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Severe aortic stenosis 3.4% >80y
1.000.000 pts in Europe

Aortic Stenosis in the Elderly

Disease Prevalence and Number of Candidates

for Transcatheter Aortic Valve Replacement:

A Meta-Analysis and Modeling Study

Ruben L. ]. Osnabrugge, M5 * Darren Mylotte, MD,ii Stuart | Head, MS*

Nicolas M, Van Mieghem, MD§ Vuyisile T, Nkomo, MD, MPH, || Corinne M. LeReun, MS.§
Ad J. ]. C. Bogers, MD, PHD.* Nicolo Piazza, MD, PuD,i# A. Pleter Kappetein, MD, PHD*
Rotterdam, the Netherlands; Montreal, Queber, Canadea; G'.r.n’mn_v and Corkt, Ireland; Rochester, Minnesota;
and Mumich, Gcmmrg-
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Aortic stenosis is life -threatening

and progresses rapidly
The Problem Is Serious
Treatment Options and Timing Matter
Survival 5 i
Percent Onset Survival after onset

severe of symptoms is 50%

10
at two years and

il
0 Latent ~ Angina .
Period Syncope 20% at five years.” !
- (Increasing Failure

Obstruction, 0 2 4 6 ‘Surgical intervention
Myocardial :
y Avg. survival [for severe AS] should
Overload) VfpaTs
be performed promptly
20 once even ... minor
symptoms occur.” 2

40




At least 30 -40% of Cardiologists’
AS Patients Go Untreated

Severe Symptomatic Aortic Stenosis J NoAWR

Percent of Cardiology Patients Treated AVR

Under-treatment
especially
prevalent among
patients
managed by
Primary Care
physicians
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PERCUTANEOUS FRANSLUMINAL
VALVULOPLASTY OF ACQUIRED AORTIC
STENOSIS IN ELDERLY PATIENTS: AN
ALTERNATIVE TO VALVE REPLACEMENT?

A1 A CRIBIER T HIERRY SAVIN
NADIR SAUULDI ' Pavro ROCHA
JTACQUES BERIL AND BRICELE1LAC

Serwice des Soans Terensefs Cardrodogrgues er ey Explovations
Héodvwmamigues Cardiovascdatres, Centre Hogpiralier et
Uniwersitasre, Fapital Charles Nicolle, Rosen, Franee

Lancet, January 11, 1986

oL

Fig 3—Simaultaneous recording of lefi ventricular and acrtic
‘pressures before (left) and at the énd of PT AV {_right} incase 1l

T ransvalvular systolic gradient decreased from 90 to 40 mm Hg




Long -term mortality with repeated BAV

%
001 Death

60 57.2%

0 6 12 18 24 30 36
Months
Patients at Risk

105 104 89 76 58 47 3N

Bordoni B, et al. J Inv Cardiol 2015; /n press
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RetroFlex™ Transfemoral
Valve Delivery System

Articulating valve delivery system:

Designed for control to safely traverse the arch
and cross the valve to enhance ease of use



Edwards SAPIEN™ Transcatheter Heart Valve:
The Transfemoral Approach
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Divisione di Cardiologia
Parma
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Crossover Patients Censored at Crossover

All-Cause Mortality (ITT) (J P

— Standard Rx (n = 179)
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HR [95% CI] = 0.50 [0.39, 0.65]
p (log rank) < 0.0001

Sopravvivenza mediana:
11 mesi terapia standard - 30 mesi TAVI




PARTNER Cohort A ( High risk )

Probability (%)

A
100

90—
80
70—
60
50
40—
304
20—

10+

— TAVR group
— SAVR group

my
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Mack MJ et al. Lancet 2015; in press



