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O
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Balão	de	IN
O
U
E	–	Valvoplas/a	–	Estenose	M

itral	

Transseptal 
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Indicações	de	VM
PB	

• 	SIN
TO

M
ÁTICO

S:	
• 	Área	valvar	≤	1,5cm

2	

• 	M
orfologia	favorável	e/ou	Alto	risco	cirúrgico	

• 	Ausência	de	Trom
bo	nos	átrios	e	Insuficiência	M

itral	≤	2+	
		• ASSIN

TO
M
ÁTICO

S	(todos	presentes):	
• 	Área	valvar	≤	1,5cm

2	

• 	M
orfologia	favorável	

• 	PSAP	>	50m
m
Hg	no	repouso	ou	>	60m

m
Hg	no	exercício,	ou	

Fibrilação	Atrial	de	início	recente	
• 	Ausência	de	Trom

bo	nos	átrios	e	Insuficiência	M
itral	≤	2+	

	
• 

S
core W

ilkins*: �≤	8 
• 

S
ubvalvar: ≤	2 

  

*W
ilkins	GT,	et	al.	Br	Heart	J	1988;60:2992	
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M
itraC

lip Technique 



Exem
plo	de	Prolapso	-	M

itraClip	
M

ulher, 67a, radioterapia prévia de m
am

a (tórax “congelado), neoplasia ativa e bom
 

prognóstico (>2 anos), prolapso P
2+ruptura corda (N

Y
H

A 3). 

Pré	



Exem
plo	de	Caso	

M
ulher, 67a, radioterapia prévia de m

am
a (tórax “congelado), neoplasia ativa e bom

 
prognóstico (>2 anos), prolapso P

2+ruptura corda (N
Y

H
A 3). 

Pós	



W
orldw

ide M
itraC

lip Experience 

1. 
Introduc/on	

2. 
Risk	Factors	

3. 
Clinical	Consequences	

4. 
Treatm

ent	

Study 
Population 

N
* 

E
V

E
R

E
S

T I (feasibility) 
Feasibility 

55 

E
V

E
R

E
S

T II (pivotal) 
R

oll-in 
60 

E
V

E
R

E
S

T II (pivotal) 
R

andom
ized 

184 

E
V

E
R

E
S

T II (pivotal) 
N

on-random
ized high-risk 

78 

R
E

A
LIS

M
 continued access  

N
on-random

ized 
899 

C
om

passionate/em
ergency 

N
on-random

ized 
66 

A
C

C
E

S
S

 E
urope P

hase I 
N

on-random
ized 

567 

A
C

C
E

S
S

 E
urope P

hase II 
N

on-random
ized 

286 

C
om

m
ercial U

se 
C

om
m

ercial 
>50,000 

Total 
>50,000 

B
R

A
ZIL: 120 C

A
SO

S 
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N
 - 2015 



EVEREST II Random
ized Clinical Trial 

279	Pa]ents	enrolled	at	37	sites 

Random
ized	2:1

 

Echocardiography Core Lab and Clinical Follow
 - U

p  
Baseline, 30 days, 6 m

onths, 1 year, 18 m
onths, and  

annually through 5 years 

Control G
roup

 
Surgical Repair or Replacem

ent 
N

=
95 

Significant	M
R	(3+ 

- 4+) 
73%

 D
M

R, 27%
 FM

R 
Specific	anatom

ical	criteria	

D
evice G

roup
 

M
itraClip System

 
N

=
184 

Feldm
an	T	et	al.	N

EJM
	2011;364:1395-406	



M
itraClip	Criteria	According	to	EVEREST	-	II	

• 
N

o rheum
atic M

R
 or 

SA
M

  
 • 

Jet - origin from
 the 

central 2/3 of the 
valve 

 • 
Etiology: 
degenerative or 
functional 

 • 
Sufficient leaflet 
tissue for coaptation 





C
left 

M
itraClip	Should	be	Avoided	

B
arlow

’s 

Stenosis 

C
om

prim
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Folheto Posterior 
< 7m

m
 



EVEREST II RCT: M
itraClip D

evice  
30 day M

odified* M
ajor Adverse Event Rate by Etiology  
Intention to Treat 

- 
CLIP	IS	SAFER	THAN

		
SU

RGERY	IN
	HIGH-RISK	

PATIEN
TS;		

-	Very	few
	events	ajer	30	

days	



Kaplan-M
eier	Freedom

	from
	Death		

	

EVEREST	II	RCT	

Inten/on	to	Treat	



N
=85	

N
=34	

N
=21	

N
=7	

p<0.005	
p<0.005	

p<0.05	
p=0.82	

N
	=	survivors	w

ith	paired	data	

M
itraClip	
(N
=130)	

Surgery		
(N
=62)	

M
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(N
=48)	

Surgery		
(N
=18)	
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Patients (%) 

M
R	Grade	at	5	Years	According	to	M

R	E/ology	

81%
	

100%
	

86%
	

86%
	

M
R	≤2+	

Saibal	Kar.	EuroPCR	2014	

O
verall >80%

 of C
lip patients 

 w
ith M

R
 ≤ 2 at 5 years  

S
urgery is better to reduce 

M
R

 



Landm
ark	Analysis	of	KM

	Freedom
	from

	M
V	

Surgery	(Percutaneous)/Re-opera/on	(Surgery)	
	

EVEREST	II	RCT	

Inten/on	to	Treat	



N
euss	M

	et	al.	JACC	Cardiovasc	Interv	2017;10:931-939.	



