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Membership: Evolution since 2005
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2015-2016 Achievements : Congresses & Meetings

Endorsed meeting:

EUROVALVE 2016

CONGRESS ENDORSED BY THE ESC WORKING GROUP
ON VALVULAR HEART DISEASE

THURSDAY 10 - FRIDAY T MARCH 2016 (2DAYS), BRUSSELS -BELGIUM
(G| flw]e]+

Topic(sk: Valvuwlar Heart Diseases;

® |N-PERSON
EVENT

% Summary

As part of the scientific committee and program, the Working Group on Valvular Heart Disease is happy to announce
the endorsment of the fourth edition of the EuroValve Congress.

Aiming to promote optimal management of patients with valve disease, the congress addresses imagers, clinical
cardiologists, interventionists and cardiac surgecns.

For this 2016 edition, it will take place at the hotel Bloom in Brussels, Belgium, on 10-11 March and will feature several
sympaosia, controversies and round tables with expert's panel.

-
-
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Valvular Heart

Disease

‘ www.escCa I'dI0.0I'g ESC Working Group Eggfé_l:f%ﬁ
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Transfemoral TAVR Is a Dominant Technology
Over Surgery

- Cost effective TAVR vs. AVR: Transfemoral @ S
technology Cost per QALY gained
even with first e A Cost = - $2210
_ A QALYS = + 0.068
gen.erathn Ty 3 ICER = dominant
devices - % dominant = 59.7
.. S $10,000 -
« Achieving S
b etter . E— *0 % <$50,000 per QALY
outcomes while F; ‘ =747
. S Jie=—
reducing costs SR
- i -$20,000 -
Key InSightS Complete Population
'$30,000 T T T T T 2 T
* TF-TAVR reduced LOS 020 -0.15 -010 -0.05 000 005 010 015 0.20
by 6 days vs. AVR AQALY (TAVR - AVR)
e TF-TAVR resulted in
improved early QOL

Reynolds M., Cost Effectiveness of Transcatheter Aortic Valve Replacement Compared With Surgical Aortic Valve Replacement in Patients With Severe Aortic Stenosis: Results from
The PARTNER Trial (Cohort A). Presented at TCT 2011, November 7, 2011; San Fransisco, California.



1st UK TAVI 9t year post implant....
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MoVinG toNOERRIEK Patients
I SUB-STUDY
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troke life-threatening
va Iar complications, or AKI at
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_ :__':‘,{‘ 'r'major stroke at 2 years

-~1200 Subjects

—-'ﬁFn'lTew- up Evaluations:
30 -days, 6-month , and 1 Through 5 years

= Number of Sites: Up to 80 sites

ation: Low R:sk.%_"
Heart Team to be low surgical risk |

—-ﬁ

Low Surgical Risk ’
" Predicted Risk of

mortality <3%

Heart Team Evaluation

1:1
Randomization

TAVR SAVR

Leaflet sub-study Leaflet sub-study
N=200 N=200




INICAL QUEST.lQAIE"‘f

LIS nbolic stroke during TAVI/R
g relevant clinical problem ?

9-1s there clinical/functional
= f/=correlat|on of ‘silent” microembolic

f"

— _events ?

3.Can we improve outcomes with
embolic protection devices ?

-
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50%) of vents OCcCcUr

per]gree édurally

SNeliically silent” or non-detected
_),f,) es are frequent

=\Eew: embolic lesions in the brain
{én ‘be detected in up to 100% of
= patients following a TAVI

- procedure

® Embolic events have been linked
to neurocognitive decline
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—mood disturbances
~ psychomotor speed
personality changes



*Knipp 2005, Stolz 2004.
**Astarci 2011, Ghanem 2010, Kahlert 2010, Rodés-Cabau 2011.
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Elated iognltlve decline

PRPAtiEntS' Wlth new ischemic
Jr-k,c 1S post CABG (20%) had a
."."’: arger neurocognitive decline

—
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= han the patients with stable

—
‘-—

The Ilnk between neW IeSIOnS Pre-catheterization cerebral MRI classification
on DW MRI in TAVI cohort yet :

: Increase MRI lesions
to be established..

