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= Patients avecinsuff@sance mitrale sévéere, d'origine dégénérative, symptomatigue malgré
une prise en r:hg_ e médicale optimale, non éligibles a la chirurgie et répondant aux

critéres echgy’apmques d’eligibilite.

&
@

" Touscg#critéreseten particulier la contre-indication chirurgicale doivent %ﬁgvaﬁdés par
urlghaéﬁuipe multidisciplinaire ad hoc. qﬁ‘
& &
%9 Les patients ayant une espérance devie inférieure a un an com pt@f’% nu de facteurs
P extracardiaques (comorbidités) ne sont pas éligibles a la techniglie (non indication).

ASA | (amélioratigﬁ*?mportante)
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&
" |3 se‘lectinnﬁgs patients éligibles doit étre réalisée lors de la
e . O ; ;
reunion multidisciplinaire ad hoc impliquant : -
&

- uniﬁrurgien cardio-vasculaire et thoracique, oF

= aaﬂﬁ cardiologue interventionnel R
cif un cardiologue clinicien @6@
A¢ — unechocardiographiste S

— un anesthesiste-reanimateur -

— Lobtention de l'avis d’un geriatre est tres fortement recommandee.
&

...,5:."'
&_I:F*
* Des specialistes cliniques du laboratoire Abbatf Vascular peuvent étre consultés

pour vérifier la compatibilité de 'anatomiefalvulaire a la pose du dispositif.
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Quid desgdatients opérables mais a risque
nggé?atﬂire intérmédiaire a éleve ?
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Etgﬂ% multicentrique randomisée de non
infé[ﬁité comparant dans une population a risque
¥ opératoire élevé MITRACLIP® vs chirurgie
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%ﬁf‘()bjectlfs . comparer, en cas de fuite mltr@ﬁ severe
dﬁ@c” primitive, le Mitraclip a la chirurgie conventigsinelle (@ 12
by b - a & = = - - =
P mois) chez les patients a risque opératoire ﬁf’eve mais non
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Etudgqfnultlcentrlque randomisée de non
mferlm(obt*e comparant dans une population a risque
Eﬁ1=fb|::'er.:-1t'::.~|re elevée MITRACLIP® vs chirurgie

.:,p

" Qbjectif principal : &
. @&
ﬂ‘dﬁb {ﬁp
qci:' &
O Démontrer la non-inferiorité du MitraClip® en cnmpararsnrlgé{} traitement
T chirurgical a 12 mois i
K &
P &
ﬂs‘_'?.?-
" QObijectifs secondaires: ﬁjﬁ
.,:-'I.
&
5©
— Meilleurs sécurité du MitraClip® a 30 jDUT‘%éH comparaison au traitement
chirurgical {}f“
d
®
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Etgﬂ% multicentrique randomisée de non
infé[ﬁité comparant dans une population a risque

" opératoire élevé MITRACLIP® vs chirurgie .
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Etudg@nultlcentrlque randomisée de non
mferlc:rﬁe comparant dans une population a risque
Eﬁm::uerat«:ﬂn:-:- eleve MITRACLIP® vs chirurgie

-’.‘r
Clinical Trial ;5|gn Principles and Clinical Trial Design Principles ag&i
Endpoint l@vfgﬁtinns for Transcatheter Endpoint Definitions for Trang_ﬁ:‘atheter
Mitral Vg:ﬁre Repair and Replacement: Mitral Valve Repair and Re ycement:
Part btlinical Trial Design Principles Part 2: Endpoint Deflmtlgﬁs
f:Y {:q!ﬁ!ensus Document From the A Consensus Document From theﬁ
‘T@’gl Valve Academic Research Consortium Mitral Valve Academic HEEEEF‘%!&QHSGﬂiUm
e st e M s ot A M Folpe Gfadeas, My 13 Pt Vamikg ﬁ B Mabean, M, Wt Htes ok Dy

Mitchell W. Knenff, MIL; 7 Eugene H. Bldsione, MDD, Philippe Généreux, MID,*| )| Michael 1. Mack, MD. ¥
Rohert ), Slegel, MILee Paul A, Geaybam, MDY Maurics Enrgacz-Sarang, M,
Patrizio LanceBottl, MD, P, Gemsimos Filippatos, MDD, 10 Arke Pieber Kappetein, MO, Pal),

Mamia B, Leos, MDY Nicols Pazea, 1 Snasm 1 Head, Pl Gemsimos Filippates, MD,
Alec 5. Vahandan, MD,E for the Mi alve Amdemic Research Consortium (MYARD)

for tkse Mitral Valve Acsdemic Research Consortiam (MYART) l':_l:E"::
&
[-:E:E::
Stone, Vahanian et al.. European heaggbjgumal 2015;36:1851-77.
&
Stone, Vahanian et al.. Eumpear}meartmumal 2015;66: 308-21.
.-LE:I



