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Current trend of TAVI: shift in the metrics of ‘what matters?’

PROCEDURAL
SUCCESS METRICS

AGE
65+ CAD Hemodynamics & PPM

ANATOMY Durability <

Tri-leaflet More Bicuspid Lite Expectancy

ACTIVITY

Coronary Access
High(er) 1 (PCI) & TAV-in-TAV

LIFETIME
MANAGEMENT METRICS

Mortality & Stroke

Quality of Life

Conduction
Disturbance (PPI)




The ACURATE neo?2 valve

Top-Down Deployment

« Stable and predictable valve release!?
« No requirement for rapid pacing during deploymentt
Stabilization Arches [\ / \ /\

« Axial self-alignment of valve

within the native annulus \ A / |
« Extra-large open cells to facilitate S \ / \ /
BORney, ress 1'% \/ ] Supra-Annular Valve
) . « Large effective orifice areas and low gradients?
’ « Porcine pencardium leaflets with BioFix™
Upper Crown / \ anti-calcification process*
« Supra-annular anchoring

« Caps native leaflets and provides
coronary clearance'

Active PVseal™ Technology

* Designed to conform to the native aortic annulus
Lowel' Crown « Actively seals to minimize potential paravalvular leak
« Minimal protrusion into LVOT
» Low risk of conduction system interferences?

A “improved” new device with unique characteristics



All-cause death, any stroke or

eath, Stroke, or Hospitalization for CHF

e D

Al-caus:

The PREVIOUS ACURATE valve

v’ Clinical data of the previous valve

Patients with severe aortic stenosis requiring intervention

<& Heart team decision
‘ Screening Log | <<= [ IFTAVI SAVR ‘
&

Randomized controlled trial (739 patients)
@ 1:1 Randomization @

)

Primary endpoint:
Combined early safety & clinical efficacy at 30 days (vArRC-2)

Clinical and echocardiographic follow-up:
at 30-days, 1 year and 3 years

3-year Hemodynamic Bioprosthetic Valve

heart failure hospitalization Performance Dysfunction and Failure
ACURATE neo™  SAPIEN 3 25 ACURATE neo™  SAPIEN 3 ACURATE neo™  SAPIEN 3
35 e 50 200 i
iy SVD with at least moderate HVD
30° 249 ,./;’/JW 214 40 160 ‘

Valve thrombosis
=684

\
Rortic valve mean gradient (mmHg)

77 H Endocarditis
27287 20 0.80 o
15 _74f . g = 685
- HR092(0.72 10 118) ]
A RMST - 536 (-61910 512 5
10 7 0 040 New onset or worsening sysmptoms
/s =687
s o 0,00
ox 367 Aortic val t i
[ 365 730 1095

Days Post-TAVR Valve-related death

Largest report of patient outcomes with the ACURATE platform beyond one year after

TAVR, demonsirating excellent hemodynamic performance and promising ACURATE
neo durability outcomes to 3 years

Multicenter Comparison of Novel @
Self-Expanding Versus Balloon-Expandable
Transcatheter Heart Valves

Oliver Husser, MD, PuD,* Won-Keun Kim, MD,” Costanza Pellegrini, MD,* Andreas Holzamer, MD,*

Thomas Walther, MD," Patrick N. Mayr, MD,* Michael Joner, MD," Albert M. Kasel, MD,” Teresa Trenkwalder, MD,"
Jonathan Michel, MBBS, BSc,” Tobias Rheude, MD," Adnan Kastrati, MD,™' Heribert Schunkert, MD,"'

Christof Burgdorf, MD,"* Michael Hilker, MD,“ Helge Mollmann, MD,” Christian Hengstenberg, MD™"

TAVR procedures from 01/2014 - 01/2016 - Transfemoral access
- ACURATE neo or SAPIEN 3
n= 1121 - No valve-in-valve procedure
ACURATE neo SAPIEN 3
n=311 n=810

CT not evaluable n=6

1:2 Matching

Clinical ECG MSCT

Atrial fibrillation - Bicuspid valve

Previous pacemaker — Heavily calcified cusps
RBBB on admission — Aortic annular area (cm?)
LBBB on admission

