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2	 Persistent	MR	reduc+on	

3	 Inverse	remodeling	

4	 Improve	survival	



Guidelines 



Indica/ons	for	interven/on	in	DMR:	symptoms	or	LV	dysfunc/on	

Vahanian	A,	Guidelines	for	valvular	heart	disease,	Eur	Heart	J	2012	



In order to improve prognosis and not as “rescue surgery” 

Vahanian A, Guidelines for valvular heart disease, Eur Heart J 2012 



Early	surgical	interven+on	improves	
outcomes	

EARLIER 
TREATMENT 

1. Otto, C. – Timing of surgery in mitral regurgitation - Heart 2003;89:100–105  
Montant P, Chenot F, Robert A, et al. Long-term survival in asymptomatic patients with severe degenerative mitral regurgitation: a propensity score-based comparison between an early 
surgical strategy 
and a conservative treatment approach. J Thorac Cardiovasc Surg. 2009;138(6):1339-1348. 

10-year overall survival  of 
asymptomatic MR patients was 
significantly greater with early 

Surgery vs. medical management 

Years after diagnosis 
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) “early intervention to 

prevent left ventricular 
systolic dysfunction or 
pulmonary hypertension 
provides optimal clinical 
outcomes”. 

P<0.0001 

 Otto, C. Heart 2003 



MitraClip as Tx option for high risk surgical 
patients in ESC Heart Failure 2012 guidelines 

 

    …“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: ESC Guidelines for the diagnosis and treatment of acute and chronic heart failure 2012 published on  ESC web-site: http://www.escardio.org/guidelines-surveys/esc- 
guidelines/Pages/acute-chronic-heart-failure.aspx?hit=dontmiss 



Mauri	L,	J	Am	Coll	Cardiol	2013;62:317–28	



Grayburn	P,	Circula/on	2013;128:1667	



WHAT	WE	KNOW	FROM	REAL	WORLD	

ACCESS	EU	 ESC	SENTINEL	

Maisano	F,	J	Am	Coll	Cardiol	2013;	62:1051	
Nickenig	G,	Estevez-Loureiro	R,	J	Am	Coll	Cardiol	2014;64:875	



FUNCTIONAL	IMPROVEMENT	

ESC	SENTINEL	

ACCESS	EU	

NYHA	CLASS	IMPROVEMENT	

	6MWT	

Maisano	F,	J	Am	Coll	Cardiol	2013;	62:1051	
Nickenig	G,	Estevez-Loureiro	R,	J	Am	Coll	Cardiol	2014;64:875	

QOL	
EVEREST	HIGH	RISK	

Glower	D,	J	Am	Coll	Cardiol	2014,64:172	



EVEREST	II	
DMR	

ACCESS	EU	
FMR	

DS	Lim,	J	Am	Coll	Cardiol	2014,	64(2):182-92	
Maisano,	ACCESS	EU	II,	PCR	London	Valves	2014	



77.2%	
84.7%	

81.8%	

ESC	SENTINEL	 EVEREST	HRR	

ACCESS	EU	

Maisano	F,	J	Am	Coll	Cardiol	2013;	62:1051	
Nickenig	G,	Estevez		R,	J	Am	Coll	Cardiol	2014;64:875	

Glower	D,	J	Am	Coll	Cardiol	2014;64:172–81	



Outcomes in ACCESS EU 
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Source: Maisano, F. ACCESS EUROPE: A Post Market Study of the MitraClip System for the Treatment of Significant Mitral 
Regurgitation in Europe: Analysis of Outcomes at 6 Months. ACC 2012; March 24-27, 2012; Chicago, IL. 



Safety of PMVR  
(German TRAMI registry; n=486) 



MitraClip	interven+on	improves	
survival	

MitraClip	therapy*	is	
superior	to	
conserva+ve	treatment	
and	survival	rates	are	
comparable	to	surgery	in	
high-surgical-risk	
pa+ents	with	
symptoma+c	MR	(DMR	
and	FMR)	

*Swaans -  Survival of Transcatheter Mitral Valve Repair Compared With Surgical and Conservative Treatment in High-Surgical-
Risk Patients – JACC, 2014( 7); 8 : 875-881 



MitraClip intervention improves 
survival 

Armeni - Real-world cost effectiveness of MitraClip combined with Medical Therapy Versus Medical therapy alone in patients with moderate or severe mitral regurgitation –
International Journal of Cardiology 209 (2016) 153–160; The MitraClip and survival in patients with mitral regurgitation at high risk for surgery: A propensitymatched comparison 
Eric J. Velazquez, MD, American Heart Journal;Transcatheter mitral valve repair VS conservative treatment in severe functional mitral regurgitation: a single-centre experience 
Francesca Fiorelli, MD, PCR Valve, Berlin, 2015 

MitraClip therapy* is superior to conservative treatment 
and survival rates are comparable to surgery in high-
surgical-risk patients with symptomatic MR (DMR and 
FMR) 



Experience 



WORLDWIDE EXPERIENCE 

Study Population Status N 

EVEREST I (Feasibility) Feasibility patients Closed 55 
EVEREST II (Pivotal) Pre-randomized patients Closed 60 

EVEREST II (Pivotal) Non-randomized patients 
(High Risk Study) Closed 78 

 

