
CHANGE THE COURSE OF HEART FAILURE  
FOR SELECT HEART FAILURE PATIENTS WITH CLINICALLY 
SIGNIFICANT SECONDARY MITRAL REGURGITATION

TRANSCATHETER MITRAL VALVE REPAIR 
WITH MITRACLIP™ THERAPY



WHAT ARE THE TREATMENT OPTIONS?

WHAT ARE THE SYMPTOMS OF MR?
In some cases, patients may have MR but not experience any symptoms. In other cases, patients may develop 
symptoms of heart failure such as:12-14

• Fatigue
• Inability to exercise
• Decrease in appetite
• Dry, hacking cough (often worse when

lying down)

• Shortness of breath (especially at night)
• Fainting
• Weight gain from retaining fluid
• Accumulation of fluid in feet, ankles, and

lungs (edema)

MEDICATIONS
A number of medical therapies are available that can treat the symptoms of MR, 
but they do not address the underlying pathology.15 Patients with heart failure 
and clinically significant mitral regurgitation are on guideline-directed medical 
therapy (GDMT).

SURGERY (PRIMARY MR)
Surgical management, in the form of mitral valve repair or replacement, is the 
standard of care for patients with severe primary mitral regurgitation. However, 
up to 50% of patients with MR may not meet the eligibility criteria due to risks 
associated with age or the presence of comorbidities.16 For patients with severe 
secondary mitral regurgitation, guideline-directed medical therapy is the current 
standard of care.

CARDIAC RESYNCHRONISATION THERAPY (SECONDARY MR)
Cardiac resynchronisation therapy is an option recommended for select HF patients.7

TRANSCATHETER MITRAL VALVE REPAIR (TMVr) WITH MITRACLIP
TMVr is a minimally invasive mitral valve repair option for patients with MR 
who are not considered to be suitable candidates for surgery.12 MitraClip is 
the only minimally invasive repair option that is included in the ESC heart 
valve guidelines.12-14

VASTLY UNDERTREATED

49% of patients with symptomatic severe
MR were not operated due to age, co-morbidities,  
or impaired LV.7
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SIGNIFICANT IMPACT ON MORTALITY

If left untreated, MR initiates a cascade of events 
leading to death.
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SURGICAL INTERVENTION NOT OFFERED OR DENIED**

HIGHLY PREVALENT1

1 in 5 of your heart failure patients have moderate-
to-severe and severe secondary MR.1-6*

Heart failure (HF) patients with severe secondary 
MR have an even poorer prognosis.11

SEVERE SECONDARY MR IS AN INDEPENDENT  
PREDICTOR OF MORTALITY11
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VASTLY UNDERTREATED. 
IMPACTING SURVIVAL.

*Heart Failure patients with reduced EF and with moderate to severe and severe secondary MR. 
** Based on a survey of severely symptomatic MR patients in NYHA Class III-IV (n = 396); 10% had surgery the following year. The remainder had no surgery; 

medical management only.
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MITRACLIP + GDMT
N=302

GDMT ALONE
N=312

Randomize 1:1

Published in the New England Journal of Medicine, the COAPT 
Trial was a parallel-controlled, open-label, multicenter trial in 
614 patients with heart failure and moderate-to-severe (3+) or 
severe (4+) secondary MR who remained symptomatic despite 
maximally-tolerated GDMT.17
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MITRACLIP THERAPY SAVES LIVES18

MR KILLS—THE COAPT TRIAL SHOWS 
THAT IT IS NOT JUST A MARKER

*Data from different trials with similar follow up periods; incremental benefits due to test drug/device above background therapy.
**Median follow-up duration.

NUMBER NEEDED TO TREAT (NNT) TO PREVENT ONE 
DEATH FROM ANY CAUSE*

Trial Name: PARADIGM-HF19 CARE-HF20 COAPT17 COAPT18

Mean Follow-up: 27 Months 29.4 Months 19.1 Months** 22.9 Months
Drug/Device Name: Entresto (GDMT) CRT + GDMT MitraClip + GDMT MitraClip + GDMT
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PRIMARY ENDPOINTS:
Effectiveness: All HF hospitalizations through 24 months, analyzed when last patient completes 
12-month follow-up

Reduces Complications: 96.6% reported freedom from device-related complications through 12 months

A LANDMARK STUDY. TO ESTABLISH A NEW STANDARD OF CARE.17
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OF MITRACLIP PATIENTS  
HAD MR ≤ 2+ AT  