Age

Gender

BMI

On dialysis
Logistic EuroScore |
NYHA lI/1IV
Previous CABG
Previous Ml
COPD

GFR

LVEF <35%
PAP>60 mmHg
Previous stroke

ACURATE neo SAPIEN 3
n=311 n=622

Bruno A et al. JACC Cardiovascular interv 2022, Husser et al. JACC Cardiovascular interv 2017



The PREVIOUS ACURATE valve

v' Clinical data of the previous valve Multicenter Comparison of Novel ®

Patients with severe aortic stenosis requiring intervention Self-Expanding Versus Balloon-Expandable

Transcatheter Heart Valves

& Heart team decision
‘ TABLE 4 Outcome at 30 Days TABLE 3 Device Failure
ACURATE neo SAPIEN 3 ACURATE neo SAPIEN 3
(n=31m) (n =622) p Valua (n=31) (n=622) pValue
Early safety composite endpoint at 30 days* 49 (15.8) 97 (15.6) 0.941 Device failure* 34 (109) 60(9.6) 0.539
All-cause mortality 7(23) 12 (1.9) 0.742 Procedural mortality 3 (1.0) 2(0.3) 0.340
Stque (dls.abllng, nondisabling, transient 7 (2.3) 19 (3.1) 0.484 Correct position 308 (99.0) 616 (99.0) 0.999
ischemic attack)
Coronary artery obstruction requiring 2 (0.6) 0 (0) 0.046 Intended performancet 280 (30.0) 564 (30.7) 0.753
intervention PVL Il+ 15(4.8) 11(1.8) 0.008 |
heq .
© Major vascular complication 32 (10.3) 53 (8.6) 0.710 | Elevated gradient (=20 mm Hg) 10 (3.2) 43 (6.9) 0.021 J
5 > Life-threatening bleeding 13 (4.2) 27 (4.4) 0.910 Multiple valves 7 (2.3) 7(1.1) 0.251
- Acute kidney injury (AKIN 2/3, including 10 (3.2) 17 (2.8) 0.669 Conversion 5(1.6) 4 (0.6) 0370
o renal replacement)
- Valve-related dysfunction requiring repeat 1(0.3) 0 (0) 0.159 Values are n (%). *Multiple events possible; counting only first event.
procedure (BAV, TAVR, or SAVR) tNo prosthesis mismatch, mean aortic valve gradient <20 mm Hg, or peak
New permanent pacemaker implantationt 29 (10.2) 92 (16.4) 0.018 ] velocity <3 m/s, without moderate or severe prosthetic valve aortic regurgitation
Lard of the first implanted prosthesis.
R, demonsiraiing exceiieni nemodynamic periormance and promising ACURATE g PVL — paravalvular leakage
neo durability outcomes to 3 years )

n=311 n=622

Bruno A et al. JACC Cardiovascular interv 2022, Husser et al. JACC Cardiovascular interv 2017



The ACURATE neo?2 valve

v' Compared to the previous valve

Common
features

Stabullzatnon E
arches

________________

........................

Acurate neo STUDY Incidence Competitor
(Boston Scientific)
SAVI-TF Registry(?) 4.1% (procedural)
, MORENA Registry!? 4.8% (30-d) Sapien 3 (Edwards)
SCOPE | RCT®) 9% (30-d) Sapien 3 (Edwards)
Mauri V et al. 4.5% (30-d) Sapien 3 (Edwards)
(small annuli)®
NEOPRO Registry!®) 10.9% (30-d) Evolut PRO (Medtronic)
SCOPE Il RCT®) 10% (30-d) CoreValve/Evolut
(Medtronic)
Not negligile more-than-mild PVL incidence

Competitor’s incidence

1.8% (30-d)
3% (30-d)
3.6% (30-d)

8.7% (30-d)

3% (30-d)