EVEREST II (Pivotal) Randomized patients 
(2:1 Clip to Surgery) Closed 

279 
184 Clip 

95 Surgery 

REALISM (Continued Access) Non-randomized patients Enrollment Complete. 
Follow-up ongoing 899 

Compassionate/Emergency Use Non-randomized patients Enrollment Complete. 
Follow-up ongoing 66 

ACCESS Europe Phase I Non-randomized patients Closed 567 
ACCESS Europe Phase II Non-randomized patients Closed 286 
Post-Approval Study 1 (PAS1) Commercial patients Enrolling 1583§ 

Post-Approval Study 2 (PAS2) Commercial patients Enrollment to start Q1’16 n/a 

COAPT Trial Randomized patients 
(1:1 Clip to Medical Therapy) Enrolling 47 Roll-Ins* 

317 Randomized* 

MitraClip Japan Non-randomized patients Enrolling 10 
Commercial Use  Commercial patients Ongoing Over 25000* 

Total Over 28000 
+95 surgery 

Data as of : §March 2015 ,  *December 10, 2015   
Source: Abbott Vascular 



Growing body of clinical evidence – 
over 25.000 patients treated 

RCT 
EVEREST II 

Registries 
ACCESS EU, REALISM,  
EVEREST II HR cohort 

Specific patient groups 
Auricchio, Baldus, Franzen, Gaemperli, 

Pleger, Schillinger, Tamburino, Treede, Ussia, 
Van den Branden, Velasquez 

Overall clinical 
feasibility & safety 

Address specific  
patient populations 

Efficacy & safety 
in clinical 
practice 



WORLDWIDE COMMERCIAL 
IMPLANT EXPERIENCE 

Data	as	of	Sept	2015.		Source:	Abbo^	Vascular	

E+ology	

Implant	Rate: 	96%	

>25,000	Pa+ents	

FMR 65% DMR 22% 

Mixed 13% 



PMVR in specific patients 
populations 

•  At high risk for surgery 
−  Pledger et al. AJC 2011; Rudolph et al. JACC 2011; Treede et al. JTCVS 

2011; Baldus et al. EJHF 2012; Van den Branden et al. JACC 2012 

•  Prior cardiac surgery 
−  Ussia et al., J Card Surg 2012 

•  With Atrial fibrillation 
−  Herrmann et al. JACC 2012 

•  CRT non-responders 
−  Auricchio et al. JACC 2011 

•  Severe HF 
−  Tamburino EHJ 2010; Franzen et al. EJHF 2011; van den Branden  

JACC  

•  Waiting for heart Tx 
−  Brescia, ongoing  



26	26	

Reimbursement	and	Funding	overview	

Israel: Reimbursement as of 
Jan 2014 

Italy: Regional or innovation 
funding ongoing 
Device reimbursed on top of 
DRG in Lombardy (80%) 

Switzerland: DRG for 
endovascular mitral valve 
reconstruction, transvenous  

Germany: DRG for for 
transvenous clip-reconstruction 
of mitral valve 

Poland: Decision expected in 
Q1 2016 Netherlands: DRG for MitraClip 

per procedure 

Belgium: Reimbursement is 
granted from March 2016 under 
a new national framework of 
"Coverage with Evidence 
Development". 

France: Decision expected in Q1 
2016 

UK: Commissioning through 
Evaluation granted until March 
2018 

Turkey: SGK coverage in 
public hospitals* 

Austria: Procedure code for 
implantation of mitral valve 
clip-percutaneous  

Czech Republic: 2 Private 
insurances agreement 

In place Partial/restricted Expected 	
*condi/ons	apply	

Spain: MitraClip is part of the 
National Health Basket; 
reimbursement is negotiated per 
region. 

Denmark: DRG for percutaneous, 
transseptal insertion of mitralclip 

Sweden: Reimbursement limited 
to research purpose only. 



Transcatheter MV Repair: Device Landscape  
Edge-to-edge 

• MitraClip* 
• MitraFlex 

Direct annuloplasty and 
basal  

ventriculoplasty 
• Mitralign Bident* 
• GDS Accucinch* 

• Valtech Cardioband* 
• Quantum Cor (RF) 

 • Micardia enCor 
 

Other 
approaches 
• MitraSpacer* 

• St. Jude leaflet plication* 
• Cardiac Implant perc ring 

• NeoChord* 
• Babic chords 

•  Valtech Vchordal 
• Middle Peak Medical 

• Mardil BACE 
• Mitralis 

• Millipede 

Coronary sinus 
annuloplasty 

• Cardiac Dimensions Carillon* 
• Cerclage annuloplasty 

 MV replacement 
• CardiAQ* 
• Neovasc * 

• Edwards Fortis* 
• Micro Interventional 
• Valtech Cardiovalve 

• ValveXchange 
• Lutter Valve 
• Medtronic 
• Tendyne* 
• MitrAssist 
• MValve  

 
 
 

*In patients 



PMVR: Conclusions after the 
first 30.000 patients 

•  Data from RCT, registries and cohorts indicate 
MitraClip as a safe and effective option 

•  Efficacy & safety confirmed in  
−  Patients at high risk for surgery 
−  CRT non-responders 
−  Patients with severe heart failure 

•  The Heart Team approach can maximize 
patients’ referral and treatment 


