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Quel besoin
pour une(des) prothese(s) mitrale(s) percutanée(s)?
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Protheses mitrales percutanées: difficultés technologiques
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* Anneau mitral Iarg@ et asymeétrique

> 4 cath@fﬂers de gros calibres (> 30 Fr)

* Mobilite exp‘gme lors du cycle cardiaque/ Complexe dynamique
:}’resmta nce/souplesse, systeme d’ancrage

* Obstruttion potentielle de la chambre de chasse 4
& => design complexe >




Transcatheter mitral valve replacement
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Tendyne Transcatheter Mitral Valve

Tri-leaflet porcine per[caﬁmlvalve
Self-expanding mtmpﬁ%nu ble frame

D-shaped Duterﬁme, anterior cuff
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Large valve si@& matrix

ﬁgle inner valve size
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- Multiple outer frame sizes

48

Lﬁﬂ nsaplcal access, valve tethered to apex
e

X2 Adjustable tension providesvalve stability
* Apical Pad assists in access closure

* Valve fully retrievable and repositionable
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o° MullerDW et al, J Am Coll Cardiol. 2017
Duncan A et al, Eurolntervention. 2017
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The Tendyne Bioprosthetic Mitral Vahae System is an ireestigatons! descn, not svailable for sale. Al nghts resaneed
CALITION - Investigational Device, Limited by Federal {or United States) law to investigational use.




Tendyne Transcatheter Mitral Valve

|I"ﬁh:E~I e Courtesy of D.Muller 5t Vincent’s hospital
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* Compassionate case, Cl. Pasteur, Apr 201
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* Inoperable patient F ‘ ‘_,*._
* Severe symptomatic FMR (ischemic) 3 -3 v
»
* LVEF50% 14 o’



Tendyne Transcatheter Mitral Valve

Age @ﬁ 74.7 £ 8.6 &
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Femalgb‘“’ 33% S
AL 9
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Tendyne Transcatheter Mitral Valve
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f 30 Day Outcomes (n=75)
ﬂ‘}&p

ﬁ’ Mortality 6.7% £5/75)

& -
Implant not Successful q‘b@ﬁ% (3/75)
Re-Intervention g\ﬁ 2.6% (2/75)

aF
PVL .p*"’ﬁ@ 1.3% (1/75)
:{‘ﬂ} .
Device Malpasﬁning 1.3% (1/75)
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Device Thedmbosis 1.3% (1/75)
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Tendyne : 1 year outcomes

Death {a]!@gﬁse}
Cardi@ﬁb
Naﬁa?cardiac
_ ﬂﬁgﬁlﬁ
&u,f:&& Re-hospitalisation
Heart failure
MV surgery
Valve performance (n=28)

Malposition/PVL/hemolysis

Leaflet thrombosis ¥

4 (13.3%)

1 (3.3%)
0 (0%)

ﬁ‘ﬁ (3.6%)

1 (3.6%)



1 year MR assessment post Tendyne TMVR
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NYHA Functional class at 1 year
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Medtronic Intrepid

Product Overview &

2
* TA Delivery, self-eﬁnding double framed
nitinol: cnnfurrrhﬁ[e outer, circular inner, with
a bovine perﬁb@ﬁdial trileaflet valve
Ag

* Fixatiog‘achieved by radial expansion, barbs,

anqo&ﬁae use of variable stent frame
E@‘tkn ess/stiffness.
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* Next gen system includes partial retrievability

and TF delivery.




TWELVE
Deploiement par voie transapicale
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Advance across Deploy brim Retractto % Expand Release
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FIH Results
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" Secure Fixation &
" No LVOT abstruc’%ﬁn

" |mplantisin c{@ﬁtact with the annulus around the entire perimeter
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fIH Results

{-‘S‘

= Implant Cﬁﬁfmrms to Anatomy
. Outer s?ﬁructure conforms to the native annulus shape
" lm}@r valve support remains round

30 Beats 1

PAT T. 37.0C
TEE T: 38.0C




MDT Intrepid

Baseline Demographics

Age '3 73+9 5
v il
Femalé 42 % ¢
i &
NPHA > 11 36 % S
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® EMR 84 % &
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LVEE ~43% &
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515 Score 6.4+55 &
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s BapatV et al, J Am Coll Cardiol. 2017




MDT Intrepid

30-day Outcomes (n=50)

Procedure Mortality 9% 44 5{}]
&
30-day Mortality @@ﬁ % (7/50)

Median deployment time &pﬁ] 14 minutes

&
Implant not Successful , & 4% (2/50)
&
Stroke (disabling) c,&" 0
Repeat lntemg_ﬂ"tlnns 0
e
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s BapatV et al, J Am Coll Cardiol. 2017



TMVR worIdW|de Implants (Oct 2017): 246
—m

&
ACCess Tié}‘@rans Femaral (TF)
ﬁﬁame anchared by ‘arms’
Description © at engage the free-edge of
b‘& the leaflets
el
I:}'
5tat@~ CU/EFS
b
fmplants 24
10 TF 14 TA
Comp:5-TF 9-TA
EFS 5-TF 5-TA
30-d mortality 38 % (5/13)

TA

MiTi frame with unigque-
shaped leaflets which
anchorsvia 3 posts under
the leaflets

CU/CE Mark

34

Special access: 20
Tiara 1: 13
Tiara - 1

12 % (4/33)

CE Mark and®l5 EFS

TF TApTAtrial
_ SRR
2-part implant :D-shaped Mitinol mr@‘?’&m& with a
nitinolanchor, anda nitinol  suture lodp placed
valve framewitha porcine behi e leaflets to
pericardial tissue va lve angi¥or and seal
CU/EFS _@cf& CU/EFS
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FIM TA experience
studit 11

Com ﬁsmn ate:1

B 1? % (2/12)

25 % (2/8)




TMVI pre-op screening:
» CT scan
Sﬁtollc/dlastollc phases




TMVI pre-op screening:

Smallest Neo-LVOT area 5'%«' mm? Smallest Neo-LVOT area 593mm?
Smallest A2 Eleamnc%asstﬂnﬂﬂ 11 mm  Smallest A2 clearance distance 12mm




Conclusmn

« Stade de develuppem@ﬁ’hmhal implantées uniquementa titre

compassionnel ou da’hs le cadre d'essais cliniques
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* IM primaire%ﬁfbsecundaires peuvent étre traitees
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* Bons rgféultats initiaux en termes d'efficacité a court terme sur la cnrg@ctmn

desﬁntes et 'amelioration fonctionnelle ol
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o¥ Morbi-mortalité rapportée variable, liée en partie aux comgpflications de
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#  l'abord apical sur des patients fragiles &
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+ Technique simple, standardisée, reproductible &
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+ Selection tres exigeante, avec nombreux p@‘hents non eligibles pour des

motifs de taille de prothese inadaptee, ,Emu 1 d'obstruction sous aortique
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