24 MONTHS

99.1%

REDUCES HOSPITALIZATIONS FOR HF18
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GDMT alone 312 272 223 185 144 89 68
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IMPROVES QUALITY OF LIFE21

MORE LIKELY TO 
EXPERIENCE A LARGE 

IMPROVEMENT IN 
QUALITY OF LIFE 
WITH MITRACLIP

2.5X

Note: KCCQ Minimum for Clinically Important Difference (MCID)= 5 points;  Large Improvement Defined as ≥20 Points in KCCQ 
from baseline; quality of life is assessed only in surviving patients

FREEDOM FROM DEVICE RELATED 
COMPLICATIONS AT 12 MONTHS96.6%
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At 2 years, 29.1% of MitraClip patients were alive with a large improvement
in quality of life vs 11.7% of the Control Group
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MITRACLIP IS THE ONLY DEVICE THERAPY SHOWN TO IMPROVE SURVIVAL 
OF HEART FAILURE PATIENTS WITH SECONDARY MR17
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MITRA-FR AND COAPT ARE 2 DIFFERENT TRIALS THAT 
STUDIED 2 DIFFERENT PATIENT GROUPS23

CLINICAL BENEFITS FOR BROAD RANGE OF PATIENTS WITH 
SMR ARE DEMONSTRATED WITH MITRACLIP22

WHAT IS THE MITRA-FR TRIAL AND WHY ARE THE RESULTS DIFFERENT FROM COAPT?

THE MITRA-FR TRIAL22

MITRACLIP + GDMT
N=152

GDMT ALONE
N=152

Randomize 1:1

• The MITRA-FR trial was an independent multicenter, randomized, open-label, controlled phase 3 trial that was
conducted in France

• Hospices Civils de Lyon, a public academic institution assumed overall responsibility for the trial

• Primary funding was provided by the French Ministry of Health and Research National Program

• Abbott provided the devices

PRIMARY ENDPOINT:
• All cause deaths or unplanned hospitalization for heart failure at 12 month
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HOWEVER, QUALITY OF LIFE IMPROVED 
IN THE MITRACLIP GROUP22

The Quality of Life score (according to the EQ5D scale developed by the EuroQol group) and the 6 Minute Walk Test 
Distance were higher at 12 months in the MitraClip group than in the control group at 12 months.

QUALITY OF LIFE SCORE 
AT BASELINE AND 12 MONTHS
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PATIENT SUBGROUP Clinical Outcomes

EROA > 0.30 cm2 or  
LVEDVi ≤ 96 mL/m2  
[90% of COAPT Pts]

COAPT17

Reduces MR, reduces heart failure 
hospitalizations, improves survival, 
quality of life, and functional capacity

EROA ≤ 0.30 cm2 or  
LVEDVi > 96 mL/m2 
[10% of COAPT Pts]

COAPT17

(MITRA-FR like)
Improves quality of life and 
functional capacity

EROA > 0.20 cm2 
LVEDVi 135 ± 35 mL/m2 MITRA-FR22 Reduces MR, improves quality of life and 

functional capacity*

Broad range of patients 
with SMR

EVEREST II24-25, ACCESS-EU26-28, 
REALISM29-30, TRAMI31-33

Reduces MR, reduces heart failure 
hospitalizations, improves quality of life, 
and functional capacity

*Table 56, Supplement to Obadia JF et al. Percutaneous repair or medical treatment for secondary regurgitation. N Engl J Med 2018; 379:2297-2306.

MITRA-FR COAPT

Severe MR entry criteria Severe SMR by EU guidelines: EROA 
>20 mm2 or RV >30 mL/beat

Severe SMR by US guidelines: EROA 
>30 mm2 or RV >45 mL/beat

% of patients with an 
EROA <0.3 cm2 52% 14%

LVEDV 70% of patients had an 
LV EDD >65 mm

Exclusion criteria of patients with 
LVESD >70mm

GDMT at baseline and FU 

Receiving HF meds at baseline— 
allowed variable adjustment in 
each group during follow-up per 
“real-world” practice 

CEC confirmed pts were failing 
maximally-tolerated GDMT at 
baseline—few major changes 
during follow-up 

Acute results: No clip / ≥3+ MR 9% / 9% 5% / 5%

Procedural complications* 14.6% 8.5%

12-mo MitraClip ≥3+ MR 17% 5%

Mortality outcomes No difference in device vs 
control group

38% reduction

* MITRA-FR definition: device implant failure, transfusion or vascular complications requiring  surgery, ASD, card shock, cardiac embolism/stroke, 
tamponade, urgent cardiac surgery
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I N F O R M AT I O N  C O N TA I N E D  H E R E I N  F O R  D I S T R I B U T I O N  O U T S I D E  O F  T H E  U . S .  O N LY.  C H E C K  T H E  R E G U L ATO R Y  S TAT U S  O F  T H E 
D E V I C E  I N  A R E A S  W H E R E  C E  M A R K I N G  I S  N OT  T H E  R E G U L AT I O N  I N  F O R C E . 

