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PRESENTE Y FUTURO DEL 
TAVI 

José María Hernández 

Hospital Universitario Virgen de la Victoria 

Málaga. ESPAÑA 
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NOVEDADES EN 2015. 
ESTADO ACTUAL 



N = 179 

N = 358 Inoperable 

Standard 

Therapy 

ASSESSMENT: 

Transfemoral Access 

Not In Study 

TF TAVR 

Primary Endpoint: All-Cause Mortality  

Over Length of Trial (Superiority) 

Co-Primary Endpoint: Composite of All-Cause Mortality 

and Repeat Hospitalization (Superiority) 

1:1 Randomization 

 VS 

Yes No 

N = 179 

TF TAVR SAVR 

Primary Endpoint: All-Cause Mortality at 1 yr 

(Non-inferiority) 

TA TAVR SAVR  VS  VS 

N = 248 N = 104 N = 103 N = 244 

Symptomatic Severe Aortic Stenosis 

ASSESSMENT: High-Risk AVR Candidate 

3,105 Total Patients Screened 

Total = 1,057 patients 

2 Parallel Trials:  

Individually Powered 

N = 699 High Risk 

ASSESSMENT: 

Transfemoral Access 

Transapical (TA) Transfemoral (TF) 

1:1 Randomization 1:1 Randomization 

Yes No 

PARTNER 1. 5 años de seguimiento 



All-Cause Mortality (ITT) 
All Patients 

No. at Risk 

HR [95% CI] = 

1.04 [0.86, 1.24] 

p (log rank) = 0.76 

TAVR 348 262 228 191 154 61 

SAVR 351 236 210 174 131 64 

62.4% 

67.8% 

Error Bars Represent 95% Confidence Limits 



All Stroke (ITT) 
All Patients 

No. at Risk 

HR [95% CI] = 

1.14 [0.68, 1.93] 

p (log rank) = 0.61 

TAVR 348 251 217 181 144 57 

SAVR 351 230 205 169 128 64 

11.3% 

10.4% 
Error Bars Represent 95% Confidence Limits 



M-S 24 16 13 12 7 2 

Mild 137 98 84 65 52 11 

N-T 158 135 120 105 88 34 

Mortality and Post Procedural PVL 
TAVR Patients  

No. at Risk 

p (log rank) = 0.0032 75.7% 

58.6% 

73.0% 



No. at Risk 

HR [95% CI] = 

0.64 [0.43, 0.95] 

p (log rank) = 0.03 

TAVR 70 65 55 51 43 19 

SAVR 181 137 126 105 78 36 

60.9% 

45.2% 

Error Bars Represent 

95% Confidence Limits 

Mortality and None-Trace Total AR 
Transfemoral Patients  



Echocardiographic Results 



 No. at Risk 

Transcathet

er 

39

1 

378 354 334 219 

Surgical 35

9 

343 304 282 191 

18.9

% 

14.1% 

Δ = 4.8 

All-Cause Mortality  

Months Post-Procedure 

Δ = 6.5 

22.2

% 

28.6

% 

Log-rank P=0.04 

COREVALVE US Pivotal Trial. 2 years follow 

up 



All Stroke 

Stroke 

Major Stroke 
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Lowest Delivery Profile, 14Fr-Equivalent  
System with InLine Sheath across All Valve Sizes 
Improves Access and Reduces Risk of Major Vascular Complications*  

• Sheath to Femoral Artery Ratio (SFAR) great than 1.05 predicted higher rates of VARC major vascular complications. Hayashida K, et al. 
Transfemoral aortic valve implantation. JACC Intv 2011;4(8):851-8. 

NOW Indicated for Minimum Transarterial Access Vessel Diameters ≥ 5.0 mm!  

