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Estenosis Aortica
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Estenosis Aortica
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Estenosis Aortica
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Estenosis aortica: SVA
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Estenosis aortica
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Estenosis aortica
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Estenosis aortica

- La sustitucion valvular aortica es el tratamiento de
referencia en la actualidad para los pacientes con estenosis

aortica severa.
- Y es un buen tratamiento. Pero...

- Mas de un 30% de pacientes no son intervenidos.
- A nadie le gustan las cirugias, jy menos la cirugia cardiacal

Eur Heart] 2012; 33, 2388-2400



L
Indicaciones de la SVA

Class | Level

AVR is indicated in patients with severe AS and any symptoms related to AS. =

AVR is indicated in patients with severe AS undergoing CABG, surgery of the
ascending aorta or another valve.

AVR should be considered in patients with moderate AS undergoing CABG, surgery |
of the ascending aorta or another valve.

AVR should be considered in high risk patients with severe symptomatic AS who
are suitable for TAVI but in whom surgery is favoured by a “heart team” based on ifa
the individual risk profile and anatomic suitability. :

AVR should be considered in symptomatic patients with low flow, low gradient
(<40 mmHg) AS with normal EF only after careful confirmation of severe AS.

AVR should be considered in symptomatic patients with severe AS, low flow, low lla
gradient with reduced EF, and evidence of flow reserve. il

|

A
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AVR may be considered in symptomatic patients with severe AS low flow, low
gradient, and LV dysfunction without flow reserve.

Eur Heart ] 2012; 33, 2451-2496



L
Indicaciones para TAVI

Class | Level |

TAVI should only be undertaken with a multidisciplinary “heart team” including
cardiologists and cardiac surgeons and other specialists if necessary.

TAVI should only be performed in hospitals with cardiac surgery on-site.

TAVI s indicated in patients with severe symptomatic AS who are not suitable for
AVR as assessed by a “ heartteam” and who are likely to gain improvement in their
quality of life and to have a life expectancy of more than 1 year after consideration
of their comorbidities.

TAVI should be considered in high risk patients with severe symptomatic AS who
may still be suitable for surgery, but in whom TAVI is favoured by a “heart team”
based on the individual risk profile and anatomic suitability.

Eur Heart ] 2012; 33, 2451-2496



Contraindicaciones de TAVI

Absence of a "heart team" and no cardiac surgery on the site.
Appropriateness of TAVI, as an alternative to AVR , not confirmed by a "heart team”.

Clinical
« Estimated life expectancy < 1 year.

* Improvement of quality of life by TAVI unlikely because of comorbidities.
* Severe primary associated disease of other valves with major contribution to the patient's symptoms that can be

treated only by surgery.

Anatomical

* Inadequate annulus size (< 18 mm, > 29 mm).

* Thrombus in the left ventricle.

* Active endocarditis.

* Elevated risk of coronary ostium obstruction (asymmetrc valve calcification, short distance between annulus and
coronary ostia, small aortic sinuses).

» Plaques with mobile thrombi in the ascending aorta, or arch.

* For transfemoral/subclavian approach: inadequate vascular access (vessel size, calcification, tortuosity).

Relative contraindications

« Bicuspid or non-calcified valves.

» Untreated coronary artery disease requiring revascularization.
* Haemodynamic instabiltty.

* LVEF <20%.

* For transapical approach: severe pulmonary disease, LV apex not accessible.
e —————————

Eur Heart] 2012; 33, 2451-2496
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Modelos de TAVI disponibles
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L
Historia de la TAVI

Pasado, presente y futuro...



L
Primeros estudios

Journal of the American College of Cardiology Vol. 43, No. 4, 2004

© 2004 by the American College of Cardiology Foundation ISSN 0735-1097/04/$30.00
Published by Elsevier Inc. do1:10.1016/j.jacc.2003.11.026
EXPEDITED REVIEW

Early Experience With Percutaneous
Transcatheter Implantation of Heart Valve
Prosthesis for the Treatment of End-Stage

Inoperable Patients With Calcific Aortic Stenosis

Alain Cribier, MD, FACC,* Hélene Eltchaninoff, MD,* Christophe Tron, MD,* Fabrice Bauer, MD,*
Carla Agatiello, MD,* Laurent Sebagh, MD,* Assaf Bash, PHD,§ Danielle Nusimovici, MD,§

Table I Multicentre feasibility studies

Study Enrollment  Number of patients =~ Approach Device Procedural success  30-day mortality
I-REVIVE/RECAST®  2003-2005 26 Transseptal ~ Edwards SAPIEN 85% (22/26) 16.7% (6/36)

7 TF Edwards SAPIEN 57% (4/7)
Grube et al.’ 2005-2007 86 TF CoreValve 74% (64/86) 11.6% (10/86)
TRAVERCE? 2006-2008 168 TA Edwards SAPIEN  95.8% (161/168) 14.9% (25/168)
REVIVAL?%% 2006-2008 40 TA Edwards SAPIEN  100% (40/40) 12.5% (7/40)

2005-2006 55 TF Edwards SAPIEN  87% (48/55) 7.3% (4/55)




