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FRANCE 2FRANCE 2
MethodsMethods

• Consecutive and mandatory registry – no exclusion
• All events (VARC)
• Monitoring & central data managementMonitoring & central data management
• Clinical follow‐up up to 5y & Echo up to 3y

1 an6 mois 3 ans2 ans30 j 4 ans 5 ans1 an6 mois 3 ans2 ans30 j 4 ans 5 ans

Gilard M et al. NEJM in press



FRANCE 2FRANCE 2
MAJOR COMPLICATIONS @ 30 dMAJOR COMPLICATIONS @ 30 d

Global Edwards CoreValveGlobal
N = 3195

Edwards
N= 2107

CoreValve
N=1043

Vascular 9.7% 10.7% 9.2%

New PM 15 6 11 5% 24 2%New PM 15.6 11.5% 24.2%

Bleeding 11.4% 13.1% 8.8%

Stroke  4.1% 3.8% 4.3%



Learning CurveLearning Curve



Learning curve effect on 30-d mortality
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Mi ti f C V lMigration of a CoreValve



Mi ti f Ed d l i t LVMigration of Edwards valve into LV



Mi ti f Ed d l i t LVMigration of an Edwards valve into LV

Don’t try to too hard to move a migrated valve!



C i i i i t tCrimping is important



Valve selectionValve selection



Early percutaneous experience:Early percutaneous experience: 
HR 3.6 for major vascular complications







Anticipate worst scenario



MSCT f i i dMSCT for sizing and more…



If you put a too large valve…If you put a too large valve…

Annulus rupture leading to tamponade, shock



O t ll !Or a too small !



MSCT TEE idMSCT versus TEE guidance
CT-guided TEE-guided P g g

Patient number 175 175

Mean pressure gradient, 
mmHg 10.1 ± 4.0 11.3 ± 4.8 0.02

LVEF % 55 0 ± 11 8 53 8 ± 13 1 0 43LVEF, % 55.0 ± 11.8 53.8 ± 13.1 0.43

Aortic regurgitation ≥2 27 (15.4%) 42 (24.0%) 0.04

Cardiac tamponade 5 (2.9%) 4 (2.3%) 0.74

Annulus rupture 1 (0 6%) 3 (1 7%) 0 31Annulus rupture 1 (0.6%) 3 (1.7%) 0.31

Valve migration 1 (0.6%) 4 (2.3%) 0.19



Di CT i th di t f AR > 1
Univariate Multivariate

Diam-CT is the predictor of AR > 1

Variables Odds ratio 95%CI Odds ratio 95%CI

Valve/mDiam-CT ratio 0.31 0.14-0.70 0.36* 0.17-0.77

Valve/lDiam-CT ratio 0.45 0.25-0.83 0.56 0.23-1.38

Valve/sDiam-CT ratio 0.45 0.15-1.07 0.67 0.23-2.00

Valve/Diam-TEE ratio 0.82 0.62-1.08

Annulus calcification score 1.46 0.92-2.31

Valve calcification score 1.03 0.97-1.08

E l i 0 34 0 09 1 16Early experience 0.34 0.09-1.16



B lk l ifi ti th ti lBulky calcification on the aortic valve



B f l f th l ft i !Be careful of the left main!



AR > 2AR > 2





ICPS experience: Role of AR 2ICPS experience: Role of AR 2

EF > 40% EF < 40%



G d i fGood screening of access



C l ifi d lCalcified vascular access



Aft d l t f th lAfter deployment of the valve…

Iliac rupture leading to hemorrhagic shock



Limitations of vascular events
• Outer sheath diameter / common femoral artery 

ratio 



Downsizing

• Expandable sheath



Tortuous thoracic aortaTortuous thoracic aorta



Rupture of the thoracic aortaRupture of the thoracic aorta

Don’t push the limit!Don’t push the limit!
You have better alternatives



Transaortic



G d l k i i t t !Good luck is important !



Be careful of the pacemaker !



Complication: prevention & managementComplication: prevention & management

Patient selection

Individual
Learning Curve

Team Interaction New Techniques

New Devices