TABLE 7 Recommended Major Inclusion and Exclusion Criteria for Transcatheter Device Trials in Patients with Mitral Regurgitation

Inelusion Criteria

Age =18 yrs

Degree of MR: Severe (or 3+ and 4+)*

LVEF =20% (primary MR) or =20% to =60% {se-:onqh ary MR}t

Symptom status: NYHA functional class Il to IVa5

Treatment and compliance with optimal guideli ed medical therapy for heart failure for at least 30 days (preferably 90 days)

MR mechanism/anatomy: Appropriate to the ﬂaﬁ_m specifications of each device

Surgical risk: Specific 5TS risk score critena @fﬂr the presence of high-risk features or comaorbidities, depending on the specific tral aims
Completion of required functional tests 6-min walk) and/or quality-of-life assessments

ﬂﬁ;\” Exdusion Criteria
Life expectancy <1 yr due to n diac conditions
NYHA functional class ivb or AHA stage D heart failure

Hypotension (systolic pre <90 mm Hg) or requirement for inotropic support or mechanical hemodynamic support
UNOS status 1 heart tra ntation or prior orthotopic heart transplantation
Hypertrophic wdon;;ﬂ:a‘my restrictive cardiomyopathy, constrictive pericarditis, or any other structural heart disease causing heart failure other
than dilated yopathy of ether ischemic or nonischemic etiology E:';E'
Fixed ry systolic pressure =70 mm Hg||
of right-sided congestive heart failure with echocardiographic evidence of moderate or severe right ventricular gySfunction.
Mitral valves ¥ whlnch may preclude proper device treatment \@
Mitral vdﬁ area <4.0 cm” (if new device therapy may further decrease the mitral orifice area) {'ﬁ
Amy mitral valve surgery or transcatheter mitral valve procedure q,‘b
or transient ischemic event within 30 days before randomization P
dified Rankin Scale =4 disability &
© TAVR within 1 month before randomization 61@“
wy Severe symptomatic carotid stenosis (>70% by ultrasound). )
rE} Need for emergent or urgent surgery for any reason or any planned cardiac surgery within the next 12 mont
Absence of CRT with Class | indication criteria for biventncular pacing "-
Implant or revision of any rhythm management device (CRT or CRT-D) or implantable r_a'cﬁmu'ter-deﬁl:qﬂhmr within 1 month before randomization
Untreated clinically significant coronary artery disease requiring revascularization
Any percutaneous cardiovascular intervention, cardiovascular surgery, or carotid surgery within 3U£~s
Tricuspid valve disease requiring surgery or severe tricuspid regurgitation

Aortic valve disease requiring surgery é‘fﬂ
Need for any cardiovascular surgery (other than for MV disease) &
Echocardiographic evidence of intracardiac mass, thrombus, or vegetation ﬂ"iﬁ:
Active endocarditis o

Active infections requiring current antibiotic therapy i?-

Subjects in whom transesophageal echocardiography is contraindicated or
Anmy condition making it unlikely the patient will be able to complete all pm'r,gcnl procedures (including compliance with guideline directed medical
therapy) and follow-up visits 0y
i Patient (or legal guardian) unable or unwilling to provide written, informed consent before study enrollment T
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.@%‘am populationa haut risque ?

TABLE 8 Risk Assessment in ?iuﬂﬁlﬂrl Disease, Combining Society of Thoracic Surgery Risk Estimates, Frailty, Major Organ System Dysfunction, and
Procedure-Specific Impediments lo@interventon

R
3@ Law Risk Intermediate Risk High Risk Prohibitive Risk
A0 (ALL Crteria in This Column (AR Least 1 Criterion in (At Least 1 Criterion in {Any 1 Criteriop in This
1&; Musit Be Prétent) This Column Must Be Pressnt] This Column Mutt Be Present) Column H.l.'lt Predent )
STS PROM® e 4% 4%-8% ~8% Predicted risk with surgery of death
..5,@ or major gRorbidity (all-cause)
le:w .5: o e 1 index (mild) =2 indexes (moderate W sovers) =50% a@%r
nrq%@stem COMPIOMise o e 1 organ system Mo more than 2 organ systems =3 aﬁ?‘n SYSIEmS
5 lmpruwd pOst- &6@'
m-speufl: impedimentf o e Possible procedure-spedfic  Possible procedure-specific ,‘H._Qc‘ Severe procedure-specific
impediment impediment é"‘}{l impediment

