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Mid-Term Follow-Up From the Initial
Feasibility Studies: The French Experience
Alain Cribier, MD, FACC,* Helene Eltchaninoff, MD,* Christophe Tron, MD,* Fabrice Bauer, MD,*

Carla z‘\.gaﬁc]lo, MD,* Deborah Nercolini, MD,* S]rdnc_y Tapicru-, MD.* Pierre-Yves Litzler, MD,+
Jean-Paul Bessou, MD,T Vasilis Babaliaros, MD*

Rouen, France

TAVI
MINIMALISTA

 Sedacion

15anos » Corta estadia hospitalaria
« Ecografia transtoracica

« Descomplejizar TAVI

» Costo efectivo

JAm Coll Caiol 2006:47:1214 —23 (J Am Coll Cardiol Intv 2014,7:898-904)
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Completion
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Edwards SAPIEN/SAPIEN XT/SAPIEN 3 -
\ ¢ / Medtronic CoreValve/Evolut R

@ Boston Lotus

Direct Flow Medical Direct Flow

St. Jude Portico

Any available TAVI system

PARTNER 3 PORTICO IDE

US Evolut R LR SOLVE-TAV

TAVR UNLOAD

Eurolntervention 2016;12:Y51-Y55

Ll Incomina TAVI triale: rationale de<ian and imonact on clinical nractice
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 Tiempo de Antigregacion:

— 3-6 meses AAS + clopidogrel
— ACO+ clopidogrel

* Ecocardiograma Doppler: deacuerdo guias
* Clinico
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Deterioro Valvular postTAVI




Falla de bioprotesis : Opcidon VinV g g...églsw

Pannus

Wear and tear and
calcification are the most
common reasons for
bioprosthetic valve failure

Endocarditis Thrombus
* 20% de deterioro estructural post cirugia valvular, a 10 afios evidenciado
por seguimiento por ETE
* Reoperaciones del 30-50% a 15 afnos
Piazza et al.JACC:Vol4:N7, 2011
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Darren Mylotte!2, Ali Andalib!, Pascal Thériault-Lauzier!, Magdalena Dorfmeister?,
Mina Girgis'!, Waleed Alharbi', Michael Chetrit!, Christos Galatas'!, Samuel Mamane',
Igal Sebag?, Jean Buithieu', Luc Bilodeau', Benoit de Varennes®, Kevin Lachapelle®,
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é 15 cases of TAVR valve
2 thrombosis reported from
z 12/02-03/14
14 symptomatic
1 subclinical

Mylotte D. et al. European Heart Journal 2015
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Transcatheter Aortic Valve Replace-
ment: Postoperative CT Findings of

Sapien and CoreValve Transcath-
eter Heart Valves'
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Omin After 20mins After 60mins After
Intact Crimping Crimping Crimping

40 microns 10 microns

60 microns

Lashkmi Dasi et al. On the mechanism of TAVR.Annals of Biomedical Engineering
2017;45:310-331
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Combined Vancouver-Rouen Experience
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Definicion :
Incremento de >10mmhg en gradiente medio transprotesico
dentro de primer afio con respecto al alta

+ IVT VAo 106 cm
Ymax VAo 430 cm/s

GPmax VAo 74,0 mmHg
VYmed VAo 337 am/s /£
GPmed VAo 49,8 mmHg

P f-. R

Valor normal: 8-10mmHg

Y

Valor VHD: 34mmHg

Yt
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TaVR SavR
{n= E13) {n=313)
Excluchkad;
* Death (340Q) ;
= Mizzing echo data (BH) E;.'EH.I.I:I!H:L
* SAVR instead of TAVR (2) | :ﬁﬁ;ﬂg%n dEre (B5)
= AV re-intervention [3) « TAVH instead of SAVH (1)
~endacarditis, implant . ]
cofiplicalion, recurrenl = AV re=interventlon (5)
symptomatic eftencels
Cohort A Cohert B Cahort A
(N = 5G] {n =30) [N = 48)
| | l
Paired Firsl Paired First
FPost-implant & 5-Year Fost-implant & 5-Yesr
Enhnnurﬂlnnrﬂnﬂ Echocardiagrams
Long-Term Valve Performance of TAVR and SAVR
A Report From the PARTNER | Trial JACC 2017