ACURATE neo2

Radiopaque marker

Taller (+60%)
outer skirt

STRUCTURAL

Transcatheter Aortic Valve Replacement
With Self-Expanding ACURATE neo2

Postprocedural Hemodynamic and Short-Term
Clinical Outcomes

Propensity-Matched Comparison of ACURATE neo Versus ACURATE neo2

The ITAL-neo Registry

Predischarge Paravalvular Aortic Regurgitation
ACURATE neo2

(N = 202)

(N =204)

60% -
™ 4 " -'-," m
50% - \
v Y 40%- Y Y
|
| 30%- r Yy 1
L8 i b

20% -
10% 4

Mild 'L Moderate Eeverej

3-fold lower frequency of moderate or greater
paravalvular aortic regurgitation with

ACURATE neo2 (11.2% vs 3.5%, P < 0.001)

M ACURATE neo M ACURATE neol

Bruno A et al. JACC Cardiovascular interv 2022



The ACURATE neo?2 valve

v’ Registry data: Early neo2 Registry +

Objective

Primary Outcomes

Sample Size

Investigator-initiated and conducted, single arm, multicenter and
retrospective Registry, from 12 European centers in Germany, Sweden,
Denmark, Austria, Finland, Switzerland and the Netherlands

To document and report the first real-world, large scale set of clinical
results for the ACURATE neo2 Aortic Valve System

Paravalvular leak, post-operative mean gradient, PPI, 30-day Mortality
and Stroke

554 patients from September 2020 to March 2021

Primary outcomes N=554

Cumulative regurgitation

Post-operative Paravalvular leak >mild % 1.3
Post-operative mean gradient (mmHg) 9
New pacemaker implantation (in-hospital) % 6.0
Mortality (30 days) % 1.3
Stroke (in-hospital) % 2.1
Mean regurgitation fraction Aortic regurgitation severity grade
P<0.001 100% —
12 — P<0.001
10 9.9 80%
70%
8 60%
50%
6
4.4 il
4 30%
20%
2
10%
0 0%
ACURATE neo ACURATE neo2 ACURATE neo ACURATE neo2
(n=108) (n=120) = =l

mNone or Trace mMild =Moderate or Severe



The ACURATE neo?2 valve: Unique data

Stabilization Arches (\ 7\ /\

« Axial self-alignment of valve
within the native annulus

« Extra-large open cells to facilitate - \ \ /
coronary access \f“

Upper Crown / \

« Supra-annular anchoring
« Caps native leaflets and provides

\ 3 ¥ N
coronary clearance! \ \ ‘ i/
o { ..’/ \‘;. L k < J

Lower Crown

« Minimal protrusion into LVOT
» Low risk of conduction system interferences?

In regards of device specific characteristics
v’ PVL and conduction disorders

v’ Coronary access and Commissure alignment

Top-Down Deployment

« Stable and predictable valve release!?
« No requirement for rapid pacing during deploymentt

Supra-Annular Valve

« Large effective orifice areas and low gradients?
« Porcine pencardium leaflets with BioFix™
anti-calcification process™

Active PVseal™ Technology

* Designed to conform to the native aortic annulus
« Actively seals to minimize potential paravalvular leak




PVL and conduction disorders

v’ Paravalvular leak ( PVL )

v" PVL is common after TAVI and has been linked with worse survival (Esp, > moderate PVL).
v" The prevalence of PVL after TAVI varies from 7% to 40%.

v' Pacemaker (PM) implantation

v AV conduction disturbances requiring PPM implantation are common (upto 40%) and clinically

important adverse events.

v’ Related to the close proximity of the AV conduction system to the AV complex.