*Use of the 5T5 prodicied risk of mortality (PROM) to predéct risk in a given institution with reasonable relabilty & appoopriate only if instituticnal E'urns argwithin 1 50 of 575 average observed) expected
ratio for the procedune in guestion. §5even frailty indewes: Katz Activites of Daily Living (ndependence in fesding, bathing, dessing, tr ‘ntbeting and urinany contnence) and independeno in
amb ulition (Ro walking sid of B requited for 5-m walk i <6 £), DEher 4e0fing Systems can be applied 1o calculate no, mild, of moderat e (ot wvere frailty, fExamples of Major oG an SyStem CoMpeoim B
Cardiac: sevene LV systolic of diastols dysfunction of Y dyvstunction, of fked pulmonary hypertendion; CHD stage 3 of worses pulmon functich with FEVI <50 of DLLOy < 50%: of phedacted; CHS
chysfund tion: demantia, Alzhaimer's disease, Parkinson's disaase, or CVA with persstent physical limitation; Gl dysfunction: Crohn's . uboerative colitis, nutritional impairmaent, or serem albumin <3.0;
cancid: actve malgnancy: and Lieer: amy history of drrhosis, vanceal bleeding, or elevated INR in the absence of VKA therapy. ples tracheostomy present, heavly calcfied ascending aorta, chest

mal formation, MTeril cononany gr:h Mihefent 1o postanior chest wall, of radiation damage. Adapted with permedann from ki wra et al ().

CKD = chronic kdney dsease; CNS = central nervous system; CVA = cerebrovascular accident (stroke); DLOO, = deffusiiin capacity for carbon dioxide; FEV1 = foroed expiatory volume in 1 5; Gl =
gastrontestina; INR = intemnational normalized ratio; LY = left ventricular; PROM = predicted risk of mortality; RY ﬂ#& ventricular; 575 = Sockety of Thoradc Sunpeons; VKA = vitamin ¥ antagonist
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m“rb&
3 |
g 2t o k
T.I;] H R 15 horacic Surgery Risk Estimates, Frailty, Major Organ System Dysfonction, and
Pr (At Lg@t 1 Criterion in r ~
& Risk h Risk rahibitive Riak
Thii cqm “ mst BE Pmsmt] ttl:iﬂvl! i LAt I.-a::::g'l :Zl:l:trh-n in lM:i Criterio l_ti'l This

@C\E:; L Bé Predent This Column Must Be Present] Column H.l.-lt Predent )

5TS =8% Predicted nisk of death
}8% _.,5{"'& of mq-ﬂ":m*ﬁ ﬂﬁl[wﬂuiﬂ
§ &a‘.

i
=9 indexes (moderate to severe)

=2 indexes (moderate 1o savers) =50% a@%r
/ No more than 2 organ systems =3 ajﬁ SYSIEMS

Possible procedure-specific
impediment

Severe procedure-specific
impediment

ble reliability & appnopriate ondy if instituticnal omes arewithin 1 500of 5T 5 snerage observed/ expected
ndence in fesding, bathing, dressing, trans toileting and urinany contnence) and independena in
pelied 1o calculate na, mild, of moderat & foh severe frilty, FExmples of Major oG an SySteem cofmpeom B

ion; CKD stage 3 of worse: pulmon functich with FEVI <50 of DLLOy < 50%: of phedacted; CHS
itation; Gl dysfunction: Crohn's . Wcerative colites, nutritional impairment, or serem albumin <3.0:
n the absence of VEA therapy. ples tracheostomy present, heavly calcfied ascending aorta, chest
ol with permzgon from Mgihun et al {1,

t (stroke); DLCO, = diffusiin capacity for carbon dioadde; FEVT = foroad expiatory volume in 1 5; Gl =
tsh of mortality; RV ﬂ#& ventricular; 575 = Sockety of Thoradc Sunpeons; VKA = vitamin ¥ antagonist

_: impediment
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&

TA
Pr

-Adult patients L@@%ed eligible for
mitral valve sufgery by the local heart
team but arhigh surgical risk defined

horacic Surgery Risk Estimates, Frailty, Major Organ System Dysfonction, and

/- High Risk -\

' as:
age 2&3‘?3 years and STS score 26 % or
D%@?railty index or one major organ

System compromise or one possible
procedure-specificimpediment (using

te Risk Prohibitive Risk
terion [(At Least 1 Criterion in {Any 1 Criterion in This
L Be Present This Column Must Be Present) Column Must B Present)
~8% Predicted risk with surgery of death
or major idity (all-cause)
[ =2 indexes (moderate 1o savers) =50% a@%r
/ Mo more than 2 organ systems =3 N SyStEms
ure-spedhc | Possible procedure-specific Severe procedure-specific
impediment impediment

MVARC definitions)

or age <75 yearsand STSscore>8 %
or at least one other high-risk
criterion following the MVARC
definitions

ble relabilty & appropriate onldy ifinstituticnal omes are withind 50 of 5T5 average observed/ expocted
ndence in fesding, bathing, dressing, trans toileting and urinany contnence) and independena in
pelied 1o calculate na, mild, of moderat & foh severe frilty, FExmples of Major oG an SySteem cofmpom B
ion; CKD stage 3 of worse: pulmon functich with FEVI <50 of DLLOy < 50%: of phedacted; CHS
itation; Gl dysfunction: Crohn's - eerative coliths, nutritional impairment, or serem albumin <3.0;
the absence of VKA therapy. ples tracheostomy present, heavly calcfied ascending aorta, chest
o with perrEson from Mgihun et al (1.