Early Procedural Results 

From the CoreValve Evolut R CE Study 
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Positioning Accuracy:  

Ability to Recapture and Reposition 

* Up to 80% deployment 

Tactile Indicator 
~ 2/3 Deployment 

Just Prior to Point of No Recapture 
~ 80% Deployment* 
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Event, % N=60 

Absence of procedural mortality 100.0 (60/60)  

Correct positioning of 1 valve in proper location 98.3 (59/60) 

Mean gradient < 20 mm Hg or peak velocity < 3m/sec 98.3 (59/60)  

Clinical Performance 

* Effective orifice area could not be determined in 5 patients to calculate patient prosthesis mismatch.  
† 

First time reporting of device success according to VARC-2 criteria 
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Procedural Event Rates (%)* N=60 

    Annular rupture† 0.0 

   Coronary artery obstruction requiring intervention† 0.0 

   Valve dysfunction requiring reintervention 0.0 

   Device embolization 0.0 

30 Day Event Rates (%)* 

   All-cause mortality 0.0 

   All stroke 0.0 

   Moderate or severe PVL 3.4 

    Permanent pacemaker implantation 11.7 

* Percentages obtained from Kaplan Meier estimates 
†
 Medtronic data on file. 

Outcomes 
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*Mean AV gradient was available in 60 patients; EOA in 55 
†AV gradient available in 57 patients, EOA in 54 

Valve Performance 
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En resumen…. 

• PARTNER  5 años: la primera generación de la Sapien tiene 

resultados similares a la cirugía en pacientes de alto riesgo quirúrgico. 

La función valvular se mantiene a los cinco años sin deterioro  

• CoreValve High-Risk 2 años:  

– TAVI se maniene superior a cirugía (mortalidad a 2 años)  

– Menor tasa de ACV con TAVI, si bien los ACV graves son similares 

en ambos grupos 

– La hemodinámica valvular es superior en la válvula percutánea que 

en la quirúrgica a los 2 años, sin datos de disfunción 

• Evolut R: Los resultados clínicos a 30 días demuestran ausencia de 

mortalidad y ACV un porcentaje bajo de insuficiencia aórtica 

paravalvular moderada o severa y marcapasos 

 



Trademarks may be registered and are the property of their respective owners.  © 2015 Medtronic, Inc. All rights reserved UC201506714ML  4/15 

 



Trademarks may be registered and are the property of their respective owners.  © 2015 Medtronic, Inc. All rights reserved UC201506714ML  4/15 

Evolution of the Edwards Balloon-Expandable 
Transcatheter Valves 

* Sheath compatibility for a 23 mm valve 

2002 

Cribier-

Edwards 

2006 

SAPIEN 

2009 

SAPIEN XT 

2013 

SAPIEN 3 
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Study Flow: S3HR & S3i 
30 Day Patient Status 

0 Withdrawal 

3 LTFU 

13 Deaths 

0 Withdrawal 

5 LTFU 

12 Deaths 

S3HR S3i 

n = 583 

n = 570 

SAPIEN 3 

567 / 570 or 99.5% follow-up 
visits performed at 30 Days  

n = 1076 

n = 1064 

SAPIEN 3 

1059 / 1064 or 99.5% follow-up 
visits performed at 30 Days  
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Baseline Patient Characteristics 
S3HR Patients 

Average STS = 

8.6% 
(Median 8.4%) 

N = 583 
Average Age = 

82.6yrs 
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Baseline Patient Characteristics 
S3i Patients 

Average STS = 

5.3% 
(Median 5.2%) 

N = 1076 
Average Age = 

81.9yrs 
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Mortality and Stroke: S3HR 
At 30 Days (As Treated Patients) 
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Mortality and Stroke: S3i 
At 30 Days (As Treated Patients) 

1,1 0,9 
0

20

40

60

80

100

S3i

All-Cause Cardiovascular

O:E = 0.21 

(STS 5.3%) 

2,6 1.0 
0

20

40

60

80

100

S3i

All Stroke Disabling

Mortality Stroke 

% % 



Trademarks may be registered and are the property of their respective owners.  © 2015 Medtronic, Inc. All rights reserved UC201506714ML  4/15 

Transfemoral Transapical / Transaortic 

% 

Mortality: S3HR & S3i 
At 30 Days (As Treated Patients) 

491 947 92 125 
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All-Cause Mortality at 30 Days 
Edwards SAPIEN Valves (As Treated Patients)  