R - :
El estudio PARTNER

e NEW ENGLAND
JOURNAL o MEDICINE

ESTABLISHED IN 1812 OCTOBER 21, 2010 VOL. 363 NO. 17

Transcatheter Aortic-Valve Implantation for Aortic Stenosis
in Patients Who Cannot Undergo Surgery

Martin B. Leon, M.D., Craig R. Smith, M.D., Michael Mack, M.D., D. Craig Miller, M.D., Jeffrey W. Moses, M.D.,
Lars G. Svensson, M.D., Ph.D., E. Murat Tuzcu, M.D., John G. Webb, M.D., Gregory P. Fontana, M.D.,
Raj R. Makkar, M.D., David L. Brown, M.D., Peter C. Block, M.D., Robert A. Guyton, M.D.,
Augusto D. Pichard, M.D., Joseph E. Bavaria, M.D., Howard C. Herrmann, M.D., Pamela S. Douglas, M.D.,
John L. Petersen, M.D., Jodi J. Akin, M.S., William N. Anderson, Ph.D., Duolao Wang, Ph.D.,
and Stuart Pocock, Ph.D., for the PARTNER Trial Investigators*



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 DEeEelcl N = 358

ASSESSMENT
Yes Transfemoral

l Access

ASSESSMENT
Transfemoral
Access

Transfemoral (TF)

No

|

Not In Study

1.1 Randomization 1.1 Randomization

N = 244 N = 248 N=104 N =103 N=179 N =179
TAVR

Therapy
VS

Primary Endpoint. All-Cause Mortality at 1 yr Pnmary Endpoint: All-Cause Mortality
) Qver Length of Tnal (Supenonty)

Co-Primary Endpoint. Composite of All-Cause Mortality
and Repeat Hospitalization (Supenonty)

(Non-infenority)




A
100+
g Hazard ratio, 0.55 (95% CI, 0.40-0.74)
8 80- P<0.001
3 Standard therapy
3
3
<
40_.
5 TAVI
-g 20+
(a]
0 T T T 1
0 6 12 18 24
Months
No. at Risk
TAVI 179 138 122 67 26
Standard therapy 179 121 83 41 12

C
cone 100+
5 R
g g 80-
?E 60—
£z
§8 0]
- I
31 =
Qg
0
No. at Risk
TAVI

Hazard ratio, 0.46 (95% CI, 0.35-0.59)
P<0.001

Standard therapy

179
Standard therapy 179

6 12 18 24
Months

117 102 56 22

86 49 23 4

B
100+
& Hazard ratio, 0.39 {(95% Cl, 0.27-0.56)
g go-{ P<0.001
3= Standard therapy
g
F
£S
£
;
Months
No. at Risk
TAVI 179 138 122 67 26
Standard therapy 179 121 &3 41 12
D
100
Hazard ratio, 0.58 (95% Cl, 0.43-0.78)
g g 80 P<0.001
(& o= Standard therapy
P
<£
53
&3
£2
3%
Months
No. at Risk
TAVI 179 132 118 66 25
Standard therapy 179 118 83 41 12




Subgroup

Overall
Age
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ESTABLISHED IN 1812 JUNE 9, 2011 VOL. 364 NO. 23

Transcatheter versus Surgical Aortic-Valve Replacement
in High-Risk Patients

Craig R. Smith, M.D., Martin B. Leon, M.D., Michael J. Mack, M.D., D. Craig Milier, M.D., Jeffrey W. Moses, M.D.,
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Raj R. Makkar, M.D., Mathew Williams, M.D., Todd Dewey, M.D., Samir Kapadia, M.D., Vasilis Babaliaros, M.D.,
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and Stuart J. Pocock, Ph.D., for the PARTNER Trial Investigators*
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- Table 2. Clinical Outcomes at 30 Days and 1 Year in the Intention-to-Treat Population.* -
Outcome 30 Days 1 Year
Transcatheter Surgical Transcatheter Surgical
Replacement  Replacement Replacement  Replacement
(N =348) (N=351) P Value (N =348) (N=351) P Value
no. of patients (%) no. of patients (%)
Death
From any cause 12 (3.4) 22 (6.5) 0.07 84 (24.2) 89 (26.8) 0.44
From cardiac causes 11 3.2) 10 (3.0) 0.90 47 (14.3) 40 (13.0) 0.63
Repeat hospitalization 15 (4.4) 12 (3.7) 0.64 58 (18.2) 45 (15.5) 0.38
Death or repeat hospitalization 25 (7.2) 33 (9.7) 0.24 120 (34.6) 119 (35.9) 0.73
Stroke or transient ischemic attack
Either 19 (5.5) 8 (24) 0.04 27 (8.3) 13 (4.3) 0.04
Transient ischemic attack 3 (0.9) 1(0.3) 033 7(2.3) 4 (L.5) 0.47
Stroke
Minor 3(0.9) 1(0.3) 0.34 3(0.9) 2(0.7) 0.84
Major 13 (3.8) 7(2.1) 0.20 17 (5.1) 8 (2.4) 0.07
Death from any cause or major stroke 24 (6.9) 28 (8.2) 0.52 92 (26.5) 93 (28.0) 0.68
Myocardial infarction 0 2 (0.8) 0.16 1(0.4) 2 (0.6) 0.69
Vascular complication
Any 59 (17.0) 13 (3.8) <0.001 62 (18.0) 16 (4.8) <0.001
Major 38 (11.0) 11 (3.2) <0.001 39 (11.3) 12 (3.5) <0.001
Acute kidney injury
Creatinine >3 mgj/dl (265 pmol/liter) 4(1.2) 4(1.2) 0.95 12 (3.9) 8(2.7) 0.41
Renal-replacement therapy 10 (2.9) 10 (3.0) 0.95 18 (5.4) 20 (6.5) 0.56
Major bleeding 32 (9.3) 67 (19.5) <0.001 49 (14.7) 85 (25.7) <0.001
Endocarditis 0 1(0.3) 0.32 2 (0.6) 3(1.0) 0.63
New-onset atrial fibrillation 30 (8.6) 56 (16.0) 0.006 42 (12.1) 60 (17.1) 0.07
New pacemnaker 13 (3.8) 12 (3.6) 0.89 19 (5.7) 16 (5.0) 0.68