Melissa A. Daubert, Neil J. Weissman, Rebecca T. Hahn, Philippe Pibarot, Rupa Parvataneni, Michael J. Mack, Lars
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A
2.5
p<0-0001
r N 3 |
2.0~ [ | F
=~ p=0-0019 p=0-10 p=0-06 p=0-66 p=029
5 — . —a
5 1.5 ——4- ’—""'——;.: ~9
a
g .
(ol 10-'
3 :
= =~ TAVR group
—4- SAVR group
05
~ 2
p<0-0001
T T T 1
2 3 4 5
Number atrisk
TAVR group 304 211 151 106 79
SAVR group 294 154 121 84 60

PARTNER 1-cohort A Mack et al Lancet et al 2015
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Patients With Severe Aortic Stenosis

The U.K. Transcatheter Aortic Valve Implantation Registry

TABLE1 Baseline Demographics and TAVR Procedure (N — 850)

™ Age, yrs 8247
Male 442/850 (52.0)
Coranary artery disease 3E1/808 (47.2)
_ Previous cardiac surgery 248833 (30.4)
o \'\\- 3 year survival = 6129 | Perihersl vascuar disease 238/812 (29.8)
\ COPD 232/814 (28.5)
Atrial fibrillation 202/846 (23.9)
= Diabetes 193/841 (22.9)

? Creatinine =200 pg/mmaol 54/833 (6.5)
\\\ MYHA functional class I/ 197/846 (23.3)
MYHA functional class LAV 649/846 (76.7)
g i} 5 year survival = 45.5%. LVEF =50% 549/845 (65.0)
g LVEF 30%-49% 223/845 (26.4)
LVEF <30% 73/845 (8.6)

Aortic valve peak gradient, mm Hg 81+ 27
o - CoreValve® 4421843 (52.5)
4 | N { y y SAPIEN valvet 401/846 (47.5)
0 1 - Follow usp -years 4 3 Transfemoral route 581/850 (68.4)
isk Montransfemoral route 269/850 (31.6)

850 865 598 515 429 158
Duncan et al. JACC: CARDIOYASCULAR INTERVENTIONS YOL. &, NO. 5, 2015

Long-Term Outcome After TAVR: The UK -TAVI Registry APRIL 27, 2015:645-53
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1.0
0.751 Creatinine <200
0.50 -
ey TR
0.25 4 Creatinine >200 B
p=0.0033
0.00 -
0 1 2
MNumber at risk Folk
Creatinine == 200 779 614 556 481 401 148
Creatinine = 200 54 36 27 21 18 [+

1.0+

0.751

0.504

0.254

0.004

0 2 3 4 5

MHumber at rizk

Follow-up - years

2 Mo AF 644 312 464 406 339 131
Duncan et al.
Long-Term Outcome After TAVR: The U.K.-TAVI Registry

1.0

No COFD

0.751
0.50
0.254 p=0.0044
0.00
0 1 2 3 4 Y
MNumber at risk FDllﬂw—up - years
Mo COPD 582 455 422 369 312 111
cCoPD 232 171 150 125 101 40
1.0
0.75 4
0.50 4
0.25 4
0.00 4
0 1 2 3 4 5

HNumber at nsk

Mo CHD 427

JACC: CARDIOVASCULAR INTERVENTIONS WOL. 8, NO. 5, 2015
APRIL 27, 2015:645=53

344

Follow up years
3n 272 237 a8
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D‘-CACI‘17 Insights on Prognostic Factors and Valve Durability
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in partnership with Bt From the Canadian Multicenter Experience