t (stroke); DLCO, = diffusiin capacity for carbon dioadde; FEVT = forced expiatory volume in 1 5; Gl =
ﬂ#& ventricular; 575 = Sockety of Thoradc Sunpeons; VKA = vitamin ¥ antagonist
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&
= - &
" Frailty indexes:
- Katz Actiuitieg&ﬁ Daily Living (independence in feeding, bathing, dressing,
transferring; toileting and urinary continence) and independence in ambulation
(no wa[" Mg aid or assist required for 5-m walk in <6 s). Other scoring systems can

be aj }ﬁied to calculate no, mild, or moderate-to-severe frailty.

N
. AD .
organ system compromise: *513‘*'

| ijﬁr
—# Cardiac: severe LV systolic or diastolic dysfunction or RV dysfunction, or fixﬁ;g’.f

& pulmonary hypertension; CKD stage 3 or worse; pulmonary dysfunctingﬁith FEV1
<50% or DLCO2 <50% of predicted; CNS dysfunction: dementia, Alzhejfher’s

Q.E} disease, Parkinson's disease, or CVA with persistent physical limitatién; Gl

=] dysfunction: Crohn's disease, ulcerative colitis, nutritional impaigfhent, or serum

P albumin <3.0; cancer: active malignancy; and liver: any histogy of cirrhosis, variceal

bleeding, orelevated INR in the absence of VKA therapy.&ﬁgﬁ

" Procedure-specificimpediment : &

— tracheostomy present, heavily calcified ascending gbrta, chest malformation,
arterial coronary graft adherent to posterior che$t wall, or radiation damage
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Doab "B Hardor impossible todo J
i Conditionally suitable valve Unsuitable valve morphology
morphology

Central pathology in Segm Pathology in segment 1 or 3 Perforated MV leaflet or Cleft
No leaflet calcfication Mild calcification outside of the gnp-  Severe calcification in the gnp-zone
2 zone, nng calcification, post
ﬁgé* anuloplasty
MVOA > dcm? & MVOA >3cm? with good residual Hemodynamically significant m%&m
o leaflet mobility stenosis (MVOA <3cm?, MPGE
a.f,‘* 5SmmHg) @
hhhil%d%gm of PML =z 10mm Mobile length of PML Mobile length of PML < ?r@i&;
Hf«F—’ 7- <10mm
@?aptaﬁan depth <11mm Coaptation depth 2 11 mm Rheumatic leafiet &enlng and
ﬂ‘@ restriction in systg@e and diastole
,f;b (Carpentier IIIQ}?’
Normal leaflet strength and mobility  Leaflet restriction in systole Barlow's "r:lrume with
(Carpentier llIB) mults nt flail leaflets
Flail width < 15mm Flail width > 15mm only with large &
ring width and the option for multiple
Ch ?
. - ﬁ‘éy
Flail gap <10mm &
Boekstegers et al. Clin Res Cardrol. 2013 '_:.-35}'
R
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"B Hardor impossible todo J

i Conditionally suitable valve Unsuitable valve morphology

) morphology
Central pathology in Segmar%& Pathology in segment 1 or 3 Perforated MV leaflet or Cleft
No leaflet calcfication Mild calcification outside of the gnp-  Sewere calcification in the gnp-zone
2 zone, nng calcification, post
ﬁgé* anuloplasty
MVOA > dcm? & MVOA >3cm? with good residual Hemodyrigmically signifigant mi ol
¥ leaflet mobility stenosis (MYOA <3cm3iMPG= &
& 5mmHg) #a‘?
hhhil%d%gm of PML =z 10mm Mobile length of PML Mobile length oRPML < Trgii
Hf«F—’ 7- <10mm éﬁ
@?aptaﬁan depth <11mm Coaptation depth 2 11 mm Rheumatic legflet th ‘ and
@ restriction i @it akd diastole
,f;b (Carpentie i-llg}?*
Normal leaflet strength and mobility  Leaflet restriction in systole Barlow & sidrome with
(Carpentier llIB) multisggeient flail leaflets
Flail width < 15mm Flail width > 15mm only with large (&
ring width and the option for multiple  /4#
Clips 4
Flail gap <10mm &ﬁfﬂ
Boekstegers et al. Clin Res Cardrol. 2013 '_:.-35}'
A
M
N
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Etudeqﬁultlcentrlque randomisée de non
mferlmr[\t@ comparant dans une population a risque
@%eratnlre éleve MITRACLIP® vs chirurgie