©0% 1 log-rank p-value 0.0001
HR 2,11 (1.43,3.10)

£

@ 40%

T

o

=

3 ——

3 20% i

< —None - Trace

==Mild - Severe
0% - . - . v '
0 6 12 18 24 30 36
Months post Procedure

None-Tr 158 142 134 121 84 39 15
Mild-Sev 160 134 112 101 64 26 12

Figu Impact of Paravalvular Leak
. on 2-Year All-Cause Mortality

Electrocardiographic
factors

// et
N

sa;Zvl
b AV node

AF
RBBB
LBBB
1st-2nd degree AV block
Left anterior hemiblock
Bifascicular block
QRS duration

PPM following
TAVI

Tricuspid
\ valve

P Genereux et al., ] Am Coll Cardiol 2013;61:1125, GCM Siontis et al. ] Am Coll Cardiol 2014,;64:129-40



PVL and conduction disorders

Effectiveness and Safety of the
ACURATE Neo Prosthesis in 1,000 Patients
With Aortic Stenosis

Won-Keun Kim, MD*"#, Helge M6llmann, MD, PhD¢, Christoph Liebetrau, MD, PhD*,
Matthias Renker, MD*, Thomas Walther, MD, PhDd, and Christian W. Hamm, MD, PhD™?

B

Predictors of paravalvular leak

Variable Univariate Analysis P Multivariable Analysis p
Odds ratio [95% CI] QOdds ratio [95% CI]
Prosthesis size 1.08 [0.89; 1.31] 0.444
[ AVCS, per AU 1.0006 [1.0004; 1.0009] <0.001 1.0003 [1.0001; 1.0006] <0.001
Compact peri-annular calcification 9.20 [4.99; 16.93] <0.001 6.15[3.13; 12.08] <0.001
Bicuspid aortic valve 1.88 [0.72; 4.93] 0.201
[ Cover index annulus, per % 0.87[0.79; 0.95] 0.001 0.89 [0.80; 0.99] 0.026

Annulus/STJ height-ratio 0.07 [0.01; 0.94] 0.045 0.03 [0.02; 0.45] 0.012

Pmean, per mmHg 1.01 [0.99; 1.03] 0.140

Implantation depth at NCC, per mm 0.93 [0.83; 1.05] 0.254

Implantation depth at LCC, per mm 0.85[0.75; 0.97] 0.012
ACURATE neo learning curve
Variable Quartile 1 Quartile 2 Quartile 3 Quartile 4 p

(Case 1-250) (Case 251-500) (Case 501-750) (Case 751-1000)

Cover index (%) 3.87[1.86; 6.37] 5.13 [3.04; 7.30] 5.38[3.39; 7.52] 6.17 [4.20; 7.90] <0.001 ]
Aortic valve calcium score (AU) 2395 [1646; 3111] 2049 1494, 2872] 1955 [1385; 2893] 1989 [1280; 2726] <0.001
Compact peri-annular Ca** formation 64 (25.6%) 41 (16.4%) 42 (16.8%) 29 (11.6%) 0.001
Implantation depth at LCC (mm) 5.0[3.0;6.0] 6.0 [5.0;7.0] 6.0 [4.0; 6.0] 5.0 [4.0; 6.0] <0.001

1 (VARC-2) 171 (85 5%) 177 (8RR 5%) 181 (90 5%) 186 (93 (0%) 0002
>moderate PVL at discharge 18/243 (7.4%) 71241 (2.9%) 9/246 (3.7%) 2/246 (0.8%) 0.001
>moderate PVL procedural 21/246 (8.5%) 13/249 (5.2%) 11 (4.4%) 3(1.2%) 0.002
Permanent pacemaker 25 (10.0%) 26 (10.4%) 26 (10.4%) 17 (6.8%) 0.444
TVH embolization 5(2.0%) 4 (1.6%) 3(1.2%) 3(1.2%) 0.496
Need for second THV 3(1.2%) 7 (2.8%) 4 (1.6%) 3(1.2%) 0.462
Major vascular complication 32 (12.8%) 26 (10.4%) 14 (5.6%) 16 (6.4%) 0.013
Major stroke 4 (1.6%) 7 (2.8%) 52.0%) 5(2.0%) 0.820
30-day all-cause mortality 12 (4.8%) 9 (3.6%) 3(1.2%) 2 (0.8%) 0.012

Center learning curve across quartiles of 1,000
ACURATE neo™ cases with respect to PVL and 30-
day mortality