Causas de Muerte F/U

pi L Causes of Death During Follow-Up Period
ekl s 35 (3304
I 23 [15.1) L 23% CARDIACA
Suideken i & [XE)
[ PR S E S R ]
Endscandilh AT
Pesl-miilral nipli kit AT -
Sgrcardi S0 (59.3)
Pl iy il i i 41 [(3e 5
Hid riy il i 13 [(7.59
— S5 60%
Migan Dleeding T (4.8} [
. - NO CARDIACA
O 13 B.ES
Itk T IT AT ES

e Rodés-Cabau et al. JACC 2012:1864 —-75
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L1 Rl Univariate and Multivariate Predictors of Cumulative Late Mortality

Univariate Multivariate Model

Variables HR (95% CI) p Value HR (95% CI) p Value
Chronic atrial fibrillation 1.53(1.14-2.06) 0.005 1.39(1.03-1.89) 0.031
Cerebrovascular disease 1.32 (0.95-1.84) 0.098 — —_
COFD 1.72(1.27-2.34) 0.0004 1.84 (1.35-2.51) 0.0001
eGFR 1.10(1.01-1.21)* 0.037 112 (1.02-1.23)* 0.024
Frailty 1.37 (0.99-1.88) 0.052 1.41 (1.02-1.96) 0.034
Pulmonary hypertension 154 (1.12-2.11) 0.007 — —_

*For each decrease of 10 ml/min. N = 339.
Cl = confidence Interval; COPD = chronlc obstructive pulmonary disease; eGFR = estimated glomerular filtratlon rate; HR = hazard ratlo.

LR  Univariate and Multivariate Predictors of Cumulative Cardiac Mortality

Univariate Multivariate Model
HR (95% Cl) p Value HR (95% CI) p Value
Cerebrovascular disease 1.57 (0.94-2.62) 0.084 — —
Fulmonary hypertension 2.04 (1.26-3.32) 0.004 198 (1.19-3.27) 0.008
eGFR 1.15(1.02-1.29)* 0.019 117 (1.05-1.33)* 0.040
STS-PROM score 1.04 (1.01-1.07) 0.013 — —

*For each decrease of 10 mil/min.
Abbreviations as In Tables 1 and 3.

| Q \ Rodés-Cabau et al. JACC 2012:1864 —75
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Table 6 Baseline Univariate and Multivariate Predictors
of Cumulative Late Mortality in TF Approach Patients

Univariate Multivariate Model
Variables HR (95% CI) p Value HR (95% CI) p Value
Chronic atrial fibrillation 1.68 (1.09-2.58) 0.018 — -
Coronary artery disease 1.43(0.90-2.26) 0.098 — —
COPD 1.71(1.09-2.70) 0.021 — —
Pulmonary hypertension 1.81(1.13-291) 0.014 1.63 (1.01-2.64) 0.043

N = 162.
TF = transfemoral; other abbreviations as In Table 3.

Rodés-Cabau et al. JACC 2012:1864 —75
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B0
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40
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Baszeline
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p=0.712
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' Baseline Discharge

p=0.997

Baseline  Discharge

p=0.073

Dagulng MHecharge

17

Degres of Aortic
Regurgitation

W Severe

U Moderate

I Mild

B None/Trace
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AT Gradientes post TAVI

Progression of Transvalvular Mean Gradients Following TAVR

30

25-

20

mm Hg

157

10

OT—1 1 | -1

|
Discharge 1yr 2yr 3yr 4 yr

wes \VHD == Qverall Population w==No VHD

Incremento de gradiente transvalvular medio de >10mmhg
Gradiente medio al alta : 9.585.0mmHg Gradiente medio F/U: 26.1+11.0mmHg
En 4.5% poblacion estudiada (68pts/1521pts)

Incidence, Timing, and Predictors of Valve Hemodynamic Deterioration After Transcatheter Aortic Valve Replacement
Multicenter Registry Am Coll Cardiol 2016;67:644-55)
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Predictores
de deterioro hemodinamico post TAVI

Predictors of Transcatheter Valve Hemodynamic Deterioration Post-TAVR

*Absence of Anticoagulation Therapy at Discharge
*Valve-in-Valve Procedure (TAVR in a Surgical Valve)
+<23 mm Transcatheter Heart Valve