• Total	of	16	studies,	including	2,980	pa/ents	(age	73.7	years;	
63.3%

	m
ales)	

• Acute	procedural	success:	91.4%
	

• Procedural	m
ortality:	0.1%

,	and	30-day	of	4.2%
;	1-year	15.8%

	
• M

ajor	procedural	adverse	outcom
es	w

as	rela]vely	low
	w
ith	

blood	transfusion	accoun]ng	for	m
ost	events.		

• Effi
cacy:	M

R	≥	3	M
R	reduced	from

	96.3%
	to	14.7%

	(P	<	0.001),	
and	those	w

ith	N
YHA	class	III/IV	reduced	from

	83.2%
	to	23.4%

	
(P	<	0.001).	



Guidelines	ACC/AHA	-	2017	

• 
N

Y
H

A III e IV
 

• 
Insuficiência m

itral prim
ária (S

ecundária??) 
• 

A
natom

ia favorável 
• 

A
lto risco cirúrgico 

N
ishim

ura	RA,	et	al.	JACC	2017.	doi:	10.1016/j.jacc.2017.03.011.	



Com
parison	of	M

itraClip	RCTs	in	FM
R	

C
O

A
PT 

R
ESH

A
PE-H

F 
N

 patients, sites 
430 @

 75 U
S sites 

800 @
 75 EU

 sites 
C

ontrol arm
 

M
edical R

x 
M

edical R
x 

FM
R

 grade (core lab) 
3+ - 4+ 

3+ - 4+ 
N

Y
H

A class 
II, III, or am

bulatory IV 
III or am

bulatory IV 

O
ther inclusion criteria 

HF	hosp	<12	m
os	or	BN

P	≥400	pg/m
l	

or	nT-proBN
P	≥1600	pg/m

l	
- 

LV
E

F 
≥20%

 - ≤50%
 

≥15%
 - ≤40%

 
LV

 volum
es 

LVESD
 ≤70 m

m
 

LVED
D

 ≥55 m
m

  
P

rim
ary efficacy 

endpoint (superiority) 
R

ecurrent H
F hospitalization 
(ITT) 

D
eath or recurrent H

F 
hospitalization (ITT)  

P
rim

ary safety 
endpoint 
(noninferiority) 

SLDA,	device	em
boliza/ons,	

endocardi/s/M
S/device-related	

com
plica/ons	requiring	non-elec/ve	

CV	surgery,	LVAD,	O
HT 

- 

H
ealth econom

ics  
A

ssessed 
A

ssessed 
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ally	Invasive	M
itral	Therapies	
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•	Secondary	M
R	

o Coronary	sinus	annular	devices	
o Direct	annuloplasty	
o Septal	shortening	devices	

•	Prim
ary	M

R	
o 

Percutaneous	neochords	



Transcatheter	M
itral	Valve	Replacem

ent	

Regueiro	A,	et	al.	JACC	2017	



• 
TM

VR	is	not	TAVR	in	another	posi/on		
– M

V	annulus	is	a	m
ore	com

plex	3D	structure	w
ithout	the	

fibrous	calcified	support	w
ith	AV	and	the	LA-LV	pressure	

delta	is	m
uch	greater	than	LV-Ao		

• 
TA	access	is	s/ll	cardiac	surgery		

• 
Valve	Throm

bosis		
• 
LVO

T	O
bstruc/on		

• 
Peri-Valvular	M

R		
• 
LA	Em

boliza/on		
• 
LCx/CS	Com

pression		
• 
LA	Injury		

Transcatheter	M
itral	Valve	Replacem

ent	



Conclusions	-	I	

} Balloon	valvuloplasty	has	been	consolidated	as	an	
im

portant	therapy	in	m
itral	stenosis	w

ith	good	anatom
y	

} M
itraClip	results	in	clinically	significant	M

R	reduc/on	in	a	
m
ajority	of	pa]ents	

	} M
itraClip	is	safer	than	surgery	w

ith	sorter	]m
e	to	

recovery	but	is	less	effec]ve	than	surgery	for	M
R	

reduc]on	
	} Therefore	M

itraClip	is	ideally	suited	for	poor	surgical	
candidates	w

ith	appropriate	anatom
y	



Conclusions	-	II	

} For	pa]ents	w
ith	sym

ptom
a/c	func/onal	M

R,	M
itraClip	

w
ill	be	bever	evaluated	in	the	CO

APT	and	RESHAPE-HF	
random

ized	trials	

} N
ew

er	devices	have	poten]al	but	are	a	long	w
ay	off	

	} TM
VR	m

ay	be	the	future	but	given	the	safety	profile	of	
M
itraClip	there	m

ay	be	a	roll	for	both	technologies	

X	