3@
B
Crltgﬁeﬁ. de jugement? &
&
&
CilnlcaLa°rlal Design Principles and Clinical Trial Design Prlnt:l@ﬁﬁs and
Endg_@fnt Definitions for Transcatheter Endpoint Definitions for dfranscatheter
Mitfal Valve Repair and Replacement: Mitral Valve Repair a@ﬁeplacement:
- L L L] & L '] h\' - -
.P%rt 1: Clinical Trial Design Principles Part 2: Endpoint D;ﬁhttlons
A Consensus Document From the A Consensus Document %ﬁaqm the
Mitral Valve Academic Research Consortium Mitral Valve Academiqﬁseﬂmh Caonsortium
Gregg W. Stone, MD,"1 Alec 5, Vakanke, MD,i David H. Adams, MD,; Willlam T Abenbam, MD, Gregg W. Stone, MD,*| David ||<ﬂd:;>_ M, Wiliam T. Abraham, M| Afie Pieter Kappetein, MD, Pub,
leffrey 5. Borer, MDY Beroen [ Bax, MO, Pab,® Joachim Schofer, MD,** Donald E Catlip, MDD, bl indreax. MD,1% 2l Yrando:, . Pull# Roxana Mehra : arl-Hoinz Kuck. s
E::';‘:;ﬁi :".uf;ﬂ:’f:'_:;’;?f;f:ﬁiwﬁﬁﬂ:?;:’;_', M. L T mnt-.p;.[hm. r.-rn.-l-j.:a_:;ghgﬁa;. MD, B-':JI.]-HS:I:JHRI. :mu’.r[mn.mﬁ::s:m}; ni:run::i. Mnl.d.n
i L;m-'u;m. |:.{|J. Pl T :-1|.1pp=1u:: MD, + R Pt H'_lpmml M Pl Alec 5. Wahandan, Mﬂ&chi ke Mitral Valve Academnbc Research Consortism (MYARD

for the Mitral Vabve Academic Ressarch Corsorriam (MYARS

iﬂjﬂ

A

Stone, Vahanian et al.. European hﬁ‘{ért journal 2015;36:1851-77.
Stone, Vahanianet al.. Eumpe%ﬁ%eaﬂ journal 2015;66: 308-21.
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Etud%ﬁulticentrique randomisée de non
infe'riDrDLt@ comparant dans une population a risque
&_@%e’ratﬂire éleve MITRACLIP® vs chirurgie

s
s
T o . % - P
" Critete de jugement principal : &
-..f;‘b# E.IG}
& {ﬁ“@
«¢" — Critére composite incluant la mortalité toutescauses, la ré—h(gﬁ:ﬁtalisatinn
"" = Fom u - u
&%‘:‘ pour raison CV et la ré intervention sur la valve mitrale {a&@mnnths}
@ &
Kb &
P &
* Criteres de jugement secondaires : &
&
.,:-'l.
% - % "-gﬂa
— Critére composite de sécurité (MVARC) &gﬁ"
=
43
{:}1
@B{?‘
R

"'LE:'
- - v e sy v sy
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.;-q_'El

= We believe that thg primary composite endpoint, non-inferior in

surgery and Mltgaa‘CIlp arm associated with MR is high; 1-year rate
are about 20@@

&

b

= The cI cally relevant non-inferiority marginis fixed to 1%% power

eql,@T to 80% and the alpha risk=2.5%. ¢

r::?‘ | ﬁ\@é@
@ &

& With this hypothesis, we need to randomize 30Q@Hﬁ‘c§tient5 to show
the non-inferiority of MitraClip® to surgery

2
{\:‘E

ol

&5
:_l:?-*

* The total required randomized sample size is 330 patients (165
MitraClip®, 165 surgery) to account g@‘? loss of follow-up (10%).

"'LE:'
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Etudeqﬁultlcentrlque randomisée de non
mferlmr[\t@ comparant dans une population a risque
@%eratnlre éleve MITRACLIP® vs chirurgie

1'5'“

;:,ﬂ*‘ Chlrurgle > 50 mitrales opérées/an qﬁ‘@
Al
& _@o‘@é@
Y n=330 patients 5
P &
Jﬁﬂs\.ﬁ
Bras MitraClip® g@"’
Bras chirurgie (plastie ou remplaceme[[;t}
o
"“x

Durée totale de I'étude 63 mﬂngﬁenmllement sur 3 ans)

M,
.-F
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FFHHBE ; symptomatique sous
g#raitement médical optimal Passion Communication Education
aﬁ
&
#\aq Evaluation Heart team : haut risque chirurgical
&
&
& |
@‘L
ag” Evaluation echographique habituelle locale et Abbott _
S
% &
.{‘ﬁi | @E.I
& . )
.-1:,,"3}5: &
Q‘C}“ Laboratoire d'échographie Rennes 6@'36@
: 5
A% N
5 | &
E-@Q
&
Randomisation o
.,:-'l.
&
| &
I
Bras Mitraclip Er@hirurgie
&
(165) e [165)
A
g
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GR MITRACLIP THERAPY CURRENT GLOBAL ADOPTION
France *