TAKING ACTION FOR MR PATIENTS
PATIENT TREATMENT PATHWAY 

Candidates for MitraClip therapy should 
meet the following criteria:35

 Significant MR

  Severely symptomatic 

 Symptoms and MR severity persist  
despite maximally-tolerated GDMT 

  Not suitable for surgery because of age or 
severe comorbidities such as liver disease 
and pulmonary hypertension

A diagnosis of severe 
MR is based on multiple 
parameters, including:19

• Valve anatomy

• Regurgitant severity

•  Left ventricular size

• Systolic function

EVEREST II  
RCT
279 Patients Enrolled
2005-2008

EVEREST II REALISM
Continued Access
965 Patients Enrolled
2009-2014

EXPAND STUDY
Observational Study
Core Lab/CEC Adjudication
Enrollment complete
1000 patients

JAPAN PMS
Commercial Registry
Enrollment complete
500 patients 

SUMMIT IDE 
Tendyne Multi-center RCT 
Enrollment Ongoing

TENDYNE MAC FEASIBILITY
30 Patients Single-Arm Trial
Enrollment begins

TRILUMINATE
CE/EFS
85-115 Patients
Enrollment Complete

EVEREST II HIGH RISK STUDY
Single-Arm Study
78 Patients Enrolled
2007-2008

ACCESS EUROPE
Single-Arm Study
567 Commercial Patients Enrolled
2009-2012

COAPT CAS 
Continued Access
Currently Enrolling
2017-Present

COAPT DATA 
Release at TCT

MATTERHORN* & 
RESHAPE-HF2*
RCT
Currently Enrolling
2015-Present

TENDYNE EFS/CE
Single-Arm Study
Up to 300 Patients
2015-Present

MITRACLIP PAS  
Prohibitive Risk Primary MR
Commercial Registry 
1998 Patients Enrolled
2013-2016

MITRACLIP JAPAN
Single-Arm Study
30 Patients
2015-2016

Commercial approvals
Clinical Study

 MITRACLIP®

IS THE ONLY 
TMVr OPTION WITH

OVER 15 YEARS 
OF CLINICAL 
EXPERIENCE

2003 2004 201120092008200720062005 2010 2015201420132012 2016 2017 2018

 MITRACLIP®

IS THE ONLY 
TMVr OPTION WITH

OVER 16 YEARS 
OF CLINICAL 
EXPERIENCE

2003 2004 201120092008200720062005 2010 2015201420132012 2016 2017 2018 2019

MITRA.FR* 
RCT
304 Patients Enrolled
2014-2017

AVAILABLE IN CANADA

COAPT
RCT 
614 Patients Enrolled
2013-2017

FDA APPROVAL
FOR PMR

AVAILABLE 
IN JAPAN

FDA 
APPROVAL 
FOR SMR

EVEREST I 
Feasibility Study
55 Patients Enrolled
2003-2006

FIRST IN MAN CE MARK APPROVAL

*Investigator-sponsored studies.

TRILUMINATE PIVOTAL
Multi-Center RCT – IDE Trial
Enrollment To Begin
600-700 Subjects

PRIMARY MR
Multi-Center RCT – IDE Trial
Enrollment Starts
500-600 Subjects

EXPAND-G4 STUDY
Observational Study
Core Lab/CEC Adjudication
Enrollment complete
1000 patients

MITRACLIP PAS
Secondary MR
Commercial Registry
5000 patients

STS/ACC TVT REGISTRY  2013-Present
MITRACLIP POST-APPROVAL STUDY  
Commercial Registry 
1998 Patients Enrolled
2013-2016

GLOBALLY, MITRACLIP HAS OVER 16 YEARS OF CLINICAL EXPERIENCE34

Send patients to a MitraClip Center 
with TTE views to ensure efficient 
analysis of the mitral valve and to 
assess initial anatomic eligibility  
of MitraClip therapy.

