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Mitral Regurgitation 
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About Mitral Regurgitation 
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Prevalence and Unmet Need 
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Treatment Options 

5. Feldman T et al. EVEREST II RCT, TCT 2012, NPL03998-A 
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Concept 
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Concept: Percutaneous Mitral Valve Repair 

 • Double-orifice suture technique developed by  
Prof. Ottavio Alfieri 

• First published results in 1998 illustrated  
proven benefit 

• Suggested procedure best suited for minimally 
invasive approach 

• Dr. Fred St. Goar, interventional cardiologist had 
patient successfully treated with edge-to-edge surgery 

• Conceived several ideas for percutaneous valve repair 

• Founded Evalve 1999 to develop devices to treat 
valvular disease 
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Device Overview 
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System 

12. Data on file Abbott Vascular. November 2011 
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System Components 
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MitraClip Procedure 
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MitraClip Procedure Animation 
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Cut Chord Model 
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Procedural Overview 

Clip is optimally  
positioned on MR jet 

Creation of  
double-orifice valve 

Clip implanted after  
validation of safe positioning  

Venous access under 
general anesthesia 
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Procedural Overview 
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Procedural Overview 
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Procedural Overview 
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Procedural Overview 
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Procedural Overview 
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Procedural Overview 
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Post-procedure Considerations 
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Clinical Experience 
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Worldwide Clinical Experience 

• Over 13 000 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) 
 

• 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 March 2014  
*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. 
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Commercial           Special Access 

1. First-time procedures only. Includes commercial patients, ACCESS I and ACCESS II patients. 
2. Successful implants only. 

MitraClip Therapy  
Current Global Adoption 

Treating Centers 328 

Patients (clinical and commercial) 12,431 

Patients1 (commercial) 11,089 

Implant Rate2 96% 

Acute MR reduction2 99% of implants 

Functional MR2 67% 

Degenerative MR2 21% 

Mixed2 12% 
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Growing body of clinical evidence 

EVEREST II 
RCT 

ACCESS EU, REALISM,  
EVEREST II HR cohort 

Registries 

Franzen, Schillinger, Treede, Auricchio, 
Baldus, Van den Branden, Velasques  

Large cohorts* 

*large cohort is defined as >50 patients 

Demonstrated overall  
concept and clinical safety  

Addressed specific  
patient populations 

Randomized trials versus medical therapy 
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MitraClip Therapy  
Broad Spectrum of Experience 

73%

27%
29%

71%

23%

77%

EVEREST II 
(Randomized Controlled Trial) 

EVEREST 
(High Risk Cohort^) 

ACCESS EU 
(Europe) 

•  178 patients 
•  Device time – 156 minutes 
•  Implant rate – 89% 

•  211 patients 
•  Device time – 128 minutes 
•  Implant rate – 95% 

= DMR = FMR 

•  567 patients 
•  Device time – 118 minutes 
•  Implant rate – 99.6% 

^ Enrolled by February 28, 2010  
Data on file Abbott Vascular, April 12, 2011 
Schillinger, W. ESC 2012, ACCESS 1-year results 
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Study Design 

Prospective, randomized, parallel-controlled, multi-center 
clinical evaluation of the MitraClip device plus optimal 
standard of care therapy (Device group) compared to 
optimal standard of care therapy alone (Control group).  

 
– Randomized 1:1 between MitraClip + standard of care therapy or 

standard of care therapy alone 
– Approximately 800 patients to be enrolled in up to 75 sites across 

Europe 
– Trial device: MitraClip system used within the IFU specifications 
– 24mo follow up for all patients 
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Patient profile 
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Multidisciplinary Team 
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Patient groups in which significant clinical benefits have been 
reported: 
•  Degenerative MR, declined for surgery1 

•  Severe LV dysfunction refractory to medical therapy2 

•  Severe Heart Failure, despite optimal medical therapy3 

•  CRT non-responders4 

•  Bivalvular Disease: Severe Aortic Stenosis and Mitral Regurgitation5 

The following parameters should be taken into consideration by the Heart Team6: 
• Moderate to severe or severe MR (Functional or Degenerative) 
• Echocardiographic criteria for eligibility 
• Level of surgical risk 
• Greater than one year life expectancy  

