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Les prévisions sont difficiles,

surtout en ce qU| concerne l'avenir |

THINK WE’LI. LIVE IN 2000 A.D.
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Qu’est ce qui peut changer en 10 ans?
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La méthode ?
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e AVC

e Thrombose +/- asymptomatique
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Analyse de simulation
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Protection cérébrale

Death or stroke

Embolic protection No embolic protection Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Fixed (95% CI) M-H, Fixed, 95% CI
CLEAN-TAVI - 50 5 50 15.9% 0.80 (0.23-2.81) =
DEFLECT-IN 3 46 4 39 13.7% 0.64 (0.15-2.67) _—
EMBOL-X 0 14 0 16 Not estimable
MISTRAL-C 1 32 6 33 187% 0.17 (0.02-1.35) =
SENTINEL 16 234 12 M 51.7% 0.63 (0.31-1.29) —
Total (95% CI) 376 249 100.0% 0.57 (0.33-0.98) S
Total events 24 27
Heterogeneity: Chi? = 1.68, df =3 (P = 0.64); I = 0% I } } ]
Test for overall effect: Z = 2.01 (P = 0.04) 0.01 01 1 10 100

Favors EP Favors no EP

* Meta-analysis of 5 RCTS of CEP in TAVR (625 pts; 376 with CEP

and 249 without CEP)
* >40% reduction in risk of stroke or death (6.4% vs 10.8%; RR: 0.57;

95% Cl: 0.33-0.98; p=0.04; 12 = 0%)
e NNT = 22 to reduce one stroke or death

www.icps.com.fr
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No protection

With protection

OR (95 %ClI)

N=533 N=533
Mortality or stroke 6.00 (32/533) 2.06 (11/533) 0.34 (0.17-0.68)  0.0013
All stroke 5.44 (29/533) 1.88 (10/533) 0.35(0.17-0.72)  0.0028
Disabling stroke 2.44 (13/533) 0.38 (2/533) 0.14 (0.03-0.66) 0.0045

Non-disabling stroke 3.00 (16/533) 1.50 (8/533)

0.53 (0.23-1.24)  0.13

www.icps.com.fr

Seeger, Eur Heart J, in revision
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Table 5 Recommended requirements of a heart valve

L e I I e u centre (modified from Chambers et nl.n}

Multidisciplinary teams with competencies in valve replacement,
aortic root surgery, mitral, tricuspid and aortic valve repair, as

well as transcatheter aortic and mitral valve techniques including
reoperations and reinterventions. The Heart Teams must meet on a
regular basis and work with standard operating procedures.

Imaging, including 3D and stress echocardiographic techniques,
perioperative TOE, cardiac CT, MRI, and positron emission
tomography-CT.

Regular consultation with community, other hospitals, and
extracardiac departments, and between non-invasive cardiologists
and surgeons and interventional cardiologists.

Back-up services including other cardiologists, cardiac surgeons,
intensive care and other medical specialties.

Data review:
* Robust internal audit processes including mortality and
complications, repair rates, durability of repair, and reoperation rate

with a minimum of |-year follow-up. r~
(=}

* Results available for review internally and externally. 0
* Participation in national or European quality databases. ol

=
L=

ESC Guidelines 2017

www.icps.com.fr
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L’ outil ?
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Valvuloplastie
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Supramolecular
Chemistry

Jean Marie Lehn

Nobel prize for
Supramolecular
Chemistry , 1987

Electrospinning

Regenerative
Medicine

www.icps.com.fr

Sijbesma,
Science, 1997
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Full library of materials with
different parameters
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Endogenous Tissue Restoration (ETR)

Valve after
bioabsorption

www.icps.com.fr

Synthetic matrix made of novel
bioabsorbable supramolecular
polymers using electrospinning
techniques

Polymer leaflets mounted on
nitinol self-expanding frame
Regrowth of endogenous tissue
coincident with bioabsorption of
polymer implant

Natural self-healing anti-
inflammatory leaflets
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TAVI In France (2017)