*Greater Body Mass Index

Jincidence, Timing, and Predictors of Valve Hemodynamic Deterioration After Transcatheter Aortic Valve Replacement Multicenter
Registry Am Coll Cardiol 2016;67:644-55)
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ipa A HR (35% C1): 316 (1.49-6.69)
p=0.01
6 7 5.6%
5 -
441 ACO al alta
T 3
2 -
'| .
D -
Yas Mo
Anticoagulation at Discharge
c HR (95% CI): 1.57 (1.03-2.42)
p=0.01
. B.0%
TAVI
- <23mm
%2
4 -
2 -
Yas Mo

Valve =23 mm

Predictores de VHD

HR (95% CI): 212 (1.28-3.53)

p<0.01

BMI
>27kg/m2

3.2%

6.1%

Yeas Mo
EMI > mean (27 kg/m2)

HR (959 CI): 2.74 (1.31-5.77)

p<0.01

10.5%

VinV

4.1%

Yas Mo
Valve-in-Valve

Jincidence, Timing, and Predictors of Valve Hemodynamic Deterioration After Transcatheter Aortic Valve Replacement Multicenter
Registry Am Coll Cardiol 2016;67:644-55)
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2y 5 ANOS DE SEGUIMIENTO.

Two year survival after TAVR 5-year survival after TAVR
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P=0.29
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o
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Mean Gradient (mmhg)
+
Mean Graditfnt (mmhg)
e
—e—
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Number of patients 16 18 Number of patients 5 5

CACI
| Q Romeo, Agatiello y col. Seguimiento alejado TAVI. En prensa SAC
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Pre-anticoagulation Instituto de Medicina

Cardiovascular
Post-anticoagulation
Gradient 11 mmHg

Gradient 23 mmHg

« Raro, menos 1%

 Aumento de Sintomas

« Aumento gradiente transvalvular
« ACO

* VinV

Leaflet motion abnormality after TAVI: genuine threat or much Q)
ado about nothing? Eurointervention 2016;12:Y28-Y32 AN




Transcatheter heart valve failure: a systematic
review

Darren Mylotte’2, Ali Andalib', Pascal Thériault-Lauzier', Magdalena Dorfmeister?,
Mina Girgis'!, Waleed Alharbi'!, Michael Chetrit!, Christos Galatas!, Samuel Mamane',
Igal Sebag?, Jean Buithieu', Luc Bilodeau', Benoit de Varennes®, Kevin Lachapelle®,
Ruediger Lange?, Giuseppe Martucci'!, Renu Virmani®, and Nicolo Piazza'®3*

40+
35 +
o 30+
ﬁ 25+
5 15 cases of TAVR valve
= 20+ .
£ | thrombosis reported from
2 12/02-03/14
5 14 symptomatic
2 1 subclinical
<',°°°°

Mylotte D. et al. European Heart Journal 2015



ORIGINAL ARTICLE

Possible Subclinical Leaflet Thrombosis
in Biloprosthetic Aortic Valves

R.R. Makkar, G. Fontana, H. Jilaihawi, T. Chakravarty, K.F. Kofoed, O. de Backer,
F.M. Asch, C.E. Ruiz, N.T. Olsen, A. Trento, J. Friedman, D. Berman, W. Cheng,
M. Kashif, V. Jelnin, C.A. Kliger, H. Guo, A.D. Pichard, N.J. Weissman, S. Kapadia,
E. Manasse, D.L. Bhatt, M.B. Leon, and L. Sendergaard

NEJM 2015
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Normal leaflets Thickened leaflets with thrombus

Systole B Systole
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Corevalve Portico
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This finding was invariably missed on TTE, which demonstrated normal
transvalvular gradients

Reduced
mobility

Day 1 mean Day 30 mean
gradient =9 mmHg | gradient = 9 mmHg

m“mm lluw'\n_ﬁi‘u-u.l I
"tmnwl um

Portico IDE gradients in patients with and

without reduced leaflet motion

p=0.09
2000
Normal leaflet motion
Reduced leaflet motion
40,00
e
B
g 3000
&b
=
o
@
2

