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Populacion Anciana > 65 anos
Demografia
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Implante Valvar Aortico
Protesis Edwards Sapien

2005 — Percutaneous Valve Technologies —» Edwards Lifesciences

Edwards Sapien THV Edwards Sapien XT Edwards Sapien 3
Acero Inoxidable Cromo Cobalto Cromo Cobalto
Pericardio Bovino Pericardio Bovino Pericardio Bovino

Equine Pericardial

4 \\ -\_.‘ 2 .
Ter:%mﬁﬁetﬂeno - PET
23 e 26 mm 20/23/26/29 mm 23/26/29 mm

Introductor 22 Fe 24 F Introductor 18 F Introdutor 14 - 16 F

Single size 23mm



CoreValve ReValving System
Caracteristicas

Stent Autoexpansivel de Nitinol - Folletos de Pericardio Porcino
« Tamanos - 26, 29 e 31 mm - Introductor 18 F

Core Valve Evolut R

Tailored height

Outflow height reduced
by 10% and reshaped for
improved fit, especially
in angulated anatomy

Aortic sinuses with
coronary ostia

: Aortic valve annulus
WL — Alta Fuerza Radial Extended skirt
W' 9 ¥ Provides seal against
Left Ventricle \ paravalvular leak

* Permite larecapturay reposicionamiento
*Tecnologia TrueFit - Mayor adaptacion en anatomias mas anguladas
Mejor coaptacion en el anillo valvar non circular

* AOT — Tratamiento antimineralizante — | calcificacion precoz y tardia



Implante Transcateter CoreValve

Resultados del Procedimiento

25 F 21 F 18 F
n=10 n =24 n =102
Artéria lliaca 10 (100%) 0 0
Artéria Subclavia 0 2 (8,3%) 1 (1%)
Artéria Femoral 0 22 (91,7%) 100 (99%)*
Exito do Procedimiento 7 (70%) 19 (70,8%) 101 (91,2%)*
Muerte 1 (10%) 2 (8,3%) 0*
AVC 1 (10%) 1 (4,2%) 3 (2,9%)
IAM 0 1 (4,2%) 1 (1%)
ECCAM 2 (20%) 4 (16,7%) 4 (3,9%)**
Taponamiento Cardiaco 0 0 2 (2%)
Marca — Passo Definitivo 1 (10%) 3 (13,6%) 30 (33,3%)

*p =0,003 **p =0,008

Grube E. Circulation Cardiovasc Interv 2008;1:167-175




PARTNER TRIAL B

Mortalidad CV
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PARTNER TRIAL B

Landmark Analysis

HR [95% CI] = 0.53 [0.41, 0.68]

p (log rank) < 0.0001

A=20.1%
NNT = 5.0 pts

p (log rank) = 0.0005

A=17.3%
50.8%  NNT=58pts

HR [95% CI] = 2.03 [1.36, 3.04]

- Standard Rx
w— TA\/R

HR [95% CI] = 1.90[1.05, 3.43]
p (log rank) = 0.03

A=21.0%
NNT = 4.8 pts
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Kapadia S.R. TCT/2012



All-Cause Mortality

PARTNER TRIAL A

Mortalidad Total - 3 anos

70% -

= —TAVR HR [95% CI] =
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Thourani V. ACC/2013



PARTNER TRIAL A

Clase Funcional (NYHA) - 3 anos

Percent of Patlents
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Thourani V. ACC/2013



PARTNER TRIAL A
Diabetes Mellitus

n=2/75

== TAVR N =145
= SAVR n =130

HR (TAVR vs. SAVR): 0.60 [95% CI: 0.36, 0.99]

27.4%

18.0%

10.3%  Log-Rank p=0.044

6 9
Time in Months

interaction p = 0,048 Lindman B.R. J Am Coll Cardiol 2014;63:1090-99



PARTNER TRIAL A

Mortalidad Total - Sexo Femenino
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n =300