Neuro Cognitive Decline

Lund et al, 2005 Restrepo et al Stroke 2002
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= + Most patients have multiple infarcts

* “Silent"” infarcts associated with'"'-
« 2-4-fold risk of future stroke
»3-fold risk of mortality
>2-fold risk of dementia
Cognitive decline
Dementia

% of TAVI patients with new cerebral lesions on
DW-MRI

-

ging is "truly frighteningWI,

Gharem 2010

Arnald 2010

Kahlert 2010

Astarcl 2011

DEFLECT I

contral arm 2015

Bijuklie 2015

CLEAN-TAVI

control arm

PROTAVI-C

MeuroTAVR
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Smith et al. N Engl J Med 2011;364:2187-98. Leon et al. N Engl J Med 2010;363:1597-1607.
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CoreValve US Pivotal Trial

7.0%
5.8%
s 3.1% Log-rank P = 0.59
0 | I I I I I I I I I I I ]
0] 1 2 3 4 5 6 7 8 9 10 =492
N Months Post-Procedure
Surgical 357 333 289 263

Transcatheter 390 367 344 322



No. at Risk
Surgical

Transcatheter

Log-rank P=0.10

249
314 927

0 1 4 5 6 7 8 T | e,
Months Post-Procedure

357 322 274

390 363 334
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“® Predictors: advanced age, multiple valves
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Tchetche et al. ] Am Coll Cardiol Intv 2014;7: epub
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FIGURE 1 Timing of Cerebrovascular Events
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Tchetche et al. ] Am Coll Cardiol Intv 2014;7: epub



Device positioning in the
root

¢ Valve deployment

e Post-dilatation

Bolus dose heparin
Severe hypertension

Global Ischaemia  Severe hypotension
e Rapid pacing
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Implantation (TAVI) Beyond The Learning Curve Experience: Insights From
Glenfield-Leicester UK TAVI Registry.

Ashan Gunarathne®, Elved Roberts®, Derek Chin®, Dave Adlam?,2, Alison Beech!, Mariuca Vasa-

Nicotera?, Amerjeet Banning*2, Rebecca Horton',Hasan Jilaihawi, Jan Kovac*?
1Glenfield Hospital, University Hospital Leicester NHS Trust, Leicester, United Kingdom, 2University of Leicester, United Kingdom,3University

Introduction
ic valve implantation (TAVI) is rapidly evolving as
tion for patients who are at high risk for
ical AVR with favourable mortality benefit. The
omes of this procedure are partly driven by the
~expertise & experience. The impact of “learning
e on one year all-cause mortality post TAVI
by a single operator in a single centre has not been
investigated.

j To analyze & to observe any secular trends in one year
-; I=cal mortallty in consecutive patients who received TAVI in a
lertiary cardiac centre in the UK over a f|ve year period to observe

. the impact of “learning curveM@ﬁ'h@ " on mortality rates.
.—T The registry records of 188 consecutive TAVI patients (2007-2013)
- were reviewed using patient-level data. One year all-cause mortality
data was obtained from the national mortality data base and collated
with local registry demographic, risk profile and TAVI procedure
related information. Kaplan-Meier analysis was used to compare
mortality between the “first 60 patients" (learning curve experience
group, GP1) to other age, gender & risk profile matched two equal

sequential groups (GP2 & GPResults

Of the total population (n=188, mean age: 82(SD:6) yrs) 50% were
male. Use of trans femoral access (93.6%) was significantly
(P<0.05) higher compared to the trans-apical route. Corevalve was
the most commonly used implant (68.4%). The majority of the
patients had a higher logistic Euroscore (median: 16.6(IQR :10-22)).
Smoking (54.4%) & diabetes (20.2%) were the most commonly
prevalent risk factors. 17.8% of the patients required a PPM where
9% had at least one _maior complication (tamponade. CVA. Maior

