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Sanctuarisation '.... DQ Pasteur

eAction de sanctuariser, de rendre
permanent ou intangible.
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Impact de la pandémie COVID-19
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Réorganisation imposée par '/ARS i
Pasteur

Unité COVID, Réa COVID et Unité non-COVID

Redistribution des resources centrée sur les COVID
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Adaptation nécessaires des indications P
Pasteur

Patients RAo symptomatiques: a risque elevé de complications

COVID-19

Déecision de maintien du TAVI uniquement si perte de chance

en cas de report
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Sténose aortique serrée

Heart Team
Traitement Report
Syncope Stade |l
FEVG< 50 % Angor

Insuffisance cardiaque évolutive Asymptomatique
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ESC Guidance for the Diagnosis and
Management of CV Disease during the
COVID-19 Pandemic

9.6.1. Management of Aortic Stenosis
Key points

e Priority should be given to patients with syncope and HF, and those with high (or very high)
gradients and/or impaired LV function;

e Non-urgent procedures should be deferred based on objective criteria assessed by the Heart
Team;

o Greater use of transfemoral TAVI (as judged appropriate by the Heart Team) may allow

optimal utilization of healthcare resources.
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* Role central de la Heart Team

*Sélection plus précises des patients
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Réorganisation du parcours TAVI



OPTIMIZE PRE PROCEDURAL PLANNING

Coronary and
eocfemoral

angiography
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TAVI
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* Pre-screening can be performed in a context of out-panents visits

D)

Coronary and peripheral angiography can be performed in hospital as “day-surgery”™ admission
CTA can be performed as cut-patients examination
Patient can be admatted 1 day befare TAVI
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Optimisation du bloc interventionnel
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MINIMALIST TAVI ... C|

Pasteur
.. SIMPLIFIED TAVI ...

.. STREAMLINED TAVI ...

Eliminer certaines étapes non nécessaires

Pour un TAVI plus simple, plus rapide et plus sar.
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Figure 1. Bar graph representation of the distribution of length of stay in the overall population.

Durant et al. Am J cardiol 2015
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Influence d’une sortie rapide post TAVI  Pasteur
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Influence d’une sortie rapide post TAVI  Pasteur

B 30-day re-admissions
Early Discharge Standarg Discharge Odds Ratie Odeg1 Raveo

Stady o+ Subgrous Events Tocal Everrts Totsd Weight M- Rasdom 95N O Year MM Rasdom, 955 O
Parry-Wiavn, 1014 r s 3 &7 "™ £1.5300.38 . 6.2¢] 201« e
Rarsares, 201% i 55 : g L ) 8 1000009, 11.18] 2019
Derand, 201% < 121 9 28 13 Q75024 2.81] 2015 —
Serfets-Baon, 2016 3 by 7 S5¢ ™ 028007, 1.12] 2016 - 1
L3, 2016 12 158 10 253 Jasx 062 10.31,.1.2%)] 2016 i
Rasthore, 2017 3 22 L} g S AN 1380633 5.72] 2007 -
Alran, 2017 2 S¢ 7 5¢ TN 0250085, 1.31] 2017 -
Adrar, 2018 F 4 <5 2% 263 & 5% 0.35 008, 1.53) 2018 B
Youu! 4N CO e42 1133 000N 063 041, 098] E
Total everes i<

1 . ¥ - 3 e T P " e , - - - -
Meserogenety Taw" = 0.00. O = 6,30, 2f P -05K ox 501 o1 : 1o 3100

TestoroveralieMeit I =« 2.07 7 =« 004 Favors EC Fawors SO



cP

CLINIQUE

Pourquoi une sanctuarisation: Pasteur

* Optimisation continue des procédures
* Sortie rapide=sécurité

* Possibilité de traiter tous les patients ayant besoin
d’un TAVI (et d’accueillir leurs médecins © )
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Ameélioration continue des evéenements
cliniques
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ETUDES RANDOMISEES TAVI ET INDICATIONS
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Augmentation des colts du TAVI en cas de complications

The impact of post-procedural complications on reimbursement,
length of stay and mechanical ventilation among patients
undergoing transcatheter aortic valve implantation in Germany

Klaus Kaber' 70« Holger Retmeche” - Hasey in Naci® « Lutz Fraskenstein' -
Martin Bode™ + Werner Vach' - Philip Hebn' + Andress Zirkik® - Manfred Zeheoder” «

Jochen Reinahl®
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Tchetche et al. AHJ 2012



Abord radial Pasteu




Ponction echo-guidée CLINIQUE
Pasteu
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PCRonline / Cases & Resources / Zoom on / My Toolkit

® vt

How to use the guidewire
for simple and efficient
pacing during TAVI
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Electroducer device (in study)
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* Heparine a minima pour ACT proche de 200

* Procédures courtes <30 min skin-to-skin

e Contraste dilué (2/3-1/3) avec minimum d’injections
* Protection cérébrale pour des patients sélectionnés

* Prévention des troubles de la conduction



Prévention des troubles de conduction

Distance from Annular Plane (mm)
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Average implant depth (>5 mm)

4.67 [1.77, 12.31]

0.002

6.9 [2.4, 19.6]

0.0003

Presence of RBBB

3.42 [1.36, 8.57]

0.009

6:112.3,15.9]

0.0003
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The Cusp Overlap Technique

* PRECISION

* Provide a reliable anatomical view for
assessing implant depth

PPI Rate

* CONTROL

* Depth of implant is a predictor of new
. pacemaker implantation

8,0%

* CONSISTENCY
* Systematic approach
* Reproducible procedure

CoreValve Sapien

Pisaniello A. et al, Presented at ACC 2020.

Start above the annulus in cusp overlap view
Controlled depth 1-3 mm below NCC

Final release in 3 cusp view



OPTIMIZE PRO CLINICAL TRIAL INTERIM ANALYSIS CP

Study Design Synopsis CLINIQUE
Pasteur

Non-randomized, prospective, post-market study

Severe, Symptomatic AS Subjects
Pre-specified Interim Analysis 1:

Conducted after 100 subjects are enrolled in

(Up to 46 sites in US and Canada and up to 15 sites in Europe)

the attempted implant set and followed | —— e “Optimized” pre-procedure care pathway
through 30 days post procedure

600 Attempted Procedures
(Evolut Pro 23, 26, and 29 mm | Evolut PRO+ 23, 26, 29, and 34)

“Optimized” procedure

1 A
No AV Conduction Disturbance AV Conduction Disturbance
“Optimized” post- “Optimized” conduction
procedure care pathway Procedural Efficiency & Collect Validate post procedural disturbance management
Economic Value Data conduction disturbance

athwa
management P y

Primary Endpoint: Rate of all-cause mortality or all-stroke at 30 days
Key Secondary Endpoints: Days from index procedure to discharge, none/ trace AR at discharge, rate of

pacemaker implant for new onset or worsening conduction disturbance at 30 days

1 Year Follow-up

Principal Investigators: Dr. Kendra Grubb and Dr. Steven Yakubov
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Takeaways i ke

Pasteu

8.8%
Pacemaker
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 Amélioration continue des résultats cliniqgues
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Quid du nombre de centres?



Number of Centers Performing TAVR Procedures

Japanese and US Number of Centers Performing TAVR
Procedures and TAVR Volume
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Pourquoi une sanctuarisation: Pasteur

*|mpact négatif de 'augmentation du nombre de
centres?

 Effet bénéfiques d’un cadre reglementaire



IIIIIIII

En conclusion Pasteur

...Une necessité de sanctuarisation du TAVI?

OUI!
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