1. First-time procedures only. Inchdes ial patients, ACCESS T and ACCESSI patiegts®
2. OUS Commercial Expenence o
1. Etiology not inchusive of [1.5. cases as of 14/04)" C‘J{}
Diata As of November 90, 2016, Source: Data on fils at Vaseular @

A,
Information contained beren is for distribution for Exrope, Middke mﬁﬂ.{m& ONLY.
& agnn Abbott, AT pehits reserved. 6-EH-4-coca-o1 i5-3000 REVE




GLOBAL MITRACLIP EXPERIENCE

%"E’
& Global MitraClip Experience
ﬁq

{;ﬁ

@“ﬁp

Moreﬁ}han 50 000 patients have been treated in the worl

ﬁlﬂ lantation Procedures

ﬂ-r mﬂ -\..mrr _H._ -ruu.u.ﬁﬁunﬁnn—hﬁ_..uar -
= L=

;{-ﬂ"‘.-:'.'ﬂln;;g;ﬁ'r 'i-l |'\:-H§j:'.|ﬁ;‘!m| I'E’E %"4 ;ﬁ;gﬁ?;gfi}'ﬁ '

SVectom Europe.  MEmeRing GBuope: _.!.‘.”.'.‘f_%_@.“. B,

' O
1. Includes clinical and commercial procedures as of 31/07/2016. Source: Data on file atw*'a&cula:

Erzoab Abbott, All ights reserved. g-EH-4-5052-01 ofl-2006 REV A
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]
&

I,"l el g theie T e rTe i al valvllls st

Managemengbﬁ Valvular Heart Disease = ...
&

Thot st T Frimri 6 o 1oe Plimagpie—medl ol Wl rolis e Diubass
ol b [ i i it 0 el Ot iy [RC ] il the Wi imptoin
e bmiwvn tar Cardes Thormiin Serpery [EACTH)

Baarn 1wl for s r P i B Virmonae | e s w1 1w s A ar
Pl e it Wi i, P U ity gy ), Pl | iy ey | P bl

~. Indication for primary MR ===

hain | i n U rayriom b | W e § 0 s e sl B g

o = A o' s e ek
A = %":’.:.::'::":7:“3{: ..;..'"I.".’.:':'::'.'.’L'.‘.::‘:'.f...&. _
éﬂc‘& = - “Percutaneous edge-to-edge procedure may be considered in patients with smpmiqﬁf
_ hﬁﬂb . | severe primary MR who fulfill the echo criteria of eligibility, are judged inoperablg®r at
A ' ] high surgical risk by a ‘heart team’ , and have a life expectancy greater than | {ﬁ:
F (recommendation class IIb, level of evidence C)." page 21 o?
o | &
I:.:' - = i — @
& e e — e
@ﬁ K &‘9{\
A - 5
rf,::“ - 1 4 :55"
Indication for secondary MR &
e W N :q:t:‘

The percutaneous mitral clip procedure may be cogSidered in patients with symptomatic

| severe secondary MR despite optimal medical thetapy (including CRT if indicated), who
fulfill the echo criteria of eligibility, are judge® inoperable or at high surgical risk by a
team of cardiologists and cardiac surgmagﬁnd who have a life expectancy greater than |

year (recommendation class [Ib, leve&ﬁevidfn:e C)." page 25

; &

A
Q"\
d"
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3 ﬁam- ]
ddication for secondary MR (ESC Guidelines 2012)
f—-— == == i_-_—lé‘\:_:_:___\_

g —
@eﬁﬁ “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&#‘3’
@eaétf ' year (recommendation class ITb, level of evidence C)." page 25 éﬁf*‘"
& &
o i

In Qeﬁents with HF with moderate-severe, secondary mitral regwﬁ?taﬁan who are
Lw&ged inoperable or at high surgical risk, percutaneous mitrgﬁralue intervention
fpercutaneous edge-to-edge repair) may be consideredsin order to improve
symptoms and quality of life, although no RCT evidenciﬁfim provement has been
{i@

published, only registry studies &

ESC Guidelines 2016 e
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Quellgsimpact sur l'activité chirurgicale
P
&
A




6 AU 8 DECEMBRE 2017
GRCI 2017 PatientS é||g|bles ou Novotel Paris Tour Eiffel

ncin a |a Chl ru rgle ‘p Passion Communication Education
ﬁ@
Nearl&.ﬁ@& of MR patients are not considered appropriate
ﬁ‘“ﬁ for Mitral Valve Surgery
&
&
«ﬁiﬁ
.@‘*ﬁ Of surgical candidates, up to 50% )
59 of patients are not referred tc
&;_-;f“ surgery even if a surgical
&%d“ s Surgical Candidates indication exist -
{\@ w Surgical Patients .