10,00+

T T T
Baseline Discharge 30Day 6Month
N=54 N=50 N=50 N=28%
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There was 100% concordance in the assessment of leaflet motion between
TEE and 4D VR-CT in 10 out 22 patients with reduced leaflet motion
undergoing TEE
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Therapeutic warfarin vs. DAPT: Portico-IDE
Decreased incidence of subclinical leaflet thrombosis

55.0%

0% vs. 55.0%, p=0.01 11/20

0/8
0,0%

g cacl herapeutic warfarin
. Y
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it Encdotelizacion post TAVI

CoreValve prosthesis at 350 days

[c«w.lnwuzudm

nnmwmudmo[dnmcndemmNy j

T el el B ™ ™ B ™ T A ™ Tt e 0 Tt R S 9

Noble S et al. Eurointervention 2009:5:78-85
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Prevalencia  Prevalencia
Autor n trombosis por trombosis por
TC ETE
Pache et al 10.6%
2016)  °  (5dias) NA
Leetma et al 4%
(2016) 15 (1-3meses) A
De'&'ﬁ%ft 4521 NA 4 5%(4afios)
7%
Hansson et al(2016) 405 0 NA
40%
Makkar et al(2016) 55 (32dias media) NA
Makkar et al(2016) 132 oL NA
(86dias)
Yaganisawa et o) (4
21(2017) 70 14.3%(1afo) NA
12% o/ (o
Vallema et al(2017) 434 (35dias) 3%(3afios)
Jose et al(2017) 642 9% 2.8%(181dias)

Prevalencia de Trombosis by CT/ECo

Gradiente
medio(mmHG)
EOA(cm2)

8+3.5/ NA

19.2/1.44
26.11£11/ NA
107/ 1.50.5
9.244.9/ NA
8.412.9/ NA
8.3£0.8/ NA

9.3+04.7/ 1.99+0.56
34+14/ 1.06+0.46



Subclinical leaflet thrombosis in surgical and transcatheter
bioprosthetic aortic valves: an observational study

Tarun Chakravarty, Lars Sendergaard, John Friedman, Ole De Backer, Daniel Berman, Klaus F Kofoed, Hasan Jilaihawi, Takahiro Shiota,
Yigal Abramowitz, Troels H Jergensen, Tanya Rami, Sharjeel Israr, Gregory Fontana, Martina de Knegt, Andreas Fuchs, Patrick Lyden,
Alfredo Trento, Deepak L Bhatt, Martin B Leon, Raj R Makkar, on behalf of the RESOLVE and SAVORY Investigators*

Research in context

Evidence before this study
We searched MEDLINE on Feb 1, 2017, for articles published in
English, with the search terms “bioprosthetic valve thrombosis”,

" ou

“transcatheter aortic valve thrombosis”, “subclinical leaflet
thrombosis”, “hypoattenuating leaflet thickening”, and “TAVR
thrombosis”. Although symptomatic thrombosis represents the
extreme end of the spectrum of bioprosthetic aortic valve
thrombosis and is probably under-reported (prevalence of 1-2%),
subclinical leaflet thrombosis with no associated symptoms is
more frequent (prevalence of 10-15%) than is symptomatic
bioprosthetic aortic valve thrombosis. Reduced leaflet motion
detected with high-resolution CT in bioprosthetic aortic valves has
been attributed to subclinical leaflet thrombosis in previously
reported series. The published series have several limitations,
including absence of complete clinical follow-up, no core
laboratory assessment of transthoracic echocardiograms, no
information about differences in the prevalence and severity of
subclinical leaflet thrombosis between transcatheter and surgical
valves, no adjudication of neurological events, and no information
about the efficacy of novel oral anticoagulants (NOACs).