TAVI
M SAVR

097 9066 10669
5164

2473 Sl

11115 11126

2010 2011 2012 2013 2014 2015 2016 2017

12823 > 19639
France TAVI P.Motreff
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82,9 ans +/- 7,0

Logistic EUROSCORE

p < 0,001
p=0,423 19,0 +/- 12,8
g 17,9 +/- 12,4
—r— 17,5 +/- 11,9
82,8 +/-7,2 83,1+/-7,1 82,8 +/-6,9 82,8 +/- 6,8 17,6 +- 12,2 168 +/-12.1
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Symptomatic AS: SAVR Risk Pi pel i ne Of
AS with no - . H
Published symptoms Low Intermediate High Extreme TAVR Trl a I S
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2013 aortic stenosis
o014
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A mechanical prosthesis should be considered in patients <60 years of age for prostheses in the aortic posidon and

<#5 years of age for prostheses in the mitral position.®

la C

www.icps.com.fr

ESC Guidelines 2017




Q/ INSTITUT CARDIDVASCULAIRE Paris SuD

Durabilité des bioprotheses depend de I'age

o <50yo « 2,659 patients with AVR
_ — s using CE pericardial
5 — 7o Perimount bioprosthesis
o W I followed for 20 years
E  Competing risk regression
EE 20 evaluating the cumulative
s risk of reoperation due to
: SVD with age at surgery
g 10

T30 yo Bourguignon T et al.
= Ann Thorac Surg 2015;
- . . . . 99:831-7.
0 5 10 15 20

Years After Implant
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Mortalité a 10 ans de |la population francaise
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Source INED - Courtesy of D. Blanchard
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Structural Valve Degeneration (10-Year Follow-up)

Clinically Relevant 6.6%

Subclinical 30.1%
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Discharge 10-Year Follow-up

ARGrade: WSevere M Moderate MMild M None/Trace

Rodriguez-Gabella, T. et al. J Am Coll Cardiol. 2018;71(13):1401-12.

 www.icps.com.fr E. Salaiin Circulation 2018 / Rodriguez-Gabella JACC 2018
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Bicuspidie

100%

90%

20%

70%

60%

50%

M Bicuspid
M Tricuspid

A0%

30%

20%

10%

21-40 41-50 51-60 61-70




TAVR vs SAVR in BAV ")

Proposed Trial with NHLBI/FDA Support C ;

p / PP N e

e Randomized (1:1)
e Registry-based Trial

— Include baseline and selected follow-up data from
the STS and TVT registries

— Long-term follow-up will be by:

e Centralized Follow-up
e Medicare Claims Data
e Truven Marketscan Database

e Trial duration: up to 10 years

27
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Maladie coronaire

Odds Ratio Odds Ratio

Study or Subgroup log[Odds Ratio] SE Weight IV, Random, 95% ClI IV, Random, 95% CI
2.7.1 r55<8
Dziewierz et al, 2017 -1.7148 0.4137 43.8% 0.18 [0.08, 0.40] —
Paradis et al, 2017 -1.4024 2.7159 3.4%  0.25[0.00, 50.43] +
Witberg et al, 2017 -0.5447 0.2577 52.8% 0.58 [0.35, 0.986] —l
Subtotal (95% CI) 100.0% 0.34 [0.12, 0.93] .-
Heterogeneity: Tau® = 0.44; Chi* = 5.80, df = 2 (P = 0.05); I = 66%
Test for overall effect: Z = 2.10 (P = 0.04)
Total (95% CI) 100.0% 0.34 [0.12, 0.93] i

PP z _ . 2 _ _ T ! ! } }
Heterogeneity: Tau® = 0.44; Chi* = 5.80, df = 2 (P = 0.05); I* = 66% D.bE ﬂ.ll 1 lID 5'[3

Test for aoverall effect; £ = 2,10 (P = 0.04)

PCI erﬁ:rmed‘ PCI not performed
Test for subgroup differences: Mot applicable P P

) . .
www.icps.com.fr D’Ascenzo Eurointervention 2018
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En 2028 ?

e Des réponses sur la méthode et les indications grace a une
recherche hyperactive

e De nouvelles valves

e Des limites plus claires
— Bioprothese
— Chirurgie associée
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