % 21 (91.3%) 
Etiology of MR – no. %   
    Primary 3 (13.0) 
    Secondary 16 (69.6) 
    Mixed 4 (17.4) 
NYHA functional class   
    II 11 (47.8) 
    III 12 (52.2) 
    IV 0 (0.0) 
Diabetes mellitus – no. % 9 (39.1) 
Prior myocardial infarction – no. % 12 (52.2) 
Prior percutaneous revascularization – no. % 6 (26.1) 
Prior coronary artery bypass surgery 10 (43.5) 
Prior stroke 1 (4.3) 
Chronic kidney disease (eGFR <60 ml/min) 13 (56.5) 
COPD 7 (30.4) 
Atrial fibrillation 13 (56.5) 
CRT-D 9 (39.1) 
Body mass index (kg/m2) 26.4±5.6 
Left ventricular ejection fraction <50% - no. % 14 (63.6) 
STS-PROM 9.5±12.8 
EuroScore II 6.3±5.1 

Baseline Characteristics (n=23) 



Outcomes at 30 days 

Death – no. (%) 1 (4.3) 

Stroke (disabling or non-disabling) – no. (%) 0 (0.0) 

Myocardial infarction – no. (%) 0 (0.0) 

Bleeding (BARC classification) – no. %   

    Type 2 2 (8.7) 

    Type 3 0 (0.0) 

    Type 4 1 (4.3) 

    Type 5 0 (0.0) 

New onset atrial fibrillation – no. (%) 0 (0.0) 

Transient, acute renal insufficiency – no. (%) 3 (13.0) 

New dialysis requirement – no. (%) 1 (4.3) 

Non-cardiac bacteremia – no. (%) 2 (8.7) 

Prosthetic dysfunction – no. (%)   

    Thrombosis 1 (4.3) 

    Migration or embolization 0 (0.0) 

    Hemolysis 0 (0.0) 

Mitral valve surgery 0 (0.0) 

Rehospitalization    

    Heart failure 1 (4.3) 

    Pleural effusion 1 (4.3) 

    Other (ileus) 1 (4.3) 



Conclusion 

• Safe feasible 

• Excellent early result 

• steep procedural, planning and selection 

learning curve 