175 344 240 271 282 583 491 1072 947 

SAPIEN SXT SAPIEN 3 

PARTNER I and II Trials 

Overall and TF Patients 
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Conclusiones PARTNER 2  

• En pacientes de alto riesgo o inoperables la válvula 
SAPIEN 3  (S3HR), muestra  baja mortalidad y ACV a 
30 días 

• Mortalidad: 2.2% (TF 1.6%, TA/TAo 5.4%) 
• ACV grave: 0.9% 

• En pacientes de riesgo intermedio SAPIEN 3 se 
asoció a menores tasas de mortalidad y ACV a 30 
días(S3i):  

• Mortalidad: 1.1% (TF 1.1%, TA/TAo 1.6%) 
• ACV grave: 1.0% 
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Implications 

• The rapid evolution of balloon-expandable TAVR, 
both procedural developments and technical 
enhancements, represented in the SAPIEN 3 
clinical and echo results, indicates at least parity 
with the best surgical outcomes in comparable 
patients. 

• SAPIEN 3 TAVR should now be considered as an 
alternative to surgery, even in lower risk patients 
with aortic stenosis.   
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 TAVI 
¿Es una válvula superior a otra? 
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 TAVI 
¿Qué aportan las nuevas válvulas? 
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TAVI. Nuevos dispositivos 
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LOTUS DIRECT 

FLOW 

PORTICO SAPIEN 3 SAPIEN 3 

(APICAL) 

Pacientes 120 75 83 96 54 

Edad 84,4 83,1 83,8 83,6 

Euroscore STS 7,1 23,5 16,3 19,8 24,9 

Mortalidad 

(30 días) 

% 

4,2 1,3 3,6 2,1 11,1 

ACV (%) 5,8 (1,8) 4 3,6 (2,6) 1 5,6 

MP (%) 29,4 17 10,8 12,5 14,8 

IAO ≥ 2 

(%) 

2 2 5 2,6 5,1 

IAM 1,3 1,2 2,1 

2ª Válvula 0 0 1 

Balón post 0 0 3,3 

TAVI: NUEVOS DISPOSITIVOS (PCR 2014/ACC 2015) 
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 TAVI 
Vía de abordaje 
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Vía de abordaje 

Eur Heart J. 2014;35:2639–2654 
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Mortalidad en función del tipo de acceso 

Registro Francés 2 

N Engl J Med 2012;366:1705-15 
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Mortalidad 6 meses 19% TA, 12% TF , p< 0,001 
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   RESULTADOS 
 

 Hospital Universitario Virgen de la Victoria 
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April 2008-Septiembre 2015 

        N= 490 patients 

Corevalve first generation 

125 p (25,5%) 

 Accutrak  

310 p (63.25%) 

Evolut R 

65 p (12,25%) 

DEMOGRAPHICS 
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Mortalidad TAVI 30 días  

Hospital Universitario Virgen de la Victoria 

2008 2009 2010 2011 2012 2013 2014 2015 ALL 

N 25 48 71 86 75 67 69 50 490 

Edad 76.2±9 80.7±5 80.1±5 78.6±6 79.6±6 78.8±
5 

78.9±
9 

79.2±6 79,2±
6 

EuroScore 16.2±1

0 

24.9±1

8 

19.7±1

1 

18.2±1

0 

17.9±1

2 

12.5±
7 

14.5±
8 

14,8±7 17.6±
1 

 

Mortalidad    

30 días 

4% 2.1% 5.6% 7% 4% 1.5% 1.4% 2% 3.4% 

 

FIRST GENERATION 
ACCUTRAK 

EVOLUT R 
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Insuficiencia aórtica tras TAVI  
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4.4.  IAO tras TAVI con la prótesis CoreValve 

2ª Válvula 22 (5,5%) 

Post-dilatación con balón 111 (27,8%) 

IAO final en la aortografía (Sellers) 

- 0 

- 1 

- 2 

- 3 

- 4 

 

157 (39,6%) 

138 (34,8%) 

95 (24,0%) 

5 (1,3%) 

1 (0,3%) 