10%
9%
8% 7.4%
7%
6% .
59, 8%
3.6% 3.7%
4% o
39% 2.9%
(o) fo)
?_;) 1.2% 08% 0.8%
(o)
oo _
Quartile 1T Quartile 2 Quartile 3  Quartile 4
(1-250) (251-500) (501-750) (751-1000)
MpyL >2 ®30-Day All-cause Mortality

** Cover Index =
(Prosthesis diameter-Annulus size)
Prosthesis diameter

Kim et al. Am J Cardiol 2020;131:12-16



PVL and conduction disorders

v' Comparison of PPl between two THVs

Transcatheter Valve SELECTion in L)
Patients With Right Bundle Branch Block
and Impact on Pacemaker Implantations

Oliver Husser, MD,",* Costanza Pellegrini, MD,"* Won-Keun Kim, MD,° Andreas Holzamer, MD,"
Thomas Pilgrim, MD," Stefan Toggweiler, MD,’ Ulrich Schifer, MD,? Johannes Blumenstein, MD,*
Florian Deuschl, MD,? Tobias Rheude, MD,” Michael Joner, MD,"" Michael Hilker, MD," Christian Hengstenberg, MD,’

Helge Méllmann, MD*

TABLE 3 Device Failure
ACURATE ACURATE
SAPIEN 3 neo SAPIEN 3 neo
(n=198) (n=98) pValue (n=65) (n =65) p Value
Device failure 13 (6.6) 8(8.2) 0.792 4(6.2) 6(9.2) 0.742
Procedural-related death 3(1.5) 1(1.0) 1.000 1(1.5) 1(1.5) 1.000
Correct position 196 (99.0) 97(99.0) 1.000 65(100.0) 64 (98.5) 1.000
Intended performance 187 (94.9) 91(92.9) 0.651 62(954) 60(92.3) 0.718
PVL 11+ 3(1.5) 4 (4.1) 0.225 0 (0.0) 3 (4.6) 0.244
Elevated gradient 6 (3.0) 1(1.0) 0.431 3(4.6) 0(0.0) 0.244
(>20 mm Hg)
Multiple valves 1(0.5) 2(2.0) 0.255 0 (0.0) 2371 0.496
Post-procedural mean 1.0 8.0 <0.001 11.0 7.0 <0.001
gradient, mm Hg (8.0-13.0) (6.0-10.0) (9.0-13.5) (5.0-10.0)
Conversion to sternotomy 1(0.5) 0(0.0) 1.000 0 (0) 0 (0) —

v The SELECT RBBB (Transcatheter heart valve SELECTion in

v

Patients with Right Bundle Branch Block multicenter registry)
registry

Patients with Complete RBBB, enrolled from 7 Centers in
Germany and Switzerland (January 2014-July 2017, N=296)

Clinical Outcomes at 30d and Procedural Characteristics

B Acurate neo (n=98) SAPIEN 3 (n=198) P=0.025
50.0 43.9
‘g 29.6
2z P=0.345
E 25.0 16.3 P<0.001
8 P=0.757 P=1.000 P=0.505 116 P=1.000 P=0.225 go 110
4.5 4.0 6.1 5.6 % .
3.1 20 30 20 & - 15 .
0.0 | — — -
Mortality Stroke AKI 2/3 Major Vascular LT Bleeding PPI PVL(2+) Median

(major/minor)

Complications

Transaortic
Gradients (mm

Hg)

Husser, O et al. JACC Cardiovasc Interv. 2019;12(18):1781-1793



PVL and conduction disorders

The Radial force: One important factor that determines PVL and PPI

Insufficient
oversizing can
lead to PVL

A high oversizing degree may

| increase the risk for conduction

disturbances and annulus rupture

RF (N)

60 - —— V26 Outflow
——  CV23 Outflow

50 - — ANS Outflow

38 Diameter
(mm)

ASAIO Journal 2018 Clinical Cardiovascular

Radial Force: An Underestimated Parameter in Oversizing
Transcatheter Aortic Valve Replacement Prostheses: In Vitro
Analysis with Five Commercialized Valves

SANDRINE EGRON, * BUNTARO Fujima, T Lucia GULLON,* DEsiRée POTT,* THOMAS SCHMITZ-RODE, * STEPHAN ENSMINGER, T
AND ULRICH STEINSEIFER*