A Death from Any Cause, All Patients

B Death from Any Cause, Transfemoral-Placement Cohort
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Two-Year Outcomes after Transcatheter
or Surgical Aortic-Valve Replacement

Susheel K. Kodali, M.D., Mathew R. Williams, M.D., Craig R. Smith, M.D.,
Lars G. Svensson, M.D., Ph.D., John G. Webb, M.D., Raj R. Makkar, M.D.,
Gregory P. Fontana, M.D., Todd M. Dewey, M.D., Vinod H. Thourani, M.D.,
Augusto D. Pichard, M.D., Michael Fischbein, M.D., Ph.D., Wilson Y. Szeto, M.D.,
Scott Lim, M.D., Kevin L. Greason, M.D., Paul S. Teirstein, M.D.,

S. Chris Malaisrie, M.D., Pamela S. Douglas, M.D., Rebecca T. Hahn, M.D,,
Brian Whisenant, M.D., Alan Zajarias, M.D., Duolao Wang, Ph.D.,

Jodi J. Akin, M.S., William N. Anderson, Ph.D., and Martin B. Leon, M.D.,
for the PARTNER Trial Investigators*



A Death from Any Cause, Intention-to-Treat Population

B Death from Any Cause, As-Treated Population
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Month Month
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Surgery 351 246 230 211 160 62 31 Surgery 351 247 232 213 162 63 31




Table 1. Clinical Outcomes at 1 Year and 2 Years with TAVR or Surgery (Intention-to-Treat Population).*

Qutcome

Death

From any cause

From cardiovascular causes
Repeat hospitalizations:

Death from any cause or repeat
hospitalizationz

Stroke or TIAf
All
Stroke
TIA
Death from any cause or stroke
Myocardial infarction
Major vascular complication9
Major bleeding|
Endocarditis
Renal failure¥*
New pacemaker
SVD requiring surgical replacement

Surgery
(N=351)

1 Year

TAVR
(N=348)

no. of patients (%)

89 (26.8)
40 (13.0)
51 (17.7)
125 (37.7)

13 (4.3)
10 (3.2)
4 (1.5)
95 (28.6)
2 (0.6)
13 (3.8)
88 (26.7)
3 (1.0)
20 (6.5)
16 (5.0)

0

84 (24.3)
47 (14.3)
59 (18.6)

121 (34.9)

28 (8.7)
20 (6.0)
8 (2.6)
95 (27.4)
0
39 (11.3)
52 (15.7)
2 (0.6)
18 (5.4)
21 (6.4)
0

P Valuet

0.45
0.63
0.78
0.45

0.03
0.08
0.32
0.74
0.16
<0.001
<0.001
0.63
0.57
0.44

2 Years
Surgery TAVR

(N=351) (N=348)  PValuef

no. of patients (%)

114 (35.0) 116 (33.9) 0.78
59 (20.5) 67 (21.4) 0.80
60 (21.7) 74 (24.7) 0.41

152 (46.5) 159 (46.6) 0.99
18 (6.5) 34 (11.2) 0.05
14 (4.9) 24 (7.7) 0.17

5 (2.0) 10 (3.6) 0.26
119 (36.4) 127 (37.1) 0.85
4 (1.5) 0 0.05
13 (3.8) 40 (11.6)  <0.001
95 (29.5) 60 (19.0) 0.002
3 (1.0) 4 (1.5) 0.61
21 (6.9) 20 (6.2) 0.75
19 (6.4) 23 (7.2) 0.69
0 0




—— TAVR —®— Surgery
A
2.5- P=0.54
I 1
o 20- '
E
R
§ 15
<
3 |
S 1.0 P=0.001 7 . i
% P=0002  P=0003 =016
< 05 . .
P=032 P=0.53
B 0.0
70- Baseline 30 Day 6 Mo 1Yr 2Yr
No. at Risk
— 604 Surgery 290 224 163 151 110
i‘ TAVR 301 269 223 210 139
g 507
E
40+
5 P=0.22
® o304 1 '
U P=0.79
§ 207 p_008  P=0.005  P=0.16
2 4
0 | p=0.87 |
Baseline 30 Day 6 Mo 1Yr 2Yr
No. at Risk
Surgery 290 224 163 151 110
TAVR 301 269 223 210 139




