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Worldwide MitraClip diffusion

More than 75000 patients treated Mitraclip in Italy



A Disease that Increases with Age 1,2
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MR affects approximately 1 in 10 people after the age of 75

1 Heart Disease and Stroke Statistics 2010 Update: A Report From the American Heart Association. Circulation. 2010;121:e46-e215 
2 Nkomo et al. Burden of Valvular Heart Diseases: A Population-based Study, Lancet, 2006; 368: 1005-11

All Valve Disease

Mitral Valve Disease

Aortic Valve Disease



Robbins, Am J Cardiol 2003 Bursi, European J Heart failure 2010

Eisuke Amiya, Circ J 2006 Agricola, Eur J Heart Fail. 2009

Independent Predictor of death

Class I A indication of surgery for severe MR
Repair preferred to surgery



How are patients with isolated FMR treated?†
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† Duke Databank: 1,538 pts with echocardiographic 3+ to 4+ FMR and LVEF ≥20% 
between 2000 and 2010 not undergoing CABG 
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Courtesy of M. Mack MD, FACC, Baylor Scott & White Health 



TRAMI Registry (Elderly)
Acute Results
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EVEREST II RCT

EVEREST II TRIAL RCT



12 months MR Reduction



EVEREST II RCT 5-year Results 
•Long term event free survival comparable to surgery *initial efficacy difference 



Changing demographics



29,7%

47,5%

22,8%

Ejection fraction

< 30 % 30 - 50 % > 50 %

Co PI: Francesco Bedogni Corrado Tamburino
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GISE registry of transcatheter treatment of mitral valve 
regurgitation (GIOTTO): epidemiology and acute  results.

32,5%

36,0%

22,6%
8,8%

Etiology

Ischemic  FMR Idiopathic  FMR Degenerative MR Mixed MR



New Mitraclips

Old clip

New XTR



Giotto Results
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et al.



Hospitalizations for Heart Failure

48% reduction
p<0.0001

All treated



Basal 4 years after 2 clips

LVEF = 33%;
LVEDD = 71mm; 
LVESD = 62mm;

Severe MR; 

LVEF = 55%;
LVEDD = 65mm; 
LVESD = 50mm; 

Mild MR; 

PAPs: 57mmHg PAPs: 35mmHg

Pro-BNP: 5283 Pro-BNP: 842

Therapy:
Diuretic High 
dose

Therapy:
50mg Furosenide

72 y/o patient 
long history atrial fibrillation

Two hospitalisations for heart failure  



A meta-analysis of MitraClip combined with medical therapy 
versus medical therapy alone for treatment of mitral 

regurgitation in heart failure patients

Giannini et al; submitted Am H J

Death from any cause



Randomized trials Mitraclip vs OMT in FMR
on survival
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Differences between COAPT and MITRA FR:  Study design

VARIABLE COAPT
(N=614)

MITRA FR
(N=304)

Fundings ABBOTT French Ministry of Health and Research
National Program and Abbott Vascular

Primary Endpoint Effectiveness EP: Hospitalizations for HF 
within 24 months of follow-up

Safety EP: freedom from device-related
complications
at 12 months of follow -up

Composite of death from any cause or 
unplanned hospitalization for HF at 12 
months

Eligibility Committee Not appropriate by local heart team 
assessment and central eligibility
committee

Not appropriate by local heart team 
assessment

Time to Mitral repair after
randomization

14 days 21 days

Crossover Not allowed Allowed

Medical Therapy GMTD OMT ( no informations about MT 
Changes during the study period)





Success Rate   MR <2+
COAPT  95%                                       GIOTTO 94%
Compl. 3.4%                                                  Compl.  3.8 %

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

Pre Post

+ ++ +++ ++++



Intention to treat analysis
Mitra FR Procedural results

152 patients Mitraclip
8 pts excluded
6 failures
91% Technical success

Reduction MR <2+ 
113 pts (74.3%)

37 centri, 40 mesi di arruolamento (2013/12 <-> 2017/03), 
152 pazienti = 1,23 pz  per centro all’anno



Successo procedurale centri GIOTTO

Centri che svolgono 
più di 25 procedure

Centri che svolgono 
meno di 25 procedure p

Procedure totali 569 552 -

Successo procedurale
MR finale <2+ 552 (97,0%) 518 (93,8%) 0,01

Complicanze procedurali 25 (4,4%) 16 (2,9%) 0,19



Post Procedural MR and Survival

S.Lym TCT 2017STS/ACC TVT registry for Mitraclip



Why so Different?
Basal Charactheristics

Caratteristica GIOTTO
(n= 732)

Mitra.FR (n= 152)
Percutaneous repair group

COAPT (n=302)
Percutaneous
repair group

NT-proBNP (pg/mL, mediana, 
IQR)

1136 [370,5 – 3362] 3407 [1948 – 6790] -

NT-proBNP (pg/mL, media, DS) 2235 ± 2730 - 5174 ± 6567

ICD 375 (51,2%) 90 (59,2%) 91 (30,1%)

Frazione di eiezione (%) 32,5 ± 9,9 33,3 ± 6,5 31,3 ± 9,1

LVEDV  (mL/m2,media, DS) 90 ± 56 135 ± 35 101 ± 34*

EROA (mm2) - 31 ± 10 41 ± 15

IM 2+ 8 (1,1%) - -

IM 3+ 168 (22,9%) - 148 (49,0%)

IM 4+ 556 (76,0%) - 154 (51,0%)





Predictors of combined events post Mitraclip

Eur J Heart Failure, Michael Neuss, 2013 



Piotr Ponikowski, MD, PhD, FESC
Medical University, Centre for Heart Disease Clinical Military Hospita HFA Athens 2014

When refer to PMVR...

... Indications , Results and Timing 
are  crucial!