P u High-Risk Patients g sk aefned a patiens with

- ii435%and/or age >75.
Eﬂmprﬂﬂﬂmh:ﬂde
J mﬁﬂl‘lﬂ.ﬁmm

.'q\l-'_::t
'El&ﬁh
&
d\-.
N= 1,740,000 (US Populatiog¥
e
fﬁ"ﬁ



Bl unversiArsmedizin. MitraClip

MAINZ
Zentrum fir Kardiclogie

2015 German H@ﬁrt Report:
Treatment qﬁ’T MVR with
MitraClip pag@d surgical volume

W MitraCli

1665 1996 1997 15538 1999 2000 2001 2002 2003 2004 2005 2006 2007 IDGE-@"I 2010 2011 2012 2013 2014

Jahe rbq,hﬁ
s fekoreszruition — ssss Eroamimplascaton S——, .-uhg:d.-r eitunpatstiat der DETH
4o | 01 atsorkern mud drie e e iy e ezt ok I 1 = sty
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trzating MR Patients

30% &
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29.9%

250, &

20% (|- C
TMVR | Total

iriitral ualve
15% -

-?Ge many

TMVR / Total
Q mitral valve
procedures

8.1%

208 N8 2mn M1

mz
-El'-'-:l

Fig. 2. Share of TMVR procedures of overall mitral valve pruﬁdures P value relates to com-
plete time frame 2008-2012. TMVR, transcatheter mitral vagcb repair.
i
Rﬂﬁ)
oM
&
Conradi et al., Catheterisation and Cardiovascular In%ﬂr%enﬂun&, 2015
P



450 — growth of overall mitral valve procedures by+96%
400 - 392 MBRE 2017
355 368 : Tour Eiffel
m |
| - 284 P
300 aUHC TMVR caucation
250 & procedures
Surgery +1{} 6% 12 = UHC
non-TMVR
78 96 mitral valve
65 procadures
50
q‘f' 15
1:1 .
2008 2009 2010 2011 2012 PMRV 20%
&
; ﬁm“‘* w0
urgery + 17013 17.799 ' @a‘}
15.984 Y
ﬁiam | 14.164 14 477 &
5 tao00 | 13028 &
& 12.000 ¥ Germany TMVR
-'1.,@ Frocedures
s 10.000
sooo  growth of overall prncedures by+53% 4
8 000 :‘«L‘i} = Germany
non=THMVR
4.000 ritral valve
2000 . 1.850 procedures
B 0 PMRYV 9%
2010 ,q:? 2011 2012
Flg. 1. TMVR and non-TMVR pmmﬂmm volumes ut{:ﬁ'lﬂ Hamburg and in Germany 2006
2012. TMVR, transcatheter mitral valve mpuir __‘_

Conradi et al., Catheterisation and Cr:rdmvﬁrscﬁur Interventions, 2015
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rcating MR Patients : : t

itral vahse proacedure
reimburserment

i

Fatal ;
— ) )]k *5':-

s MOM- TRAYR Pr@aurpa

"
T IMVR procgfiures

&°
&
; Q
o - * No {%@R procedures lor 6
(:;E- A m 5 in 2011 because of
@ R@B:_Ii device-related recall |
r@;jﬁ €1.000.000 - Pl
)
€0 E.J@Q
of
2007 2008 2000 210 011 <12

Fig. 4. Development of mitral valve procedure reimbursement rev . stratified by overall,
surgical, and endovascular reimbursement 2007-2012. TMVR, nscatheter mitral valve

repair. ry
]
<&
Sy
{}.D
Conradi et al., Catheterisation and Cordiovascular I{@grvenﬁ ons, 2015
Py
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New CDS and SGC Packaging More robust Packaging

Delivery Catheter and Steerable More responsive #nd
Sleeve enhancements? consistent steering?

Gripper material change from Facilitates m%tgpefficient leaflet
~T~@ Elgiloy to Nitinol! capture %B)the first attempt?!
$ | 5

, :

|

} Radiopaque Ring Self-Centering Easier clip retraction?

' Technology!
&
Mote: Otherthan packaging, nufurtherchaa,g:&tchGE
References: 1. Tests performed by and data on file st Abbott Vasoular, 4:;'?‘
L]
A
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Improve Usability and Predictability

v Minimize clip rotation and provide straighter
advancement into the valve plane and left
ventricle for a more predictable path

¥ Ability to keep the clip unlocked throughout
the procedure

* Cumentty mcoevelppment at ADDOHT Vasowar. Kot avaiab & for s3'e.
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Longer Clip Arms

France = Fin 2018

&
A
N
o7
‘EF&&
Q9
<
&
&
&
&P
E‘.-&q
Design Goals: Grasping Enhancements q:ts‘
ﬂ@
v Increased ease of grasping in challenging cases ﬁu@a
¥ Increased ease of grasping in treating TR d‘fﬁ
v Potentially greater MR and TR reduction d“‘ﬁ
&
&
A
Fa
o
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=