HR 0,67;95% 1C 0,44 - 1,00

® TAVI

¥ Cirurgia

30d 6m 2 anos
Via Transfemoral — HR 0,55;95% IC 0,32 - 0,93; p = 0,02

Williams M. J Am Coll Cardiol 2014:63:1522-28



CoreValve Pivotal US Trials
Diseno del Estudio

_...L_

High Risk

*

Randomization 1:1

o

Versus

Non- CoreValve SAVR

lliofemoral
N-487 N=147

Popma J. J Am Coll Cardiol 2014,63:1972-1981



All Cause Mortality or Major Stroke

CoreValve Pivotal US Trials

Endpoint Primario
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Popma J. J Am Coll Cardiol 2014,63:1972-1981



CoreValve Pivotal US Trials

Clase Funcional - NYHA

90% of Patients Improved at Least 1 NYHA Class by 1 Year
60% of Patients Improved at Least 2 NYHA Classes by 1 Year
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N=468 N=416 N=365 N=328

Popma J. J Am Coll Cardiol 2014,63:1972-1981



CoreValve US Clinical Trials

Primary Endpoint: 1 Year All-cause Mortality
30

s Surgical

| === Transcatheter
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All-cause Mortality (%)
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P = 0.04 for superiority

0 | | | | | | | | | | |
0 1 P 3 4 5 6 7 8 9 10 11 12
No. at Risk Months Post-Procedure
Surgical 357 341 297 274

Transcatheter 390 377 353 Adams D.H. N Engl J Med 2014;370:1790-98 329



NYHA Class Survivors
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CoreValve US Clinical Trials

0.8% 0.3% 0.0%

SAVR SAVR SAVR TAVR TAVR B WANYARS
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French Registry 2
Mortalidad - 1 ano

Enero/2010 - Octubre/2011 35centros n =3.195
Euroscore Logistico—21,9+14,3% STS Score —14,4*12%

24.6%

Death from
any cause

Death from
cardiovascular
causes
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Gilard M. N Engl J Med 2012;366:1705-15



PARTNER TRIAL A

Grado de Insuficiencia Aodrtica

p < 0.0001 p < 0.0001 p < 0.0001 p < 0.0001
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0,
40% m Trace
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N=279 N=228 N=231 N=173 N=217 N=156 N=145 N=113

Kodali SK. N Engl J Med 2012;366:1686-95



PARTNER TRIAL A

Regurgitacion Adrtica vs Mortalidad (TAVR)

Mortality
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Kodali SK. N Engl J Med 2012;366:1686-95



CoreValve US Clinical Trials

Paravalvular Regurgitation

100% 0.3% 1.0% 0.5% 1.1% 1.7% 0.3%
0 A EOF 0
v - 3.39% 5.8%
o 80% 25.8%
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SAVR SAVR SAVR TAVR TAVR TAVR
N=302 N=307 N=221 N=359 N=356 N=295
Discharge 1 Month 1 Year Discharge 1 Month 1 Year
= None/Trace w Mild = Moderate = Severe

There was significantly lower PVL with SAVR over TAVR at each time point (P<0.001)



TAVI
Regurgitacion Adrtica vs Mortalidad

& ARgrade=10

8- ARgrade =1
AR grade 0 or 1

- ARgrade 22

p=0.0001

AR grade 2

10%
mortality

Cumulative survival rate

X
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S
n

AR grade 3 or 4

Logrank <0.001

25% 0 12 24 38
mortality Number at risk Follow up in months

AR gradeOor1 299 133 45 27
100 150 200 250 300 350 AR grade 2 89 46 29 21

Days ARgrade30r4 12 4 4 3

Registro Frances 2 Instituto Cardiovascular de Paris
Van Belle TCT/2012 Hayashida K. JACC Intv 2012;12:1247-56




Cohort A

PARTNER TRIAL

50% | = TAVR HR [95% CI] = 2.77 [1.24, 6.19)] Cohort B
= Standard Rx p (log rank) = 0.0094
m 4
£ o
'§° NNT = 12.2 pts NEs&Eps
5 ™ NNT = 17.5 pts 15.7%
6,7% o —_—r
10% e e A=102%
5.5% 5.5% 5.5%
0%0 1,7% & 12 24 30 %
Months
3 afios TAVR Cirugia
n = 348 n =351 P
ACV 8,2% 9,3% 0,763
Muerte/ACV 47.1% 45.9% 0,839

Kapadia S.R. TCT/2012 Thourani V. ACC/2013



CoreValve US Clinical Trials

All Stroke
=i Surgical
Transcatheter
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Surgical 357 322 274 249