Added value of this study

We report, to our knowledge, the largest study to date of

931 patients who had CT scans done after surgical or
transcatheter aortic valve replacement (TAVR) to assess reduced

Lancet online March 19, 2017

leaflet thrombosis between surgical and transcatheter aortic

valves. Findings from this study are also the first, to our
knowledge, to show the potential efficacy of NOACs in the
prevention and treatment of subclinical leaflet thrombosis in
bioprosthetic aortic valves. The frequency and severity of
subclinical leaflet thrombosis was lower in surgical than in
transcatheter aortic valves. Patients with reduced leaflet motion
had a small, but significant, increase in valve gradients.
Anticoagulation was better than dual antiplatelet therapy (DAPT;
standard of care for patients after TAVR) or monoantiplatelet
therapy in the prevention and treatment of subclinical leaflet
thrombosis; both NOACs and warfarin were effective. We also
observed increased rates of neurological events, including
transient ischaemic attacks and strokes or transient ischaemic
attacks associated with reduced leaflet motion, although the
rates of strokes were not significantly different.

Implications of all the available evidence
Our findings question the guidelines recommending DAPT after
TAVR and raise the issue of whether or not warfarin or NOACs
are more appropriate in certain patients than is DAPT.
The risk-benefit profile of anticoagulation will be established in
future clinical trials. Despite excellent outcomes after TAVR with
the new-generation valves, room might exist for further
improvement in outcomes through an understanding of the
predictors of reduced leaflet motion and consideration of a
1going
ngs.

@R ®

CrossMark
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Study design

657 patients underwent CTs in the 274 patients underwent CTs in the
RESOLVE registry SAVORY registry
Cedars-Sinai Medical Center, Los Angeles Rigshospitalet, Copenhagen

931 patients undergoing CTs

v

890 patients with interpretable CTs were included in the analysis
RESOLVE registry: 626 patients
SAVORY registry: 264 patients
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Prevalence of reduced leaflet motion
Transcatheter vs. surgical bioprosthetic aortic valves: p=0.001

Reduced leaflet motion was present in 106 (11.9%) patients

} }

Transcatheter valves Surgical valves
13.4% (101 out of 752) 3.6% (5 out of 138)

I
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Baseline characteristics

Patients with surgical and transcatheter aortic valves

SAVR TAVR
Characteristic (N=138) (N=752) p-value
Age-year 71.9+8.6 80-748-4 <0.0004)
Male sex-no. (%) 88 (63-8%) 413 (54-9%) 0-05
Medical condition - no. (%)

(__Chronic kidney disease 6 (4-8%) 82 (11-7%) 0-02 ]
Hemodialysis 0 (0%) 9 (1-3%) 0-23
Hypercoagulable disorder 0 (0%) 9 (1-4%) 0-61

(__Hypertension 101 (73-2%) 666 (88-7%) <0-0001)
Prior stroke 9 (6-6%) 63 (8-4%) 0-47
Prior transient ischemic attack 3 (2:2%) 39 (5-2%) 0-19

[ Hyperlipidemia 93 (67-9%) 584 (77-8%) 0-01 |
Diahetes 28 (20-3%) 187 (24-9%) 0-25
PCI within 3 months prior to AVR 7 (5-2%) 90 (12:0%) 0-02
Congestive heart failure 68 (49-3%) 604 (80-6%) <0-0001
Syncope 2 (1-5%) 48 (6-4%) 0-02
Atrial fibrillation 31 (22-6%) 219 (29-2%) 0-11

Baseline echocardiogram
Ejection fraction - % 57-2+11-5 57-7+12-9 0-30
Mean aortic valve gradient - mmHg 43-6+£14-4 44.4+14-1 0-91
Peak aortic valve gradient - mmHg 72-5+£22-3 74-4+22-7 0-82
VTI ratio 0-26+0-12 0-23+0-08 0-04
Anticoagulation at the time of discharge 31 (22-5%) 187 (24-9%) 0-54
Anticoagulation at the time of CT 38 (27-5%) 186 (24-7%) 0-49
Timing from AVR to CT 162-5 days (80 — 417 days) 58 days (32 — 235 days) <0-0001

0-6 months
6-12 months
>12 months

74 (53-6%)
26 (18-8%)
38 (27-5%)

520 (69-2%)
84 (11-2%)
148 (19-7%)

| P BaBt W — T
AVR=Aortic valve replacement; CT=computed tomogram
Data are mean + <standard deviation or median (interatiartile ranae) for contintiotis variahles: N (9%) for cateaorical variabhlec
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Impact of reduced leaflet motion on valve
hemodynamics