l Improved One Year All Cause Mortality following Transcatheter Aortic Valve

One year all-cause mortality comparing three time periods

Cum Survival

Log rank test; P=0.003

o 100 200 300 <00

One year all-cause mortality

In univariate mortality analysis, event free survival was significantly
higher (91.6% vs. 65.46%) in the latter time periods [GP 2 & 3:
n=128] compared to the “learning curve experience-group”[GP1:
n=60], ( log rank rest, P=0.003) (graph 1). Procedure related
characteristics (post TAVI aortic regurgitation, complications) were
comparable between the groups, except the use of Corevalve(CV)
was more prevalent in the first time period ( CV: 91.7% vs.
Edwards sapien (ES) :8.3%) compared to GP3 period ( CV:43.8%
vs. ES: 48.4%). In multivariate cox regression analysis, this
disparity appeared not be gSgpredipsioig any improved mortality.
In our experience , One year all-cause mortality has improved and
hospital stay has reduced over three consecutive time periods. The
mortality reduction does not relate to patient related characteristics
and may have been driven by acquired skills and experience of the
TAVI team and advances in valve design. This warrants further
investigations.



troke risk'eeem to be independent of operator

Stroke Complication

Risk-Adjusted
P for association = 0.1399

%  underestimate

Relationship Between Procedure
Volume and Qutcome for
Transcatheter Aortic Valve Replacement in
U.S. Clinical Practice:

Insights from the STS/ACC TVT Registry g 100 200 30C A00

Case Seguence Number

STSIOC TVT Raplsuy’ ot



erence between ballon and self-expandable valves
d‘t——’( .

—

Qdds Ratlo
(95% Confldence Interval)

Multicenter experignce
Transfemoral approach, % 24 (1.9-3.0)
Transapical approach, % 1.8 (1.1-2.8)
Transfemoral versus transapical approach 1.14 (0.75-1.74)
Single-center experience
Transfemoral approach, % 3.9 (3.2-4.8)
Transapical approach, % 3.2 (2.2-4.8)

Transfemoral versus transapical approach 1.06 (0.61-1.85)

Multicenter experience
CoreValve, % 2.2 (1.6-3.1)
Edwards Valve, % 25 (1.8-3.4)
CoreValve versus Edwards Vahlve 1.10 (0.79-1.51)
Single-center experience
CoreVake, % 41 (3.1-5.4)
Edwards Valve, % 3.0 (21-4.3)
CoreValve versus Edwards Vahle 1.28 (0.43-3.81)

Athappan et al JACC 2014;63:2010-10
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orocedural factors

Predictors of acute (=24 h)
cerebrovascular events

Balloon postdilation 2.51 (1.15-5.49) 2.46 (1.07-5.67)
Valve dislodgment/embolization 3.97 (1.32-11.94) 4.36 (1.21-15.69)

Aortic valve area (per 0.1-cm® decrease) 1.21 (0.97-1.53) 1.22 (0.96-1.53)
NYHA functional class IHV 5.68 (0.77-42.01) 5.06 (0.68-37.77)

PR S
e S

e

Predictors of subacute (1-d-30-d)
cerebrovascular events

New-onset atrial fibrillation 2.96 (1.21-7.25) 0.023 2.76 (1.11-6.83)
Severely calcified aorta 2.99 (1.13-5.97) 0.032 2.28 (0.98-5.30)
Diabetes mellitus 2.27 (1.02-5.03) 0.039 2.17(0.97-4.84)

Nombela-Franco et al Circulation 2012;126:3041-53



e
ess site play a role- perhaps.not..?