SEND TRANSTHORACIC 
ECHO (TTE) TO ASSIST  
IN EVALUATIONS

2

The 2016 ESC/HF and 2017 ESC/EACTS 
guidelines recommend that complex  
patients like those with  
severe, symptomatic MR be 
evaluated by a Heart Valve 
Center of Excellence, such  
as a MitraClip Center.19

CONSULT A TRANSCATHETER 
MITRAL VALVE REPAIR  
(TMVr) CENTER

3

ASK YOUR MITRACLIP 
REPRESENTATIVE FOR A LIST 
OF TMVr CENTERS NEAR YOU.

 IDENTIFY MITRACLIP CANDIDATES FOR EVALUATION1

PATIENTS TREATED 
WORLDWIDE

OVER

100K

PATIENTS STUDIED IN 
CLINICAL TRIALS

30K+
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ABBOTT PARTNERS WITH YOU TO PROVIDE  
THE MOST COMPREHENSIVE SET OF SOLUTIONS 
FOR PATIENTS WITH MR 

Identify Patients 
Efficiently

Provide Patient 
Education 

Connect with  
TMVr Centers

WITH SUPPORT FROM ABBOTT STRUCTURAL HEART, YOU CAN:

If your patient is a candidate for MitraClip, refer them to a specialist for treatment, 
or visit AdvancedHeartTherapies.com for more information.

References 
1. AHA Heart Disease and Stroke Statistics Update, Circulation 2017. 2. Yancy CW et al, JACC 2013. 3. Pecini et al, EHJ 2011. 4. Asgar et al, JACC 2015. 5. Nieminen et al, EHJ 2006. 6. Patel et al, Journal of 
Cardiac Failure 2004. 7. Mirabel M, Iung B, Baron G, et al. What are the characteristics of patients with severe, symptomatic, mitral regurgitation who are denied surgery? Eur Heart J. 2007;28(11):1358-
1365. 8. Enriquez-Sarano M, Avierinos JF, Messika-Zeitoun D, et al. Quantitative determinants of the outcome of asymptomatic mitral regurgitation. N Engl J Med. 2005;352(9):875-883. 9. Cioffi G, 
Tarantini L, De Feo S, et al. Functional mitral regurgitation predicts 1-year mortality in elderly patients with systolic chronic heart failure. Eur J Heart Fail. 2005;7(7):1112-1117. 10. Grigioni F, Tribouilloy 
C, Avierinos JF, et al; MIDA Investigators. Outcomes in mitral regurgitation due to flail leaflets: a multicenter European study. JACC Cardiovasc Imaging. 2008;1(2):133-141. 11. Goliasch G, et al. Refining 
the prognostic impact of functional mitral regurgitation in chronic heart failure. Eur Heart J. 2018 Jan 1;39(1):39-46. 12. Nishimura RA, Otto CM, Bonow RO, et al. 2017 AHA/ACC focused update of 
the 2014 AHA/ACC guideline for the management of patients with valvular heart disease: a report of the American College of Cardiology/American Heart Association Task Force on Clinical Practice 
Guidelines. Circulation. 2017;136(9):1–123. DOI: 10.1161/CIR.0000000000000503. 13. Baumgartner H, Falk V, Bax JJ, et al. 2017 ESC/EACTS Guidelines for the management of valvular heart disease: 
The Task Force for the Management of Valvular Heart Disease of the European Society of Cardiology (ESC) and the European Association for Cardio-Thoracic Surgery (EACTS). Eur Heart J. 2017;00:1-
53. 14. Ponikowski P, Voors AA, Anker SD, et al. 2016 ESC Guidelines for the diagnosis and treatment of acute and chronic heart failure: The Task Force for the Diagnosis and Treatment of Acute and 
Chronic Heart Failure of the European Society of Cardiology (ESC). Developed with the special contribution of the Heart Failure Association (HFA) of the ESC. Eur J Heart Fail. 2016;18(8):891-975. 
15. A. Young and T. Feldman. Current Cardiology Reports. 16, 443 (2014). 16. Joint Task Force on the Management of Valvular Heart Disease of the European Society of Cardiology, et al. European Heart
Journal. 2012:33:2451. 17. Stone GW, Lindenfeld J, Abraham WT, et al. Transcatheter mitral-valve repair in patients with heart failure. N Engl J Med. September 23, 2018. 18. Mack M. COAPT: Three-year 
outcomes from a randomized trial of transcatheter mitral valve leaflet approximation in patients with heart failure and secondary mitral regurgitation. Presented at TCT 2019. 19. McMurray JJV, Packer 
M, Desai AS, et al. N Engl J Med 2014;371:993-1004. 20. Manually calculated from Table 2: Cleland JG et al. N Engl J Med 2005;352:1539-1549. 21. Arnold SV et al. Health status after transcatheter mitral 