ﬁ

A Severity of Paravalvular Leak: None or Trace versus Mild to Severe B Severity of Paravalvular Leak: None or Trace, Mild, or Moderate
to Severe

601 p<0.001 by log-rank test
50-

607 Hazard ratio, 2.11 (95% Cl, 1.43-3.10)
50- P<0.001 by log-rank test

Mild

Moderate
to severe

Mild to severe

None or trace None or trace

Death from Any Cause (%)
2

Death from Any Cause (%)
2

o i T 1 1 % A 0 Al 1 Ll T 1
0 6 12 18 24 30 36 0 6 12 18 24 30 36
Months after Implantation Months after Implantation
No. at Risk No. at Risk
None or trace 158 142 134 121 84 39 15 None or trace 158 142 134 121 82 39 15
Mild to severe 160 134 112 101 64 26 12 Mild 136 115 95 86 51 21 10
Mederateto 24 19 17 15 13 5 2
severe
C Severity of Total Aortic Regurgitation: None or Trace versus Mild D Severity of Total Aortic Regurgitation: None or Trace, Mild,
to Severe or Moderate to Severe
T 607 \azard ratio, 1.75 (95% Cl, 1.17-2.61) 509 220,001 by log-rank test f—
£ gy P=0.006 by log-rank test & ¢ Y
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3 40 Mild to severe G 40+ to severe
= 3
< 304 < 304
E E N t
£ 201 None or trace & 204 one or trace
5 =
g 104 B 10
o a
0 1 I 1 1 1 1 0 1] 1 1
0 6 12 18 24 30 36 0 3 12 18 24 30 36
Months after Implantation Months after Implantation
No. at Risk No. at Risk
None or trace 125 117 108 95 64 29 10 None or trace 125 117 108 95 64 29 10
Mild to severe 196 161 140 128 85 37 17 Mild 162 136 118 105 70 31 15

Moderateto 34 25 22 15 15 6 2
severe




L
RegiStrO ADVANCE - EuroScore 19 = 12

- Seguimiento de 1 ano

1 Month 1 Year
Endpoint (N=996) Kaplan-Meier Kaplan-Meier
Estimates, % Estimates, %
Cardiovascular Mortality 34 1n.7
Bleeding 29.0 32.0
Life Threatening or Disabling Bleeding 4.0 4.9
Major Bleeding 9.7 11.2
Minor Bleeding 17.4 19.3
Vascular Complications 20.7 21.9
Major 10.9 12.0
Minor 10.2 10.3
Acute Kidney Injury - Stage III* 0.4 0.6
New Pacemaker Implantation 26.4 29.3

EuroPCR 2013
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Registro ADVANCE
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T sse%
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P-value (log rank) <0.01
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- EuroSCORE 10-20
= EuroSCORE >20

Freedom from All-Cause Mortality (%)

60 - Number of patients at risk:
229 223 212 163
406 387 352 267
50 ~ 360 3.40 | 4 2 4 2?7 1 1 1 | 1 212]
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Months Post-Procedure
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Echo Assessment

0%

100% -

40% -

20% -

- 34%

J

0% ' T I
Discharge 1 Month 6 Months 1 Year
No.of Echos: N=873 N=697 N=651 N=609

M None | Mild B Moderate M Severe

EuroPCR 2013
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Registro SOURCE

100%

90% -

80%

70%

60%
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40%

30% ALL TA TF
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L
Registro SOURCE

All Cause Mortality by Eu

100%

E

E

Survival

§ 08 & 8§ B

10%

#

1 Year Survival - Tri

-
f- L

.‘. "51--0---.‘.-‘----%.---2
Al"‘"'!.-.-.-.-.-.-.-‘
Strata Group Log-Rank Bonferr
Comparison adjusted P-valu
<20 vs. [20,40) 1.00
[20,40) vs. > 40 0.04
<20vs. 240 0.21
240 [20,
1-Year Survival 72.5% 83.5
N= 66 (14.3%) | 225 (4¢
0 1 2 3 " 5 6 7
Months

ALL
179
| |
Cardiac Non Cardiac Unknown
45(25.1%) 88 (49.2%) 46 (25.7%)

1. Heart Failure Pulmonary™* Sudden Death

28 (62.2%) 21(23.9%) 18 (39.1%)
I | “'%2%"2‘:' | | Renalfaiure || | Unknown

6 (13.3%) 11(12.5%) 18 (39.1%)
L Endocarditis Cancer Other

3(6.7%) 10(11.4%) 10(21.7%)
o || e

—1 =] = IS, Vv u

8(17.6%) 9(10.2%) related, major bleeding, infection,

suicide, and multiple organ failure
Pulmonary***= Respiratory Failure,
Gastrointestinal Pulmonary Embolism, and Pneumonia
| 5(5.6%)
Other™
32 (36.4%)