Study name Statistics for each study Events | Total Odds ratio and 95% CI

Lower Upper
limit limit Z-Value p-Value Group-A Group-B

AMZ Source 0099 3811 -0522 0802 2/67 3/63
Belgium 0123 1.058 -1.838 0063 7/232 7T/88

Canada 0.418 7.564 0.780 0435 5/168 3/177
France Registry 0.318 7.743 0552 0581 7/161 2/71
GARY 0.740 1552 0.368 0.713 100/269441 /1181
PARTMER | cohort A 0192 1465 -1.223 0221 9/244 7T/104
Sentinel EORPITCV T 0654 2708 O0.789 0430 54/3390 9/749

SOURCE Registry 0702 1943 0598 0550 27/920 3571387
SOURCE XT 0632 1915 0337 0736 39/1694 19/906

Ovarall 0.830 1.307 0.354 0.723

Large meta analysis (29000 patients!)
showed no effect of access site

Athappan et al JACC 2014;63:2010-10

I



nd generﬁtion devices and in intermediate risk

Stroke Remains Issue
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Meredith, et al, presented at PCR LondenVakves 201 4; Adams, etal, N Engl | Med 20| 4;370: | 720-8; Leon, et. al presented at ACC 201 3; Lefevre et al, | Am
Coll Cordie! 2018; | ;; Popra, et al, | Am Coll Candial 201 4;63: 1972-81; Linke, et. al. presented at Lendon Vahves 20 15 Van Mieghem, et al, presented at
EurcPCR 2015 Kodalietal, presented at ACC 2015 Holmes, etal, JAMA 2015;313: 1019-28; Meredith, etal., presented at ACC 201 5, Willams, et. al.

presented at ACC 200 & Thourani, et al, presented at ACC 2016
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SIRVENMIPLOVE outcomes with embolic protection AEVIGES: 2
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Bonhoffer et al J Am Coll Cardiol 2002;39:1664-9
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n effective in capturing debris.. =
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Van Mieghem et al Eurointervention 2016;12:499-507



»,_. —"_ J ——
"”"‘ﬁndata on neurocogmtlve
|mprovement
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Haussig et al JAMA 2016;316:592-601

intention-to-treat S

c Any symptom 17 (34 %)
ontrol _ Ataxia 16 (32 %)
Any symptom 14 (28 %)

Fuer Ataxia 12 (24 %)

Neurological Outcome

2 days
{No, %)

14 (28 %)

8 (16 %)

7 days
(No, %)

5 (10 %)
4 (8 %)

8 (16 %)
7 (14 %)

RR 1.439 (0.963 to 2.149), OR 2.316, p=0.118

30 days
(No, %)

6 (12 %)
5(10 %)

6 (12 %)
6 (12 %)
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domised data

The SENTINEL Trial

%
Patients with Severe Symptomatic
Aortic Stenosis Undergoing TAVR

Patients Randomized (1:1:1)
s Imaging Cohort

--‘.

SAFETY ARM TESTARM CONTROLARM
TAVR with Sentinel TAVR with Sentinel TAVR Only
(n=121) (n=119) '
Histopathology '
& Morphometry '

Clinical Follow-Up (Neurologic oversight in all patients)

I Serial MRIs (Baseline, Day 2-7 & Day 30)
|

Serial Neurocognitive Assessment (Baseline, Day 30 & Day 90) ,
-

Kodali TCT 2016



ﬁlfference in clinical stroke rates..
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Kodali TCT 2016

42.2% reduction
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p 1 " Lesion Vol. Difference =-42.2% | Superiority Testing |
Unadjusted [95% CI : -67.6% to +3.2%] pvalue =0.33
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Sjlenz ce bral Infarcts are frequent and are shown to
2lf] n pact on cognitive function

-
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W ST 1t|aI results with cerebral protection devices

Of 1smg, so far failed to be validated in powered
f' 'h: omized trials

- o Freedom from new brain lesions should be a gold standard
after TAVI?
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