Transcatheter 390 363 334 Adams D.H.NEngl J Med 2014;370:1790-98 314



Implante Transcateter Valvar Aortico

Necesidad de MP Definitivo - 30 dias

30%
0 -
20% » CoreValve
® Edwards Sapien

10%

0% ‘

Partner Trial A* CoreValve ER** Frances 2™ Italiano™**
* Smith C.R. N Engl J Med 2011;364:2187-98 s+ Eltchaninoff H. TVT/2013

** Adams D.H. N Engl J Med 2014;370:1790-98 **** Tamburino C. TVT/2013



ADVANCED REGISTRY
Marca-Paso vs Mortalidad

n=1.015

P-value (log rank) 0.799

— No New Pacemaker Implanted
—— New Pacemaker Implanted
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Linke A. TCT/2012



Disturbios de Conduccion (BRI)
Sobrevivencia

n =476 5 centros (Holanda e Canada) At - 898 dias
BRI-36,8% CV -53,8% vs ES - 21,7% (p<0,001)
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log-rank p log-rank p

no LBBB vs. tLBBB 0.16 no pLBBB vs. pLBBB 0.01
no LBBB vs. pLBBB 0.03 no pLBBB vs. PPM  0.13
tLBBB vs. pLBBB <0.01 pLBBB vs. PPM 0.6

N
o

400 600 800 1,000 400 600 800
Time (days) Time (days)

Houthuizen P. Eurointervention 2014:9:1142-50



Disturbios de Conduccion
Sobrevivencia

n=90 2 centros Alemanha

BRI o PPM =39 Sin defectos de conduccion =51

LVEF (%)
65

60
55
50
45

40
12 Months

Follow-up

Before TAVI

Houthuizen P. JACC Intv 2012:12:1257-63



CoreValve® SURTAVI Trial
Study Design

Randomized 1:1, non-

inferiority study Sz;rort:lisqlr J‘,Z"‘
an

The trial will ultimately be l
conducted at up to 75

Heart Team Evaluation

worldwide centers ' Confirm mclusion/ﬁxmy
Wte Risk Classification

* Europe

{

e Canada
- Randomization
¢ United States Stratified by need for

revascularization
Long-term follow-up !
through 5 years 1, N = ~2,500 patients l

Medtronic .
Approx 2,500 total number °°'°Vallve° TAVI

1
of trial subjects v v 7 v

‘ TAVI+PCI l l TAVi only ‘ ]SAVR+CABG ' SAVR only l

1

| SAVR |




The PARTNER IIA Trial 7
Study Design Q PARTHERL

n=2000
Randomized
Patients

_* 2011 patients enrolled
. in 22 months!

"« nsapical (TA) /
. “aansAortic (TAo)

e Mean STS ~6%

o ~75% TF access

TF TAVR
SAPIEN XT

Primary Endpoint: All-Cause Mortality +
Disabling Stroke at Two Years
(Non-inferiority)

Leon M.B. TVT/2014



Circulation T Y

Associations

THE AMERICAN HEART ASSOCIATION

2014 AHA/ACC Guideline for the Management of Patients With Valvular Heart Disease:
Executive Summary: A Report of the American College of Cardiology/American Heart
Association Task Force on Practice Guidelines
Rick A. Nishimura. Catherine M. Otto. Robert O. Bonow. Blase A. Carabello. John P. Erwin III,

Robert A. Guyton, Patrick T. O'Gara, Carlos E. Ruiz, Nikolaos J. Skubas, Paul Sorajja, Thoralf M.
Sundt ITI and James D. Thomas

3.5. Choice of Intervention

Class 1

TAVR is recommended in patients who meet an indication for AVR (Section 3.4) who have a
prohibitive risk for surgical AVR (Section 2.5 in the full-text guideline) and a predicted post-
TAVR survival greater than 12 months (72, 73). (Level of Evidence: B)

Class Ila
TAVR is a reasonable alternative to surgical AVR in patients who meet an indication for AVR
(Section 3.4) and who have high surgical risk for surgical AVR (Section 2.5 in the full-text
guideline) (74, 75). (Level of Evidence: B)

Nishimura R.A. Circulation 2014:63:e57—-e185