Situacion actual de la TAVI




Futuro: SURTAVI STS mortality risk

24% and €10%

1

Heart team evaluation
Confirm inclusion/exclusion and
Intermediate risk classification

T

Randomization
Stratified by need for
revascularization

Medtronic

CoreValve® TAVR SAVR




Futuro: PARTNER 2

ASSESSMENT by Heart Valve Team

2 Parallel RCTs:

Inoperable
Individually Powered P

Intermediate Risk

ASSESSMENT
Transfemoral
Access

ASSESSMENT

Transfemoral
Access

Transfemoral (TF) Transapical (TA)

Yeos - No

| |

1.1 Randomization 1.1 Randomization
TF TAVR - TA TAVR TF TAVR TF TAVR
Sapien XT X Ascendra 2 Sapien XT Sapien
VS Vs

Primary Endpoint: All-Cause Mortality + Fnmary Endpoint: All-Cause Mortality +
Major Stroke + Repeal Hospitalization at One Year

(Non-inferiority)

Major Stroke at Two Years
(Non-inferiority)
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PARTNER 2
SURTAVI
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Y en pacientes de riesgo intermedio...

¢Hay alguna evidencia?



MINI-FOCUS ON TAVI

CLINICAL RESEARCH

A 3-Center Comparison of 1-Year Mortality
Outcomes Between Transcatheter Aortic Valve
Implantation and Surgical Aortic Valve Replacement
on the Basis of Propensity Score Matching Among
Intermediate-Risk Surgical Patients

Nicolo Piazza, MD, PHD,* Bindu Kalesan, PHD,F Nicolas van Mieghem, MD,§

Stuart Head, MSc,|| Peter Wenaweser, MDD, Thierry P. Carrel, MD# Sabine Bleiziffer, MD,*}
Peter P. de Jaegere, MD, PHD,§ Brigitta Gahl# Robert H. Anderson, MD, PaD,**

Arie-Pieter Kappetein, MD, PHD,|| Ruediger Lange, MD, PuD,*t

Patrick W. Serruys, MD, PHD,§ Stephan Windecker, MDD, Peter Jini, MD#

J] Am Coll Cardiol Intv 2013; 6:443-51



Assessed for eligibility (n= 3,666)
+ TAVI=782(21.3%)
+ SAVR= 2,884 (87.7%)

Unmatched: n= 2,856
+ TAVI= 377
; + SAVR=2479
l v
PS matched patients with TAVI (n= 405) PS matched patients with SAVR (n= 405)
Loss to follow-up (n=4) Loss to follow-up (n=10)
Patient declined (n=2)
Ineligible for SURTAVI trial and Ineligible for SURTAVI trial and
y excluded: n= 150 excluded: n= 150
+ STS<3:n=99 ¢+ STS<3:n=99
+ STS>8:n=51 ¢+ STS >8:n=51
A 4
PS matched patients with TAVI eligible for PS matched patients with SAVR eligible for
SURTAVI trial (n= 255) SURTAVI trial (n= 255)
Lost to follow-up (n=3) Loss to follow-up (n=8)

J] Am Coll Cardiol Intv 2013; 6:443-51



A 204HR (95% CI): 1.12 (0.58-2.15); p=0.74
— After PS Matching
2 154
8 TAVI SAVR
3 (n = 405) (n = 405) Diiff p Value
B :
F 201HR (95% Cl): 0.90 (0.57-1.42); p=0.64
a
E '4
8 51 ey J
= ,TJ—,': g 15+
0 " g
T T T g
0 5 10 2 104
2
No. at risk o ®
TAVI 255 248 248 3
SAVR 255 250 248 £
&' 07
>50% 43
30%-50% 23 0
1 I 1 | | 1 | I I I | 1 I
>S0% s 0 1 2 3 4 5 6 7 8 9 100 41 12
Cer.ebrovascular accident 5 . Months after proc edure
Peripheral vascular disease 10! No. at risk
: : TAVI 255 233 21 206 203 99 186 171 16 157 153 149 143
Suicolaolive oo e = SAVR 255 237 222 216 211 ;05 200 199 191 191 1:9 138 183
Pulmonary hypertension 18
Creatinine (mg/dl) 121 —— TAVI — SAVR

J] Am Coll Cardiol Intv 2013; 6:443-51
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EXPEDITED PUBLICATION

Improvements in Transcatheter Aortic Valve
Implantation Outcomes in Lower Surgical Risk Patients

A Glimpse Into the Future

Ruediger Lange, MD, PHD, Sabine Bleiziffer, MD, Domenico Mazzitelli, MD, Yacine Elhmidi, MD,
Anke Opitz, MD, Marcus Krane, MD, Marcus-Andre Deutsch, MD, Hendrik Ruge, MD,

Gernot Brockmann, MD, Bernhard Voss, MD, Christian Schreiber, MD, Peter Tassani, MD, PHD,
Nicolo Piazza, MD, PHD