{i&
&
&%@1 Improve Usability Platform TEE'I““'“E‘F

3
ﬁtl

v Technology can be"@@ed to deliver future
therapies in adj&p‘%nt and new spaces

@ [ "
,E_\,’*'J'-V Simplify procedure
- Provide intuitive controls

- Facilitate single operator system

2
.|:-'I.
» Reduce number of procedural steps @aa
. : &
v Reliable delivery catheter movement Mnmentum@
v Controlled stabilizer movements 4§
i
o3
* Cumently in development at Abbott Wasoular. Mot available for zale., )
R

"'LE:'
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GRCI 217 Fonctionnalités

LA Pressure Measurement*

Basaline 1% and 2* MitraClip

* LA Pressure Measgﬁﬁg\ment
& ; .
&

& | |

- Indepeﬁ;&i&éﬁtﬂrm Closing \CTARA B} AN R 3 &
@ vl l—— P, ¥
& ﬁ&'
. ]Kg;atﬂet Grasping Indicator &
ﬁﬁﬂ' _é\«ﬁ
o° &
P Design Goals: Imprmﬁ‘fFrnneduml Outcomes
@

¥" Reduce rerfnce on color Doppler as an
E{'Fectwﬁ SS measure

v Pote

ally greater MR reduction and Qol
vements due to continuous LA pressure
asurement capability in the 5GC

rﬁ:':i."s"t-.- n development at Abbott Wascular. Mot svaiiable for zale.
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Free Ventncular Wall

Développement d’'unsystéms de réparation Bord a
Bord pour la valve Tricuspide
&
v"  Utilisation de la techni\qﬁe eprouvee de MitraClip

v Des résultats C“niqh 5 preliminaires favorables permettent
d'envisager |a faigbilité d'un traitement Bord a Bord pour la
régurgitation TACuspide **

_ ricuspid
S |ve
|

- CErt =l T2 = R I e e Rri =l LT e e
EL=ILiE M DEVesxment 31 00T + E O

## Tecting perbrmed by and data on file at Abbott Stnochoral Heart
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* L'Europe est leader
* La France rattrape son retard
* La France mene des études

* PMR:
— Cl a la chirurgie : reml\gﬁursement
— Risque éleve non CI@‘%’I itraHR

£SC Congrass * SMR: attend reﬁlitra FR
Munich 2018 B@*‘?
BT hiagiai i
,.{"‘
,;:ﬁ'.;.:‘"" 1? — En atl:enﬂ@a nt, sur un budget propre
4.--._ ?I;_h‘ i : E‘?@
*
1"» "ﬁ -I‘_‘ . EElﬁ*tients dans les recommandations
N A ¢de 'ESC
-..: o L'5"'.'|' *‘«.‘3}
"-F.'I E".- {:}1
LA &
. e «& Avenir ? Tout ourien ?
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* Mortality: Iltterﬁu re:

= mortality fnrM\/ replacement in a global population was 3.8%
versus 1. iﬁ%r repair (65).

. Et.renesi::.ﬂb randomized study (mean age of 62 years ; 27% SMR,
SS%ﬁVIR MV replacement 14%), one year global mﬂrt\aﬁty

ragls% after mitral valve surgery was 5% (3). ﬁ"

" cﬂn octogenarians, postoperative 30-day mnrtahty@{\a@%nmated
ca@ with MVR were calculated to be 13% ;

P qﬁ?
* |nanother study with octogenarians patienLﬁILngistic
EuroSCORE * 5.77 [3.5—63]), 1-year surgag&?al after mitral

replacement was 81.3% (36). &_@

= we estimated the one year mnrtallz_tv rate after surgery for PMR
to be close to 8-10%. f’

"'LE:'
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= Aton year in the surgical group of the Everest Il study, tp%
rate “of recurence of severe MR is 20.2%, and the rate g?

,EélntEWEﬂtIDn is about 2.2% (3). 6@&'

@'% Hence, in our high surgical risk population with gﬁly PMR, we

4
» estimate the theorical risk of reintervention fgrdbsevere MR to

be close to 2%. «
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= Unplanned rehaspigﬁ?zaﬁan for cardiavasular reasons: Datas are

Q
poorer. &-ﬁ

®* The national POMSI give a rehospitalization rate of 25% after surgery
for all gradas primary MR (67).
" |nthe sgﬁ"dy of Trochu et al., when considering reasons for n@%pltal

stay, 3“"2% were : ﬁ"
%ﬂ‘ﬂwecﬂy related to valvularsurgery, 4.7% 6@5@‘?
':}@Ci to coronary artery disease (angioplasty, stent or ACS), ﬁcﬁ»@{\
Y 4.6%to endocarditis, @@"%
— 30.2% to arrhythmias and electrophysio-logical diig?ﬂc}iers,
— 18.8% to heart failure and fgﬁ
&

— We estimated the one year risk of rehusg@élizatiun forCV reasonsin our
high surgical risk population to be clq@é@tu 8-10%.