IAO en la ecocardiografía prealta 

 - Ausente 

- Leve 

- Moderada 

- Severa  

 

186 (48,3%) 

135 (35,1%) 

62 (16,1%) 

2 (0,5%) 
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4.4.  IAO tras TAVI con la prótesis CoreValve 

Pacientes 1-100 101-200 201-300 301-399  

Valvuloplastia posTAVI 21% 29% 32% 29,3% p=0,164 

IAO final en aortografía  

- 0 

- 1 

- 2 

- 3 

- 4 

 

28,6% 

40,8% 

30,6% 

0% 

0% 

 

32% 

39% 

28% 

1% 

0% 

 

50,5% 

28,3% 

19,2% 

1% 

1% 

 

47,5% 

31,3% 

18,2% 

3% 

0% 

 

 

 

p=0,008 

IAO en ecocardiografía 

- Nada 

- Leve 

- Moderada 

- Severa  

 

32,7% 

43,9% 

23,5% 

0% 

 

41,7% 

42,7% 

15,6% 

0% 

 

58,3% 

29,2% 

11,5% 

1% 

 

61,1% 

24,2% 

13,7% 

1,1% 

 

 

 

p=0,001 
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     Seguimiento 
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Resultados en el Tratamiento de la Estenosis Aórtica 

 441    333     254    177     105      45      11     1 

Nº pacientes en riesgo 

1 año: 86,32% 

3 año: 79,8% 

5 año: 74,3% 

Abril 2008-Diciembre 2014, 441 pacientes TAVI  
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Resultados  TAVI 

Mortalidad tardía  

Hospital Universitario Virgen de la Victoria.  

Muñoz García AJ. Am Heart J 2012. 

Causas de mortalidad  Predictores de mortalidad tardía  
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  RESULTADOS 
 

EVOLUT  R 
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Depht in the left ventricular outflow  (LVOT) mm  

Corevalve first generation 9.5 ± 3.2 mm 

Accutrak    6.36 ± 5 mm 

Evolut R    3.6 ± 1.7 mm  
P<0,001 

P<0,001 
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Corevalve  

First (125) 

Accutrak 

(310) 

Evolut R 

(65) 

p 

AV BLOCK 

(procedure) 

24.1% 18.2% 10.3% 0.069 

VALVE IN VALVE 5 (4%) 19 (6.1%) 0% 0.938 

AORTIC 

REGURGITATION  

0  

1  

2 

3  

4  

 

 

42 (34.1%) 

50 (40.7%) 

31 (25.2%) 

0 

0 

 

 

163 (54.7%) 

95 (31.9%) 

36 (12.1%) 

2 (0.7%) 

2 (0.7%) 

 

 

39 (60,2%) 

24 (36.7%) 

2 (3.1%) 

0 

0 

 

 

0.023 

PACEMAKER 39 (33.3%) 67 (23.7%) 3 (10%) 0.005 
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     Impacto del TAVI en la Cirugía 

Cardiaca 
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MORTALIDAD DE LA CIRUGIA 
CARDIACA : ESTENOSIS AÓRTICA 

<2008 2009 2010 2011 2012 2013 2014

EuroSCORE 9,89 7,45 5,57 6,09 5,4 5,24 5,45

Mortalidad 12,2 3,4 4 7,84 0 0 1,4

9,89 

7,45 

5,57 
6,09 

5,4 5,24 5,45 

12,2 

3,4 
4 

7,84 

0 0 

1,4 

0

3

6

9

12

15

EuroSCORE Mortalidad
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EuroSCORE Mortalidad

% 

Impacto del TAVI en la Cirugía Cardiaca 

CIRUGÍA CARDIACA + TAVI 
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TAVI. Cuestiones pendienes. Futuro  

TAVI en pacientes de riesgo intermedio o bajo 

 

Disminución del French y las complicaciones vasculares 

 

Reducción del “stroke”  

 

Disminución de los “leaks” paravalvulares 

 

Integración de nuevas tecnologías 

 

TAVI en otras indicaciones: válvula bicúspide, 

Regurgitación aórtica, “valve in valve” 

 