Munich, Germany

] Am Coll Cardiol 2012;59:280-7



1GR3 Baseline Characteristics for the Overall Cohort and Quartiles 1 to 4

Overall Cohort

Q1

Q2

Q3

Age, yrs

Logistic EuroSCORE, %

STS-PROM, %

80371

406 (S

230 (55)

81.11 + 7.00

25.44 + 16.0
713 £ 54

81172

18.9 + 10.0
6.2 35

58 (55.2)

80.19 + 6.20

56 (53.8)

78979

CAD 52 (49.5) 64 (61.5)
Left ventricular ejection fraction 0.065

>50% 262 (62.4) 60 (57.1) 66 (62.9) 62 (59) 74 (70.5)

35%-50% 93(22.1) 22 (21) 21 (20) 32(30.5) 18 (17.1)

<35% 65 (15.5) 23 (21.9) 18 (17.1) 11 (10.1) 13 (12.4)
Atrial fibrillation 97 (23.3) 26 (24.8) 21 (20) 26 (25.2) 24 (22.9) 0.80
Stroke 55(13.2) 8(7.6) 14 (13.3) 19 (18.4) 14 (13.6) 0.14
PAD 99 (23.7) 29 (27.6) 31(29.5) 19 (18.3) 20(19.4) 0.13
Creatinine, mg/dl 1.20 = 0.56 1.24 + 0.58 1.28 + 0.59 147 + 0.50 110 + 0.56 0.015
Pulmonary disease 85(20.3) 28(26.7) 21 (20) 19 (18.3) 17 (16.3) 0.27
Pulmonary hypertension 96 (23.3) 28(26.7) 23(21.9) 20 (19.2) 25 (25.5) 0.57
Previous cardiac surgery 0.097

CABG surgery 49 (11.7) 13 (12.4) 19(18.1) 6 (5.8) 11 (10.6)

Aortic valve surgery 6(1.4) 0(0) 0(0) 2(1.9) 4(3.8)

Atrioventricular valves 9(2.2) 1(1) 2(1.9) 4(3.8) 2(1.9)

Combination 13(3.1) 2(1.9) 3(2.9) 3(2.9) 5(4.8)

Pro-BNP levels, ng/l 2,680 (1,173-6,337) 3,495 (1,395-7,162) 2,850 (1,050-8,010) 2,290 (1,190-5,310) 1,730 (746-4,435) 0.082

] Am Coll Cardiol 2012;59:280-7



Clinical Outcomes

Q2

Q3

Overall Cohort Q1
30-day mortality 40(9.5) 12 (11.4)
6-month mortality 84 (20) 25(23.5)
Stroke/transient ischemic attack 9 (4. 0.
Vascular complications (total) 78 (18.8) 30 (28.6)
Vascular complications (femoral access patients) 67 (16) 28 (26.7)
Need for permanent pacemaker 88(21.3) 26 (24.8)

12 (11.4)
23(21.9)

21(20.2)
19 (18.1)
23 (22.1)

12 (11.4)
23 (21.9)

12 (11.7)
10 (9.5)
20 (19.4)

Q4
4(3.8)
13 (12.4)
15(14.7) 0.010§
10 (9.5) 0.0089
19 (18.6) 0.69

Values are n (%). *Statistically significant between gquartile (Q)1 vs. Q4, Q2 vs. Q4, and Q3 vs. Q4; tstatistically significant between Q1 vs. Q4; jstatistically significant between Q1 vs. Q4 and Q3 vs. Q4;

§statistically significant between Q1 vs. Q4 and Q1 vs. Q3; Jstatistically significant between Q1 vs. Q4 and Q1 vs. Q3.

] Am Coll Cardiol 2012;59:280-7



STS score

© p for trend<0.001
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6.0 (5.2 to 6.8) 6.1 (5.3 t0 6.9) 4.5(4.0t05.0) 43 (3.8t04.7)
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Clinical outcomes of patients with estimated
low or intermediate surgical risk undergoing
transcatheter aortic valve implantation

Peter Wenaweser'i™*, Stefan Stortecky'l, Sarah Schwander’, Dik Heg?,
Christoph Huber3?, Thomas Pilgrim!, Steffen Gloekler!, Crochan J. O’Sullivan?,

Bernhard Meier!, Peter JiiniZ, Thierry Carrel?, and Stephan Windecker'?
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Table 3 Clinical outcomes at 30 days and 1 year of follow-up