valve repair in heart failure and secondary mitral regurgitation. JACC Mar 2019, 25951; DOI: 10.1016/j.jacc.2019.02.010. 22. Obadia JF et al. Percutaneous repair or medical treatment for secondary  
mitral regurgitation. N Engl J Med 2018; 379:2297-2306. 23. Stone G. Pivotal transcatheter FMR device trials: Focus on COAPT and MITRA-FR, with implications for other transcatheter mitral valve 
device investigations. FDA Townhall, TCT 2018. 24. Glower DD, Kar S, Trento A, Lim DS, Bajwa T, Quesada R, et al. Percutaneous mitral valve repair for mitral regurgitation in high risk patients. 
JACC. 2014;64(2):172-81. 25. Whitlow PL, Feldman T, Pedersen WR, Lim DS, Kipperman R, Smalling R, et al. Acute and 12-month results with catheter based mitral valve leaflet repair: the EVEREST II 
(Endovascular Valve Edge-to-Edge Repair) High Risk Study. JACC. 2012 Jan 10;59(2):130-9. PubMed PMID: 22222076. 26. Maisano F, Franzen O, Baldus S, al. e. Percutaneous mitral valve interventions 
in the real world. early and 1-year results from the ACCESS-EU, a prospective, multicentre, nonrandomized post-approval study of the MitraClip Therapy in Europe. JACC. 2013;62(12):1052-61. 27. Butter 
C, Franzen O, Treede H, al. e. Analysis of outcomes at 12 months by mitral regurgitation etiology in the ACCESS-EUROPE phase I study. In: EuroIntervention, editor. EuroPCR; Paris: EuroIntervention; 
2013. 28. Hoffman I. Analysis of outcomes at 12 months by gender in the ACCESS-EUROPE Phase I Study. Presented at PCR London Valves 2013, London, UK. 2013. 29. Kar S, Lim D, Smalling R, 
Whisenant B, Rammohan C, Fail PS, et al. The EVEREST II REALISM continued access study: effectiveness of transcatheter reduction of significant mitral regurgitation in surgical candidates. JACC. 
2013;61(10):E1959. 30. Lim DS, Reynolds MR, Feldman T, Kar S, Herrmann HC, Wang A, et al. Improved functional status and quality of life in prohibitive surgical risk patients with degenerative mitral 
regurgitation following transcatheter mitral valve repair with the MitraClip®System. JACC. 2013 Oct 24. PubMed PMID: 24184254. 31. Puls M, Lubos E, Boekstegers P, al. e. One-year outcomes and 
predictors of mortality after MitraClip therapy in contemporary clinical practice: results from the German tarnscatheter mitral valve interventions registry. European Heart Journal. 2016;37(8):703-12. 
32. Wiebe J, Franke J, Lubos E, Boekstegers P, Schillinger W, Ouarrak T, et al. Percutaneous mitral valve repair with the MitraClip system according to the predicted risk by the logistic EuroSCORE: 
Preliminary results from the German Transcatheter Mitral Valve Interventions (TRAMI) registry. Catheterization and Cardiovascular Interventions. 2014 Mar 24. PubMed PMID: 24664460. 33. Rudolph 
V, Huntgeburth M, Von Bardeleben RS, al. e. Clinical outcome of critically ill, not fully recompensated, patients undergoing MitraClip therapy. European Journal Heart Failure. 2014;16:1223-9. 34. Abbott 
data on file as of Nov 2019. 35. MitraClip NT XTR Clip Delivery System US Instructions for Use.  

CAUTION: This product is intended for use by or under the direction of a physician. Prior to use, reference the Instructions for Use provided inside the product carton 
(when available) or at eifu.abbottvascular.com or at medical.abbott/manuals for more detailed information on Indications, Contraindications, Warnings, Precautions and 
Adverse Events. Information contained herein for DISTRIBUTION in Australia and New Zealand ONLY. Check the regulatory status of the device in areas where CE 
marking is not the regulation in force.

Illustrations are artist’s representations only and should not be considered as engineering drawings or photographs. Photos on file at Abbott.

Abbott Australasia Pty Ltd: 299 Lane Cove Road, Macquarie Park, NSW, Australia 2113, Tel: 1800 550 939
Abbott Laboratories (NZ) Limited: Building D, 4 Pacific Drive, Mount Wellington, Auckland 1641, Tel: 0800 827 285

™ indicates a trademark of the Abbott Group of Companies.  
www.Cardiovascular.Abbott

©2020 Abbott. All rights reserved. ANZ SH0144-EN 01/20 | Item approved for use in ANZ only.