Reduced leaflet motion

Increased mean gradients at
the time of CT In patients with
reduced leaflet motion

Normal leaflet motion

13-:8+10-0 mmHg vs. 10-4+6-3 mmHg,

20,06 p=0.0004 p:OOOO4
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Increased gradients in patients with reduced leaflet motion

18.0
15/96
16.0 P=0.0002 P<0.0001 13/f8 P<0.0001
(15%) 12/88
0,
14,0 (14%)
12.0
o 10,0
(&)
[
K
S 8.0
P 40/714
= 0
B 60 (6%)
4.0
2.0 9/632 7/632
’ 1% 1%
0.0
Normal leaflet Reduced Normal leaflet Reduced Normal leaflet Reduced
motion leaflet motion motion leaflet motion motion leaflet motion

(“Af'"

Mean aortic gradient >
20mmHg

. . Mean aortic gradient >
Increase in gradients >

20mmHg AND Increase in
gradients > 10mmHg

10mmHg



B SOLACI
J CACI'17

‘ ARGENTINA

In partnership with "‘tct

Impact of reduced leaflet motion on clinical outcomes

All clinical events post-TAVR/SAVR included

No significant difference in strokes; but increased risk of TIAs and

strokes/T1As
Normal leaflet motion (N=784) Reduced leaflet motion (N=106)
Rate per 100 Rate per 100 Hazard ratio
0, 0 _
N (%) person-years N (%) person-years (95% Cl) p-value
All events
Death 34/784 (4-3%) 2:91 4/106 (3-8%) 2-66 0-96 (0-34-2-72) 0-94
.B0, . .Q0, . . 21-17- .
Myocardial infarction 4/784 (0-5%) 0-34 1/106 (0-9%) 0-67 1-91 (0-21-17-08) 0-56
.40 . .40, . . .62-6- 5
[Strokes/Tl As 27/784 (3-4%) 2-36 11/106 (10-4%) 7-85 3:27 (1-62-6-59) 0-001 ]
.90, .70, . . .86-5.
All strokes* 22/784 (2-8%) 1.92 6/106 (5-7%) 412 2-13 (0-86-5-25) 010
.70, . .70, . . .00-5. .
Ischemic strokes 21/784 (2-7%) 1-83 6/106 (5-7%) 4.12 2-23 (0-90-5-53) 0-08
7/784 (0-9%) 0-60 6/106 (5-7%) 4-18 7-02 (2-35-20-91) 0-0005
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Partner 1B
CoreValve Extreme Risk
= Partner 1A [TF)
== CaréValve High isk @
Partner 1A [TF)
8 SURTAYI
NOTION

Rate OF CVE AT 1 YEAR %

E “ ®.




TiMING OF CEREBROVASCULAR EVENTS &
DETERMINANTS OF ANTITHROMBOTIC STRATEGY

Risk 1061 patients from 5 centers

* B89 CVE's in 12 months (8.4%)
* Rates of CVE: <24 h: 2.7%

1 to 30 days: 2.4%
Procedure- 1 to 12 months: 3.3%

related factors Nombels France, Orculetion 2012:126- 30413053

Fredilatation
Pastadilatation

Fositioning
¢ Valve-related factors

Leaflet thrombosis; - Stent surface expo

Patient-related factors
Atrial fibrillation
Peripheral Vascular Disease, prior cerebrovacular events
Aortic arch atheroma

Time
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« Durabilidad es una cuestion impostergable para estimar TAVI
en paciente de riesgo intermedio-bajo

« La performance de las proétesis utilizadas esta demostrada a
5anos, aunque la poblacion tratada en los viejos trials son
practicamente pacientes «futiles» de hoy.

e La definicidn de VHD, debe ser consensuada , asi como las
visitas post TAVI (podria estar subestimada)

 Trombosis es una entidad, rara aungque se debe tener la
sospecha ante cambio de gradientes y reinicio de sintomas

I