All patient, N = 389  STS risk group Low vs. high Intermediate vs. high  Overall P-value
Low, N=41 Intermediate, N=254 High, N=94 RR(95%CI)  RR(95% Cl)
30 days foliow-up
All-cause death, n (%) 24 (64) 1(24) 10 (39) 13 (149) 016 (0.02-127) 027 (0.12-061) 0.001
"Cardiovascular death, n (%) 19 (5.2) 0 (0.0) 8(32) 11 (129) 006 (000-267) 025 (0.10-0.63) 0.003
Cerebrovascular accidents, n (%) 14 (3.6) 1(24) 10 (4.0) 3(34) 073 (0.08-7.07) 122 (0.34-443) 095
Major stroke, n (%) 12 (3.1) 1(24) 8(32) 3(34) 0.73 (0.08-7.07) 097 (026-3.65) 0.83
Minor stroke, n (%) 2 (05) 0 (0.0) 2(08) 0 (0.0) 2.14 (0.04-108.59) 1.00
Transient ischaemic attack, n (%) 0 (0.0) 0(0.0) 0 (0.0) 0 (0.0
Myocardial infarction, n (%) 2 (05) 0 (0.0) 1(04) 1(1.9) 0.50 (0.00-5035) 037 (0.02-591) 057
Bleeding
Life-threatening, n (%) 64 (16.5) 6 (14.6) 36 (14.2) 22 (23.5) 0.63 (0.27-1.43) 061 (0.38-0.97) 0.10
Major, n (%) 125 (32.2) 12 (29.3) 79 (31.1) 34 (36.3) 081 (047-140) 086 (0.62-1.19) 035
Acute renal failure, n (%) 15 (39) 0 (00) 7(28) 8 (8.5) 008 (0.00-3.40) 032 (0.12-087) 003
Access site complications
Major, n (%) 30 (7.7) 0 (00) 18 (7.1) 12 (12.8) 019 (003-1.30) 056 (0.28-1.11) 0.03
Minor, n (%) 42 (10.8) 8 (19.5) 27 (10.6) 7(75) 262 (1.02-6.75) 143 (0.64-3.17) 0.06
VARC combined safety endpoint, n (%) 104 (26.8) 7(17.1) 58 (22.8) 39 (41.6) 041(020-0.84)  0.55 (040-0.77) 0.0004
All-cause death or stroke, n (%) 32 (82) 2 (49) 15 (5.9) 15 (16.0) 0.29 (0.07-127) 036 (0.18-0.74) 0.01
All-cause death, stroke, or MI, n (%) 34 (8.7) 2 (49) 16 (6.3) 16 (17.1) 027 (0.06-117) 036 (0.18-0.72) 0.004
1-year follow-up
All-cause death, n (%) 66 (19.6) 4 (10.1) 35 (16.1) 27 (34.5) 0.27 (0.09-0.77) 041 (024-0.67) 0.0003
Cardiovascular death, n (%) 48 (14.2) 2 (53) 24 (10.8) 22 (28.6) 0.16 (0.04-0.70)  0.35 (0.19-062) 0.0001
Cerebrovascular accidents, n (%) 18 (52) 3(87) 12 (5.0) 3(34) 200 (0.36-11.11) 142 (040-5.08) 038
Major stroke, n (%) 15 (43) 3(87) 9 (3.6) 3 (34) 200 (036-11.11)  1.07 (029-3.99) 042
Minor stroke, n (%) 2 (05) 0 (00) 2 (08) 0 (0.0) na 2.14 (0.04—108.59) 1.00
Transient ischaemic attack, n (%) 1(04) 0 (0.0) 1(0.6) 0 (0.0) na 0.01 (0.00-0.08) 1.00
Myocardial infarction, n (%) 5(1.6) 13.1) 1(04) 3(43) 0.56 (0.05-631)  0.12 (0.01-1.04) 023
All-cause death or stroke, n (%) 77 (22.6) 7 (182) 41 (18.5) 29 (36.9) 0.44 (0.19-1.01)  0.45 (028-0.73) 0.0037
All-cause death, stroke, or MI, n (%) 79 (23.1) 8 (21.0) 41 (18.4) 30 (37.7) 048 (022-1.06) 043 (027-0.69) 0.0041

European Heart Journal 2013; 34: 1894
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50  LOW VS. HIGH: RR (95% Cl) = 0.16 (0.04-0.70)
INTERMEDIATE VS. HIGH: RR (95% Cl) = 0.35 (0.19-0.62)
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:Sabemos algo de la durabilidad?




Dr. Ross, 1982

“Undoubtedly, valve durability emerges as the most persistent
criticism of biological valves. However, we have come to recognize
that failure or degeneration in a biologic valve is a slowly
progressive process. This means that there is adequate warning
and plenty of time for a safe, planned second operation.

The message I am trying to deliver is that we should not be
deflected by the mechanical valve proponents into believing that
valve durability is the key factor keeping patients alive. The fact
that the valve is fine, after the patient is dead, is of little
interest to anyone but the manufactures. It is imperative that
we remember that valve safety ranks more importantly than
durability when related to the clinical scene’.
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CLINICAL RESEARCH interventional Cardiology

Long-Term Outcomes After
Transcatheter Aortic Valve Implantation

Insights on Prognostic Factors and Valve Durability
From the Canadian Multicenter Experience

Josep Rodés-Cabau, MD,* John G. Webb, MD, Anson Cheung, MD, Jian Ye, MD,}

Eric Dumont, MD,* Mark Osten, MD,# Christopher M. Feindel, MD,} Madhu K. Natarajan, MD,§
James L. Velianou, MD,§ Giussepe Martucci, MD,|| Benoit DeVarennes, MD,||

Robert Chisholm, MD,§ Mark Peterson, MD,¥ Christopher R. Thompson, MD,T David Wood, MD,
Stefan Toggweiler, MD,T Ronen Gurvitch, MD,} Samuel V. Lichtenstein, MD,f Daniel Doyle, MD,*
Robert DeLarochelliére, MD,* Kevin Teoh, MD,§ Victor Chu, MD,§ Kevin Bainey, MD,§

