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Une seule indication reconnue 

n RAC dégénératif   
n Sévère, symptomatique 
n A haut risque/contre-indication chirurgicale 

EACTS/ESC/EAPCI Eur Heart J, 2008; 29: 1463-1470 

  Autres indications « off-label » 
Réponse immédiate à des situations cliniques sans alternative 

Evolution future des indications 
 



Indications particulières I 

n RAC dégénératif Dysfonction de 
bioprothèse chirurgicale  

n Sévère, symptomatique 
n A haut risque/contre-indication chirurgicale 



- 10 pts, 75±10 yrs, NYHA III/IV 
- 7 stented, 2 stentless bioprostheses, 
1 homograft 
- 7 predominant AR, 3 predominant 
AS 
- 8 26mm, 2 29mm CoreValve 
- Procedural success: 100% 
- 1 hospital death, 1 minor stroke, 1 
pace-maker 
- Mean gradient: 13±7mmHg 
- AR≤1+: 9, AR=2: 1 
- No post-discharge event 
- 6-month FU: NYHA I/II in 8/9 
survivors Circ Cardiovasc Intv 2011; 4: 488-94.  



Global Valve in Valve Registry	


Dvir  EuroPCR 2012 



Dvir  EuroPCR 2012 

V in V Immediate results 



Dvir  EuroPCR 2012 

V in V Coronary obstruction 



Dvir  EuroPCR 2012 

 V in V Post implantation gradients 



Dvir  EuroPCR 2012 

V in V 1-year survival 



Dvir  EuroPCR 2012 

V in V Predictors of mortality 



Indications particulières II 

n RAC dégénératif sur bicuspidie   
n Sévère, symptomatique 
n A haut risque/contre-indication chirurgicale 



 
•  Excluded from major registries and trials 
•  Still considered contraindication for TAVI 

• EACTS/ESC/EAPCI Eur Heart J, 2008; 29: 1463-1470 
• 2012  ACCF/AATS/SCAI/STS Expert  Consensus 
Document on TAVR, J Am Coll Cardiol. 2012 Jan 30.  

• Potential risks: 
•  prosthesis misdeployment 
•  leaflets distorsion 
•  intra / periprosthetic regurgitation 
•  limited durability 

Bicuspid aortic valve and TAVI 



TAVI experience in BAV 



•  Supra annular position / function of 

the leaflets 

•  Safe anchorage of the prosthesis 

•  Large aortic annulus 

•  Minimal traumatism of the annulus 

Rationale for CoreValve implantation 
in BAV 



 
TAVI in BAV, Bichat Experience 

•  338 consecutive TAVI from Jan. 2009 to Mar. 2012 
• 17 documented BAV (5%) 
• 13 males, 80±10 ans 
•  EuroSCORE: 17±11%; STS: 8±5% 
•  Mean gradient  60±19mmHg; AVA: 0.8±0.3cm² 
•  Calcium score: 4553±1872 AU (CT) 
•  Annulus diameter: 25±2mm (Echo); 26±2mm (CT) 
 
 

Himbert et al Am J Cardiol 2012 (in press) 



TAVI in BAV, Bichat Experience 

•  Transfemoral n=16; subclavian: n=1 
•  29mm: n=14; 26mm: n=2; 31mm: n=1 
•  Success: n=16 

•  1 peri AR 3+, surgery, in-hospital death 
•  Mean gradient 11±4mmHg 
•  Peri  AR ≤1+ (n=15), 2+ (n=1) 
•  Implantation depth: 7±5mm (CT) 
•  Median hospital stay: 9 days (interquartile, 2 
days) 

Himbert et al Am J Cardiol 2012 (in press) 
 



TAVI in BAV, Bichat Experience 

•  FU: 15/16 pts 
•  Mean duration: 8±7 months 
•  1 death / aortic dissection at M8 
•  No other clinical event 
•  NYHA class ≤ II (n=12), III (n=2, 
comorbidities) 
•  No prosthetic structural deterioration /
dysfonction  

Himbert et al Am J Cardiol 2012 (in press) 



CT Scan, post implantation 

Annular level 

Supra annular level 

12mm 

Himbert et al Am J Cardiol 2012 (in press) 
 



Indications particulières III 

n RAC dégénératif IA pure 
n Sévère, symptomatique 
n A haut risque/contre-indication chirurgicale 



TAVI for pure AR General considerations 

n  Younger / lower risk profile than AS 

n  Aortic root disease (not only valve disease) 

n  Heterogeneity of causes / mechanisms  



TAVI for pure AR Technical issues  

n  Aortic annulus visualization? 
l  Double pigtail technique  

n  Valve positioning? 
l  Rapid / ’slow/rapid’ pacing 
  180/200         120/140 bpm 

n  Valve fixation? 



AR multicentre registry 
(n=31) 

Age, yrs 75±10 

Logistic EuroSCORE 28±19% 

Degenerative cause* 64% 

Procedural success 97% 

2 valves required 19% 

Paravalvular AR  
    2+ 
    >2+ 

 
16% 
6.5% 

30-day mortality 6.5% 

30-day stroke 6.5% 

1-year mortality 12.5% 

*Others 
Endocarditis 
Ao aneurysm 
Radiation 
Ao dissection 
Inflam. diseases 

Roy, Euro PCR 2012 



Indications particulières IV 

n RAC dégénératif  
n Sévère, symptomatique 
n A haut risque/contre-indication chirurgicale   

risque intermédiaire 
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Towards lower risk 



Reasons for extending TAVI to lower risk 

1) Results of TAVI are better in moderate that in 
high-risk patients 

2) TAVI is not inferior to SAVR in moderate risk 
patients 

3) Haemodynamic performances of transcatheter 
heart valves are better than those of surgical 
valves 

4) LV recovery is better after TAVI than SAVR 
5) TAVI is less expensive than SAVR 



Reasons for not extending TAVI to lower risk 

1) Procedural complications:  
1) vascular,  
2) strokes, 
3) pace-maker 

2) Mid/long-term impact of mild/moderate 
paravalvular aortic regurgitation 

3) Durability? 



Need for controlled trials! 



SURTAVI Trial 
 

STS ≥4 < 8  

Heart Team 
 

 
Registries:  

SAVR, TAVI, OMT 
 

Randomization 
n=1200 

TAVI 
n=600 

SAVR 
n=600 

2-year mortality 

Mortality all causes + major strokes at 2 years, non inferiority 
5 years FU 

All patients ≥ 70 years  
old with severe AS 



Conclusion 

§  TAVi is feasible with a high success rate and good clinical 
outcomes in various specific, off-label indications 
§  To be proposed on a case by case basis, by a dedicated 
Heart Team, if no alternative available (compassionate 
indication) 
§  The choice of the valve may be oriented by the indication 
itself 

§  CoreValve may offer theoretical advantages for valve-in-
valve and bicuspid cases,  
§  and the only current solution for pure native AR 

§  Careful prospective evaluation of compassionate indications 
is mandatory (local and multicentre registries) 
§  Other indications should not be accepted out of prospective 
controlled multicentre trials 

 