TAVI “ad hoc” en el mismo procedimiento diagnóstico 
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NO ONE Likes Surgery 

(of any kind)!
TAVI EN PACIENTES CON RIESGO INTERMEDIO O BAJO 
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Lars Søndergaard 

The Heart Center, Rigshospitalet, Copenhagen, Denmark 

- on behalf of the NOTION Investigators 

 

The NOTION Trial 

Lars Søndergaard 

The Heart Center, Rigshospitalet, Copenhagen, Denmark 

- on behalf of the NOTION Investigators 

 

The NOTION Trial 

Participating Centers 

Rigshospitalet 

Copenhagen 

Denmark 

Sahlgrenska 

University 

Hospital, 

Gothenburg, 

Sweden 

Odense University Hospital 

Denmark 

18Fr delivery system 

Subclavian 

Transfemoral 

Self-expanding  

Bioprosthesis 

(annulus diameter  

18-29 mm ) 

Device and Access Routes 

Characteristic, % or mean ± SD 
TAVI 

n=145 

SAVR 

n=135 

p-

value 

Age (yrs) 79.2 ± 4.9 79.0 ± 4.7 0.71 

Male 53.8 52.6 0.84 

STS Score 2.9 ± 1.6 3.1 ± 1.7 0.30 

STS Score < 4% 83.4 80.0 0.46 

Logistic EuroSCORE I 8.4 ± 4.0 8.9 ± 5.5 0.38 

NYHA class III or IV 48.6 45.5 0.61 

Baseline Characteristics 
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Death from Any Cause, Stroke, or MI 

Death from Any Cause, Stroke, or MI 

Lars Søndergaard 

The Heart Center, Rigshospitalet, Copenhagen, Denmark 

- on behalf of the NOTION Investigators 

 

The NOTION Trial 
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Death from Any Cause at 2 Years 

Death from Any Cause at 2 Years 
Lars Søndergaard 

The Heart Center, Rigshospitalet, Copenhagen, Denmark 

- on behalf of the NOTION Investigators 

 

The NOTION Trial 
Secondary Outcomes at 2 Years 
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Aortic Valve Performance 

Lars Søndergaard 

The Heart Center, Rigshospitalet, Copenhagen, Denmark 

- on behalf of the NOTION Investigators 

 

The NOTION Trial 
Aortic Valve Regurgitation 

NYHA Class in Survivors 
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TAVR Categories
(risk is a continuum)

Operable AS patients     

TAVR in 2015

TAVR

preferred

Extreme

Risk*

Low 

Risk

Surgery (AVR)

Not Yet!

~65%

Intermed

Risk

¿

“equipoise”

~25%

High

Risk

TAVR

or

AVR

acceptable

~10%

F
u

ti
le

No

Too

Sick

 Aún no                     Equilibrado     Preferible    No 

TAVI Y CIRUGIA EN 2015 
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Large Vessel Closure Landscape

Category                             Company                             Technology

Emerging Suture 

Based Technologies

Interventional 

Therapies

MediGlobe

SpiRx

Emerging 

Patch or Plug 

Technologies

Vivasure

ePacing

Sealing Solutions

Vascular Closure 

Systems

Apica Cardiovascular

Strategic 

Players

Medtronic, Inc. Abbott Vascular St. Jude Medical Cook/Cardica
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Backgr ound The majority of transcatheter aortic valve implantation (TAVI) procedures are currently performed by percutaneous

transfemoral approach. The potential contribution of the type of vascular closure device to the incidence of vascular

complications is not clear.

A im To compare the efficacy of a Prostar XL- vs. Perclose ProGlide-based vascular closure strategy.

Met hods The ClOsure device iN TRansfemoral aOrtic vaLve implantation (CONTROL) multi-center study included 3138 con-

secutive percutaneous transfemoral TAVI patients, categorized according to vascular closure strategy: Prostar XL-

(Prostar group) vs. Perclose ProGlide-based vascular closure strategy (ProGlide group). Propensity-score matching

was used to assemble acohort of patients with similar baseline characteristics.