MitraClip in Specific Patient Populations 

1.Reichenspurner, H. et al. Clinical Outcomes through 12 months in patients with Degenerative Mitral Regurgitation treated with the MitraClip device in the ACCESS-Europe Phase I trial. Eur J Cardiothoracic Surgery. 2013: 44:e 280-288. 2. Franzen O, Baldus S, Rudolph V, et al. Acute 
outcomes of MitraClip therapy for mitral regurgitation in high-surgical-risk patients: Emphasis on adverse valve morphology and severe left ventricular dysfunction. Eur Heart J. 2010; 31:1373-1381. 3. Franzen et al. MitraClip Therapy In Patients With End-Stage Systolic Heart Failure. Eur 
J Heart Failure. 2011; 13: 569-576. 4. Auricchio et al. Correction of Mitral Regurgitation in Nonresponders To Cardiac Resynchronization Therapy By MitraClip Improves Symptoms And Promotes Reverse Remodeling. JACC 2011; 58: 2183-2189. 5. Rudolph V, Schirmer J, Franzen O, 
Schlüter M, Seiffert M, Treede H, Reichenspurner H, Blankenberg S, Baldus S. Bivalvular transcatheter treatment of high-surgical-risk patients with coexisting severe aortic stenosis and significant mitral regurgitation. Int J Cardiol. 2013; 167(3):716-20. 6. ESC/EACTS 2012 Guidelines on 
the management of valvular heart disease. Eur Heart J (2012) 33, 2451–2496. 
The data is not from prospective studies and study results should be interpreted with caution 
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Percutaneous edge-to-edge repair as treatment option for 
high risk surgical patients in 2012 ESC Guidelines on Acute 
and Chronic Heart Failure 

    …“In patients with an indication for valve 
repair but judged inoperable or at unacceptably 
high surgical risk, percutaneous edge-to-edge 
repair may be considered in order to improve 
symptoms.”….. 

Source: J. Murray et al. - ESC Guidelines for the diagnosis and treatment of acute and chronic heart failure 2012 -European Heart Journal (2012) 33, 1787–1847 
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Percutaneous edge-to-edge repair in 
ESC/EACTS 2012 Guidelines on the 
management of valvular heart disease 

“The percutaneous mitral clip procedure may be considered in patients with 
symptomatic severe secondary MR despite optimal medical therapy (including 
CRT if indicated), who fulfill the echo criteria of eligibility, are judged inoperable or 
at high surgical risk by a team of cardiologists and cardiac surgeons, and who 
have a life expectancy greater than 1 year (recommendation class IIb, level of 
evidence C).” 

“Percutaneous edge-to-edge procedure may be considered in patients with 
symptomatic severe primary MR who fulfill the echo criteria of eligibility, are 
judged inoperable or at high surgical risk by a ‘heart team’, and have a life 
expectancy greater than 1 year (recommendation class IIb, level of evidence C).” 

Source: A.Vahanian et al. - Guidelines on the management of valvular heart disease (version 2012) - European Heart Journal (2012) 33, 2451–2496 

Indication for primary MR 

Indication for secondary MR 
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MitraClip “beating porcine model” 
(for demonstration only) 
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Porcine beating heart model / MitraClip procedure 



Abbott Vascular International BVBA  
Park Lane, Culliganlaan 2B, B-1831 Diegem, Belgium, Tel: 32.2.714.14.11 
 
EVEREST I, EVEREST II, REALISM, ACCESS-EU, COAPT & RESHAPE-HF are Abbott Vascular 
Sponsored Studies.  
Product is subject to prior training requirement as per the Instruction for Use. This product is 
intended for use by or under the direction of a physician. Prior to use, it is important to read 
the package insert thoroughly for instructions for use, warnings and potential complications 
associated with the use of this device. Information contained herein is for distribution for Europe, 
Middle East and Africa ONLY. Please check with the regulatory status of the device before 
distribution in areas where CE marking is not the regulation in force. 
All drawings are artist’s representations only and should not considered as an engineering drawing or 
phootograph. Photo(s) on file at Abbott Vascular. 
 
The following needs to be considered by French healthcare professionals only. 
Clip de réparation mitrale MitraClip  et accessoires. Dispositifs médicaux de classe lll et I, organisme notifié 
Dekra. Fabriqué par Evalve Inc, mandataire européen MedPass. Se référer aux informations de la notice 
d’instructions qui décrivent les informations de bon usage du dispositif. Veuillez lire attentivement les 
instructions figurant dans la notice. Non pris en charge par les organismes d'assurance maladie. 
 
 
MitraClip is a trademark of the Abbott Group of Companies.  
 
For more information, visit our website at abbottvascular.com 
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