Kevin Lachapelle, MD,| Asim Cheema, MD,{ David Latter, MD,¥ Jean G. Dumesnil, MD,*
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Quebec City and Montreal, Quebec; Vancouver, British Columbia; and Toronto and Hamilton, Ontario; Canada

] Am Coll Cardiol 2012;60:1864-75



Free of cardiac death (%)

12

18

24

30

36

1

42

48

] Am Coll Cardiol 2012;60:1864-75



70 25
60 - T s
- r ' » 2.0 >
g = 1.46+0.36 1.4830.30 1.3840.37 )
) — & d p= §
E 1.3020.34 ; 164032 o
E e I <
- m 1.5 N
|5 >
=5 >
© 30 - ®
a - 1.0 g
: —_——
(9]
S 20- 3,
: " 0-5 ~
10 -
MA33 o ovi s 115249 11.8847 117252
0 ' ' | ‘ :

Baseline Discharge 1Y 2Y 3Y 4y

] Am Coll Cardiol 2012;60:1864-75



ﬁ%

p=0 997
% of i % of

patients paﬂents
80 -
60
40
20 Degree of Aortic

Regurgitation
0 M Severe
RIS (AUt W Moderate
B Mild
C ‘ D M None/Trace
p=0 719 p=0 073
% of > % of

patients patients
80
60
40
20

: 0
Basellne Dlschame 1y Baseline Dlsehlrgo 1Y

] Am Coll Cardiol 2012;60:1864-75



Journal of the American College of Cardiology Vol. 61, No. 4, 2013
© 2013 by the American College of Cardiology Foundation ISSN 0735-1097/836.00
Published by Elsevier Inc. http://dx.doi.org/10.1016/}.jacc.2012.11.010

Iinterventional Cardiology

5-Year OQutcome After
Transcatheter Aortic Valve Implantation

Stefan Toggweiler, MD, Karin H. Humphries, DSc, May Lee, MSc, Ronald K. Binder, MD,
Robert R. Moss, MD, Melanie Freeman, MBBS, Jian Ye, MD, Anson Cheung, MD,
David A. Wood, MD, John G. Webb, MD

Vancouwver, British Columbia, Canada
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Alto riesgo
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Potenciales
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Anatomia
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La prioridad: disminuir las complicaciones
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La curva de aprendizaje
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Evolucion de las valvulas
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Prevencion de ictus




:Qué se debe mejorar?




L
Predictores de mal pronostico

Advanced age

Smoking

Logistic EuroSCORE

STS score

Calcium score

Baseline renal failure

Baseline anaemia

Pulmonary hypertension

COPD

Liver disease

Prior stroke

Post-procedural PVYL >2+4

Myocardial injury

Systematic inflammatory response syndrome
Major vascular complication

Acute kidney injury

Early experience with TAVI Eur Heart] 2012; 33, 2388-2400




Causes of Death During Follow-Up Period

Cardiac 35(23.0)
Cardiac failure 23(15.1)
Sudden death 4 (2.6)
Myocardial infarction 6(3.9)
Endocarditis 1(0.7)
Post-mitral replacement 1(0.7)

Noncardiac 90 (569.2)
Pulmonary failure 41 (26.9)
Kidney failure 12 (7.9)
Stroke 9(5.9)
Major bleeding 7 (4.6)
Cancer 8 (5.3)
Other* 13 (8.6)

Unknown 27 (17.8)

] Am Coll Cardiol 2012;60:1864-75



Functional decline Functional decline or death
High log. EuroSCORE (220%) e —_——
High frailty index (23 points) - et —
Cognitive impairment (MMSE <27 points) —— —_—
Mobility impairment (TUG 220 s) - Sy —
At risk of malnutrition (MNA <12 points) —_—— —
Limited BADL (21 limited activity) —_—— —
Limited IADL (21 limited activity) - . — -
Preclinical mobility disability e e
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Odds ratio Odds ratio

European Heart Journal 2013; 34: 684-92



Coste efectividad

PARTNER IB

“TAVI:
- 78542 dolares por hospitalizacion; 106076 dolares al ano.
- Aproximadamente 50000 ddlares mas caro que tto médico.
- Mejor calidad de vida:
- Incremento del ratio coste-efectividad:
« 50212 dodlares por ano de vida ganado.

« 61889 dolares por QALY.

Eur Heart] 2012; 33, 2388-2400



Coste efectividad

PARTNER IA

“TAVI:
- 71955 dolares por hospitalizacion; 94206 doélares al ano.
- Coste similar a la cirugia convencional
- Pequeno beneficio en.
 Anos de vida ganados: 0.065 (IC 95%: 0.011 - 0.125).
+ QALYs: 0.068 (IC95%: 0.017 - 0.123).

En un 75% de los casos de TAVI transfemoral, el coste es
menor de 50000 dolares por QALY.

Eur Heart] 2012; 33, 2388-2400



Conclusiones
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