Result s Propensity matching identified 944 well-matched patients (472 patient pairs). Composite primary end point of major

vascular complications or in-hospital mortality occurred more frequently in Prostar group when compared with Pro-

Glide group (9.5 vs. 5.1%, P¼ 0.016), and was driven by higher rates of major vascular complication (7.4 vs. 1.9%,

P, 0.001) in the Prostar group. However, in-hospital mortality was similar between groups (4.9 vs. 3.5%, P¼ 0.2).

Femoral artery stenosis occurred less frequently in the Prostar group (3.4 vs. 0.5%, P¼ 0.004), but overall, Prostar

use was associated with higher rates of major bleeding (16.7 vs. 3.2%, P, 0.001), acute kidney injury (17.6 vs. 4.4%,

P, 0.001) and with longer hospital stay (median 6 vs. 5 days, P¼ 0.007).

Conclusions Prostar XL-based vascular closure in transfemoral TAVI procedures isassociated with higher major vascular complica-

tion rates when compared with ProGlide; however, in-hospital mortality is similar with both devices.
- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
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Background The majority of transcatheter aortic valve implantation (TAVI) proceduresare currently performed by percutaneous

transfemoral approach. The potential contribution of the type of vascular closure device to the incidence of vascular

complications isnot clear.

Aim To compare the efficacy of aProstar XL- vs. Perclose ProGlide-based vascular closure strategy.

Met hods TheClOsure device iN TRansfemoral aOrtic vaLve implantation (CONTROL) multi-center study included 3138 con-

secutive percutaneous transfemoral TAVI patients, categorized according to vascular closure strategy: Prostar XL-

(Prostar group) vs. Perclose ProGlide-based vascular closure strategy (ProGlide group). Propensity-score matching

wasused to assemble acohort of patients with similar baseline characteristics.

Result s Propensity matching identified 944 well-matched patients (472 patient pairs). Composite primary end point of major

vascular complicationsor in-hospital mortality occurred more frequently in Prostar group when compared with Pro-

Glide group (9.5 vs. 5.1%, P¼0.016), and was driven by higher rates of major vascular complication (7.4 vs. 1.9%,

P, 0.001) in the Prostar group. However, in-hospital mortality was similar between groups (4.9 vs. 3.5%, P¼0.2).

Femoral artery stenosis occurred less frequently in the Prostar group (3.4 vs. 0.5%, P¼0.004), but overall, Prostar

use wasassociated with higher rates of major bleeding (16.7 vs. 3.2%, P, 0.001), acute kidney injury (17.6 vs. 4.4%,

P, 0.001) and with longer hospital stay (median 6 vs. 5 days, P¼0.007).

Conclusions Prostar XL-based vascular closure in transfemoral TAVI proceduresisassociated with higher major vascular complica-

tion rateswhen compared with ProGlide; however, in-hospital mortality issimilar with both devices.
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Background The majority of transcatheter aortic valve implantation (TAVI) proceduresare currently performed by percutaneous

transfemoral approach. The potential contribution of the type of vascular closure device to the incidence of vascular

complications isnot clear.

Aim To compare the efficacy of aProstar XL- vs. Perclose ProGlide-based vascular closure strategy.

Met hods TheClOsure device iN TRansfemoral aOrtic vaLve implantation (CONTROL) multi-center study included 3138 con-

secutive percutaneous transfemoral TAVI patients, categorized according to vascular closure strategy: Prostar XL-

(Prostar group) vs. Perclose ProGlide-based vascular closure strategy (ProGlide group). Propensity-score matching

wasused to assemble acohort of patients with similar baseline characteristics.

Result s Propensity matching identified 944 well-matched patients (472 patient pairs). Composite primary end point of major

vascular complicationsor in-hospital mortality occurred more frequently in Prostar group when compared with Pro-

Glide group (9.5 vs. 5.1%, P¼0.016), and was driven by higher rates of major vascular complication (7.4 vs. 1.9%,

P, 0.001) in the Prostar group. However, in-hospital mortality wassimilar between groups (4.9 vs. 3.5%, P¼0.2).