..........

~~~~~~~~~~~~~~~~~~~~ Candidates for Transcatheter AVR

symptomatic
>75y

Comorbidity == NYHA 3/4

Unreferred High Risk AVR




Numero impianti TAVI - Italia
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+13.9%

450

2008

2009 2010 2011 2012 2013 2014
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Fonte: adattato da Societa Italiana di Cardiologia Invasiva — GISE




Impianti TAVI per milione di abitanti
Italia

TAVI Implants per million inh. ITALY

45,4

39,8

2008 2009 2010 2011 2012 2013 2014

HITALIA

Fonte: adattato da Societa Italiana di Cardiologia Invasiva - GISE
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14,000 =
12,000 -
10,000 +
8,000 -
6,000
4,000

2,000

TAVI in Germania

13,264

11,205
‘\E.an 10321 10,289
._

6,771

6,119
e _&E!?

-~ TAVI
-8~ |solated sAVR
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Tecniche di impianto di protesi valvolari Aortiche

Transfemoral Transapical

| Open heart
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PARTNER B Cost-Effectiveness
Analysis

TAVR vs.

MM
(PARTNER B)

aspirin Ml rosuvastatin ICD prim CRT-Dv. dabigatran PARTNER AFablation dialysis PCl stable LVAD
prevention  high-CRP prev medical Rx AF Cohort B vs. AAD CAD destination
Rx

)
S
c
1]
%]
=
o
£
]
L
2
o
S
o
S
&
=
2
-
S
Q
=8
7]
L
=
o
(]




@

New Transfemoral Valves

POLICLINICO SAN DONATO

Medtronic Evolut

Edwards Sapien 3

Direct Flow

Simetys U7 Boston Lotus



LLLLLL @ Big Five
* Durability

e Cardiac rythm disturbances
e Access site complications

e Stroke

e Residual aortic regurgitation



@ Durability
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Corevalve italian Registry 5 years Follow up

60 80 100
| | |

40
|

Mean Aortic Gradient (mmHg)

20

= &= == = &= =
& & e

.Time trends in transaortic mean gradient.

Barbanti et al JACC Cardiovasc Intv 2015



Can age be considered a contraindication?




PATIENT INDICATIONS

AVA < 0.8cm?

STS > 10 %
Euroscore > 20 %

26 mm > 8 mm
23 mm >7 mm

18 to 24 mm

Annulus by TEE

e
)

Divisione di Cardiologia
Parma




CONTRA INDICATIONS

1.Non-valvular aortic stenosis

2.Congenital aortic stenosis, unicuspid or bicuspid aortic valve
3.Non-calcified aortic stenosis

4.Evidence of intracardiac mass, thrombus or vegetation

5.Active bacterial endocarditis or other active infections

6.Untreated clinically significant coronary artery disease requiring
revascularization

7.Severe ventricular dysfunction with ejection fraction < 20%
8.Unstable angina during index procedure

9.Myocardial infarction within 1 month

10.Cerebrovascular accident (CVA)

11.Severe coagulation problems

12.Hypertrophic cardiomyopathy with or without obstruction (HOCM)
13.Presence of mitral bioprosthesis

14.Recent pulmonary emboli

15.Significant atheroma of femoral and iliac vessels

16.Severe deformities of the chest

17.Severe tortuosities of the femoro-iliac vessels o
18.Patients with bilateral iliofemoral bypasses {od
19.Severe calcifications or femoro-iliac vessels < 7mm Dt 4 eyl

Parma
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Annulus Size by
CT
and TEE




Angiographic Landmarks for Valve Implantation

di Cardiologia
Parma




Edwards SAPIEN™ Transcatheter Heart Valve:
Two Delivery Options

Divisione di Cardiologia
Parma
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APPROCCIO RETROGRADO
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CoreValve Siegburg Experience
One-year Survival
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ToTEees Grube E, et al. Circ Cardiovasc Intervent 2008;1:167-75. e e i
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I - Aorta Ascendente

Ostio Coronarico

Anulus aortico

Cavita ventricolare




Impianto transcatetere di protesi valvolari aortiche
Approccio transfemorale

Rules of Engagement

&%

¥
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Cardiac Interventional
surgery Cardiology