RF (N)
160
-"_—‘\
140 \
e e
120 == \
100
— CV26
80 cvas
= ANS
~—  XT23-second acquisition
60 > —— XT26-second acquisition
40
~v'
0 " ;
T U Diameter
16 17 18 19 20 21 22 23 24 25 26 27 (mm)

S Egron et al. ASAIO J 2018



The ACURATE neo?2 valve

Stabilization Arches [\ 7\ /\

« Axial self-alignment of valve
within the native annulus 4\3 A\ A

« Extra-large open cells to facilitate

coronary access \fy \/ \ /

Upper Crown / \

« Supra-annular anchoring
« Caps native leaflets and provides
coronary clearance!

Lower Crown
« Minimal protrusion into LVOT
» Low risk of conduction system interferences?

In regards of device specific characteristics
v PVL and conduction disorders

v’ Commissure alignment and coronary access

Top-Down Deployment

« Stable and predictable valve release!?
« No requirement for rapid pacing during deploymentt

Supra-Annular Valve

« Large effective orifice areas and low gradients?
* Porcine penicardium leaflets with BioFix™
anti-calcification process”

Active PVseal™ Technology

* Designed to conform to the native aortic annulus
« Actively seals to minimize potential paravalvular leak




Commissural Alignment

What is Commissural Alignment ?
- Aligning the artificial THV with the native AV.

- Essential for future coronary access

- Maintain natural hemodynamics in the peri-ostial area

- More important in younger age / low risk TAVI candidates
Commissural

Qf alignment

Why is Commissural alignment needed?
- “Lifetime management” — ready for TAVI in TAVI

- Improve coronary access

- Improve sinus washout

- Reduce leaflet thrombosis :
Severe commissural

misalignment




Commissural Alignment in the Acurate NEO2

I
v The RE-ACCESS study

FIGURE 1 Study Participant Flow TABLE 3 Procedural Characteristics
Coronary Artery Coronary Artery
i . . Overall Accessible Not Accessible
Consecutive patients undergoing TAVR (N = 300) (n =277) (n=23) p Value
(from Decembe;\l2013825t)o January 2020) Mean TAV implantation depth, mm -62+29 —-6.2 + 3.0 —-5.0+12 <0.01
TAV/annular oversizing by area, % 224 +19.8 201 +£18.7 36.9 £10.9 <0.01
TAV/annular oversizing by perimeter, % 123 £ 85 11.3 + 8.1 235+ 45 <0.01
. ; TAV-SoV relation, %* —-12.6 £ 9.8 —-13.6 £ 9.3 -07+7.7 <0.01
Patients with pre-procedural CTA assessment ‘
N =315 TAV-SoV relation, %t -19.6 £ 7.8 —199+79 —16.8 £ 6.1 0.03
Medtronic Evolut R/PRO 123 (41.0) 101 (36.5) 22 (95.7) <0.01
_ 23 mm 0(0.0) 0(0.0) 0 (0.0)
Known °S’f'a'°CT0 26 mm 78 (26.0) 62 (22.4) 16 (69.6)
(N'=2,0.6%) 29 mm 36 (12.0) 30 (10.8) 6(26.)
ViV TAVR 34 mm 9.0 9(3.2) 0 (0.0)
(N =10, 3.2%) Edwards SAPIEN 3/ULTRA 96 (32.0) 95 (34.3) 1(43) <0.01
v 20 mm 0 (0.0) 0(0.0) 0 (0.0)
23 mm 24 (8.0) 23 (8.3) 1(4.3)
Patients initially enrolled 26 mm 45 (15.0) 45 (16.2) 0 (0.0)
N = 303 29 mm 27 (9.0) 27 (9.7) 0 (0.0)
(Boston Scientific Acurate neo 72 (24.0) 72 (26.0) 0 (0.0) <0.01
Size S 21 (7.0) 21 (7.6) 0 (0.0)
Coronaries not cannulated after Size M 39 (13.0) 39 (14.1) 0 (0.0)
TAVR due to poor hemodynamic Size L 12 4.0 12 (43 0 (0.0
(N =3, 1.0%) 28 (4.0) (4.3) (0.0)
v Abbott Portico 9 (3.0 9(3.2) 0 (0.0) 0.38
23 mm 0(0.0) 0(0.0) 0 (0.0)
Patients enrolled in the RE-ACCESS study 25 mm 6 (2.0 622 0(0.0)
N = 300 27 mm 3 (1.0) 3(1.7) 0 (0.0)
29 mm 0(0.0) 0(0.0) 0 (0.0)