Femoral artery stenosisoccurred less frequently in the Prostar group (3.4 vs. 0.5%, P¼0.004), but overall, Prostar

use wasassociated with higher rates of major bleeding (16.7 vs. 3.2%, P, 0.001), acute kidney injury (17.6 vs. 4.4%,

P, 0.001) and with longer hospital stay (median 6 vs. 5 days, P¼0.007).

Conclusions Prostar XL-based vascular closure in transfemoral TAVI proceduresisassociated with higher major vascular complica-

tion rateswhen compared with ProGlide; however, in-hospital mortality issimilar with both devices.
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DISPOSITIVOS DE CIERRE VASCULAR 
ClOsuredevices iN TRansfemoral aOrticvaLve

replacement: 
The CONTROL multi-center study

IM Barbash, M Barbanti, J Webb, J Molina-Martin De Nicolas, Y Abramowitz, 

A Latib, C Nguyen, F Deuschl, A Segev, K Sideris, M Santos, F Della Rosa, 

C Tamburino, H Jilaihawi, T Miyazaki, D Himbert, N Schofer, V Guetta, S Bleiziffer, D 

Tchetche, S Immè, RR Makkar, A Vahanian, H Treede, R Lange, A Colombo, 

D Dvir



Trademarks may be registered and are the property of their respective owners.  © 2015 Medtronic, Inc. All rights reserved UC201506714ML  4/15 



Trademarks may be registered and are the property of their respective owners.  © 2015 Medtronic, Inc. All rights reserved UC201506714ML  4/15 

Keystone

Cerebral Embolic Protection Devices

Deflectors and Filters

Embrella Claret

ACCIDENTE CEREBROVASCULAR “STROKE” 
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Stroke post-TAVI (30 days) 
Canadian Experience and PARTNER cohort B (22 patients) 
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No. at Risk 

HR [95% CI] = 

0.64 [0.43, 0.95] 

p (log rank) = 0.03 

TAVR 70 65 55 51 43 19 

SAVR 181 137 126 105 78 36 

60.9% 

45.2% 

Error Bars Represent 

95% Confidence Limits 

Mortality and None-Trace Total AR 
Transfemoral Patients  
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LOTUS DIRECT 

FLOW 

PORTICO SAPIEN 3 EVOLUT -

R 

Pacientes 120 75 83 96 100 

Edad 84,4 83,1 83,8 83,6 81 

Euroscore STS 7,1 23,5 16,3 19,8 16,7 

Mortalidad 

(30 días) 

% 

4,2 1,3 3,6 2,1 0 

ACV (%) 5,8 (1,8) 4 3,6 (2,6) 1 0 

MP (%) 29,4 17 10,8 12,5 11,7 

IAO ≥ 2 

(%) 

2 2 5 2,6 3,7 

IAM 1,3 1,2 2,1 0 

2ª Válvula 0 0 1 

Balón post 0 0 3,3 

TAVI: NUEVOS DISPOSITIVOS (PCR 2015/ACC 2015) 
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INTEGRACIÓN DE NUEVAS TECNOLOGÍAS 
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CONCLUSIONES: ESTADO ACTUAL  

La mortalidad del implante percutáneo de una válvula aórtica ha  

disminuido con la experiencia y la mejora en los dispositivos 

 

Hay datos que sugieren que puede expandirse la técnica a  

pacientes de menor riesgo 

 

La incidencia de insuficiencia aórtica y marcapasos disminuye con 

la experiencia y con los nuevos diapositivos  

 

Hay datos consistentes de la durabilidad a cinco años, con áreas 

valvulares mayores y gradientes menores por el menor “mismatch” 

 

La incidencia de ACV  es igual o menor que con la cirugia 

 

La introducción de un programa TAVI mejora los resultados de la  

cirugía, al derivar a TAVI los de mayor riesgo quirúrgico, sin disminuir  

el número de intervenciones 
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Evolution of structural interventions

Surgery is the only treatment

Surgery is the gold standard treatment

Surgery is the preferred treatment for low and 
intermediate risk patients

Transcatheter interventions are performed in 
intermediate risk patients

Surgery is performed in patients with 
contraindication to transcatheter approach

15