Barbanti et al., The RE-ACCESS Study; JACC CV 2020



Commissural Alignment in the Acurate NEO2

v’ The COMALIGN study

v’ A single center study including 60 consecutive patients who underwent TAVR with Self-Expanding

THVs, (n=20) ACURATE neo2TM, (n=20) Evolut R/PROTM, and (n=20) PorticoTM

v’ Feasibility of patient-specific implantation technique to achieve neo-commissural alignment

ORIENTATION OF THE NATIVE COMMISSURES FROM RCC/LCC CUSP OVERLAP VIEW

VALVE-SPECIFIC INSTRUCTIONS FOR THV IMPLANTATION IN RCC/LCC CUSP OVERLAP VIEW

Evolut R/PRO™ ACURATE Neo2™ Portico™

17 cases with

20 cases with

15 cases with

Evolut R/PRO™ ACURATE Neo2™ Portico™
20 consecutive I 20 consecutive I 20 consecutive
attempted cases attempted cases attempted cases
v | | [
Mild CMA
Moderate CMA
Severe CMA
0 5 10 15 20(N) O ) 10 15 20(N) o 5 10 15 20 (N)
< mild CMA: 90% < mild CMA: 100% < mild CMA: 75%
c Evolut R/PRO™ ACURATE Neo2™ Portico™
20 consecutive 20 consecutive 20 consecutive
attempted cases attempted cases attempted cases
s Nab Nad Neg  Optimal rotation
g = = difficult to assess
<
& Optimal rotation
% = » = =
: W NG A not obtained
& v
w
o
o
]
o

optimal rotation

optimal rotation

optimal rotation

Bieliauskas, et al. P. ] Am Coll Cardiol 2021




Commissural Alignment in the Acurate NEO2

v’ The high rate of successful coronary access is due to the large opening cells at the
stabilization arches and the established method of commissural alignment.

v Understanding the commissure alignment

Step 1: INSERT | Step 2: ALIGN Step 3: CONFIRM
; / 3 Cusp View B
(\ 7\ /\ | (ACURKTE b1603 sk n 0 0% pASAI) Uy Clsp Ovedtap \t;
\ \ | [ ‘ b 3 " 4

\
L

~

(NG

7/ \
\AA

A

6 o’clock

________________\
B
~.
>

______

In cusp overlap one free
cell should be on the inner

\\
Seea BeE __ ____ Y _
- D
|
| <

Rotate CW Rotate CCW No rotation
j v away f?:n? operator towards operator Proceed to Step 3 L
Location of free cells and posts Position handle with Rotate front part of the handle until two free cells are
safety button at symmetrical visible in 3 cusp view If incorrect - Rotate either

6 o'clock Most cases alignment achieved between 0.5 and 1.5 handle CW or CCW and revert to
facing down rotations (180° to 540°) step 2



Commissural Alignment in the Acurate NEO2

Understanding the commissure
alignment

\Vavd
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Location of free cells and posts

Figure Credits: Bielauskas et al. JACC 2021



Commissural Alignment in the Acurate NEO2

Understanding the commissure
alignment
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Figure Credits: Bielauskas et al. JACC 2021



Commissural Alignment in the Acurate NEO2

Utility of the cusp-overlap technique in achieving commissural alignment with the ACURATE neo valve.

A Cusp-overlap view

Back

30
© [90 —l—vo
30 ™S

degrees  Front

Commissural post level

B 3-cusp view

m

Optimal-aligned
commissures

NCC
Native valve level

Cf) Control group: Implanted in a conventional
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Shift in the metrics of ‘what matters?’

PROCEDURAL
SUCCESS METRICS

AGE
65+ CAD Hemodynamics & PPM

ANATOMY Durability <

Tri-leaflet More Bicuspid Lite Expectancy

ACTIVITY

Coronary Access
High(er) 1 (PCI) & TAV-in-TAV

LIFETIME
MANAGEMENT METRICS

Mortality & Stroke

Quality of Life

Conduction
Disturbance (PPI)




Experience in SNUH

v’ First case at SNUH: Aug 17th, 2022
A total of 37 cases since, median fu duration 5.9 months

v’ Baseline characteristics

Age: 82.5+4.6

Baseline STS PROM: 4.1+£1.7%

Comorbidity: DM  11/37 patients
HTN  29/37 patients
ESRD 5/37 patients
Afib  6/37 patients
CAD 7/37 patients

v’ Clinical Outcomes: 1 mortality (2.7%), 1 PM implantation (2.7%), no >moderate PVL



Case

83/M

v' Diagnosed as Moderate AS in F - |
2019 - OPD fu at SNUH o N A A B W ;-;“'1;‘ " “H‘ *‘
| 1‘\ |
| \ | | |

v’ Aggravated dyspnea (NYHA II™111), Shaies Wt R SRR NiniS Sunc R ILEN
and EchoCG showed Severe AS | ' L “ M‘ |
(2023.3) R -

aVF I “\'3 \“ ‘\I ] ‘“‘ V6 .‘I“ ‘ ‘,‘ :
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R RS EES. W] S | A S S . .

1 AV Vmax 5.08 m/s
AV Vmean 3.84m/s
AVmaxPG 103.39 mmHg
AV meanPG 66.35 mmHg
AV Env.Ti 328.26 ms
AV VTI 125.99 cm




Case

TAVI planned with ACURATE neo2 27mm, 15.1% oversizing index

H 2 RAO: 66°
caICIﬁcatlons Cranial: 51° SOV at widest position Sinotubular junction
@ 30.9 mm Min. @: 26.7 mm
Max. @: 29.3 mm
Avg. @: 28.0 mm

p N,
@ 32.0mm
Distance: 24.3 mm

Implant View

Aortic Annulus Angle
39 °

<

Yy .
N

Cranial: 3°




Case

B e — S — e —
TAVI planned with ACURATE neo2 27mm, 15.1% oversizing index




Case

e
TAVI planned with ACURATE neo2 27mm, 15.1% oversizing index
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AV mean PG 67.3 mmHg AV mean PG 3.8 mmHg

Post dilatation with 24mm balloon
- PVL disappeared !



Case

77/F, Severe AS

+ A Soft
AVA Vmax 0.31cm2 e Calicification

AVA (VTI) 0.35cm2 Sy o RAO: 55°
1 AV Vmax 6.86 m/s Cranial- 39°
AV Vmean 477 m/s £ \ '
AV maxPG 188.36 mmHg
AV meanPG  105.44 mmHg
AV Env.Ti 356.80 ms
AV VTI 170.18 cm

Implant View

| TAVI planned with
fié’i“””“‘j'“””g’e ACURATE neo2 23mm,
| 27.5% oversizing index

A A

: !H .6 mm*™




Case

—
77/F, Severe AS

Evenly distributed posts THV Cusps are overlapped

When the freecells are not visible, focus on the posts




Case

—
77/F, Severe AS

Preserved coronary alignment



Conclusion

v" The indications for TAVI is expanding, with new devices as treatment options.

v" Unlike current generation coronary stents, each devices have distinct characteristics
that lead to unique strong points.

v' Meanwhile, the paradigm of treating Severe AS patients with TAVI have shifted from a

‘procedural success metrics’ to ‘lifetime management metrics’.
v' Superior hemodynamics

v' Maintaining normal conduction

v’ Easier coronary access etc.

v Understanding the characteristics of the ACURATE Neo2 will provide more options in
the Cath Lab.
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