ACCURATE NEO 2 FOR VALVE-IN-VALVE TREATMENT OF
DEGENERATED 3F ENABLE SUTURELESS BIOPROSTHETIC VALVE
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PATIENT HISTORY

= 9l-year-old gentleman
= Cardiovascular risk factor: hypertension, former smoker

= Comoborbidities: liver cancer (prognosis >12 months), CKD (stage 3 A)
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TRANSTHORACIC ECHOCARDIOGRAM
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TRANSTHORACIC ECHOCARDIOGRAM

o - Sharp TG D2 B AR y Sharp
1 AR Vmax 3.73m/s VI EUE NI N 39
ARmaxPG 55.75 mmHg
AR PHT 201 ms
AR Dec Time 694 ms

ARDecSlope 5.4 m/s2
INVERT
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HEART CT SCAN

TRUE-ID LVOT at -4mm

Perimeter: 74mm
True ID: 23.6mm
Absence of calcifications

Distance: 4,0 mm

IDType Label Value ID Type Label Value

1 Polygon Annulus Dimensions - Min. @ 20,0 mm 1 Polygon LVOT Dimensions - Min. @ 22,8 mm
Annulus Dimensions - Max. @ 26,2 mm LVOT Dimensions - Max. @ 30,9 mm
Annulus Dimensions - Avg. @ 23,1 mm LVOT Dimensions - Avg. @ 26,9 mm
Annulus Dimensions - Area derived @ 23,1 mm LVOT Dimensions - Area derived @ 26,0 mm
Annulus Dimensions - Perimeter derived @ 23,6 mm LVOT Dimensions - Perimeter derived @ 27,2 mm
Annulus Dimensions - Area 418,5 mm? LVOT Dimensions - Area 529,3 mm?

Annulus Dimensions - Perimeter 74,0 mm LVOT Dimensions - Perimeter 85,3 mm




RISK OF CORONARY OBSTRUCTION

LCA base height LCA Ostium

ID Type Label
1 Vessel Length Left Coronary Height




RISK OF CORONARY OBSTRUCTION

RCA base height RCA Ostium
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AORTO-ILIO-FEMORAL TRACT
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Left
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AORTO-ILIO-FEMORAL TRACT

LAO: 35° { A g | ) RAO: 35°
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HEART TEAM

European Society heart disease

@ ESC 2021 ESC/EACTS Guidelines for the management of valvular

Characteristics

‘ Redo SAVR ‘ TAV-in-SAV

of Cardiology

Bioprosthetic failure
Reaperation is recommended in symptomatic
patients with a significant increase in transpros-
thetic gradient (after exclusion of valve throm-
bosis) or severe regurgitation.
Transcatheter, transfermoral valve-in-valve
implantation in the aortic position should be
considered by the Heart Team depending on
anatomic considerations, features of the pros-
thesis, and in patients who are at high operative

529

risk or inoperable.

STS Score:
Euroscore |l

Tarantini G et al, Eurolntervention. 2021, doi:10.4244/ElJ-D-21-00157
Vahanian A et al, Eur Heart J. 2022 , doi:10.1093/eurheartj/ehab395

favoured favoured

Patient

Low/intermediate surgical risk v

High/extreme surgical risk v

Age =80 v

Young age (<75) where valve v

durability is important

Cungomi_tant disegses needing v

surgical intervention

Significant paravalvular leak not W

amenable to percutaneous closure

Patient preference v v
Surgical valve

Small size where severe PPM v

cannot be addressed

Large size without severe PPM

Balloon valve fracture feasible and

low risk

Severe PPM when balloon valve »

fracture is not feasible or high risk
Anatomic

High risk of coronary obstruction v

High risk of THY malposition v

High risk of aortic root injury v

Favourable coronary anatomy v

Calcified aortic root or hostile chest (%

PPM: prosthesis-patient mismatch; THV: transcatheter heart valve




BACKGROUND

= The absence of sutures may theoretically increase the risk of valve instability and dislocation.

= Most valve-in-valve (VIV) procedures have been performed in degenerated stented or stentless
bioprosthetic valves with only a few cases reported in sutureless bioprosthetic valve (SBV) failure

In the era of the valve-in-valve: is transcatheter aortic valve
implantation (TAVI) in sutureless valves feasible?
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BACKGROUND

2016, 5 PERCEVAL S valves treated with
COREVALVE

2023, 28 PERCEVAL S valves treated with
COREVALVE, SAPIEN and ACCURATE

Early outcome of degenerated self-expandable sutureless @CmsMark
aortic prostheses treated with transcatheter valve

implantation: A pilot series
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3F ENABLE

A A\J

= The 3F Enable (Medtronic) was the first sutureless valve to obtain
CE Mark approval and although promising results, in 2015 it was
withdrawn from the market

MY
S

= Among the few data available, there have been no reports
available to date that demonstrate the feasibility of ViV
procedures for the treatment of degenerated 3F-Enable SBV.



TRANSCATHTER PROSTHESIS SELECTION

THV Selector: Current

Acurate NEO Allegra

M/L 27/31 TC SCAN (ANULUS):
Perimeter: 74mm

‘ Evolut Portico ‘ True ID: 23.6mm
26/29 27

=5 o

==t -

Stent ID Height True D @ s3
27 34 25 26/29

Accurate Neo 2 M

PROCEDURFE’S POTENTIAL CHALLENGES: m
* Elevated post-procedural gradients N\
* Risk of coronary obstruction ‘ ). § 23 mm < annulus < 25 mn

* Valve instability or dislocation



VIV TAVR PROCEDURE
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ECHOCARDIOGRAM AT DISCHARGE
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o +
1 Vmax 1.26 m/s
Vmedia 1.01m/s
Pmax 6.36 mmHg
Pmean 4.34 mmHg
Env.Ti 198 ms
VTI 199cm

HR 96 BPM
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1-MONTH-FOLLOW-UP

xR

Spectrum Auto Recognized Sharp

1 AV Vmax 1.65m/s 48
AV Vmean 1.20 m/s ;: e
AVmaxPG  10.88 mmHg 10
AV mediaPG 6.30 mmHg ‘ .

AV VTI 27.8cm x ~ N
AV Env.Ti 232 ms )

\\ HR 69 BPM -




CLINICAL IMPLICATIONS

= SBV have been designed to simplify surgical implants, reduce cross-clamp time and obtain better
hemodynamics. As any bioprosthesis they are not immune to degeneration creating a challenging
problem given the unknown behavior of this valves during TAVR.

= The 3F Enable (Medtronic) was the first sutureless valve to obtain CE Mark approval and although it
was withdrawn from the market in 2015 an important number have been implanted creating a potential
patient population that may benefit from therapeutic alternatives in the future.

= This is the second case of ViV TAVR using Accurate Neo 2 in Enable 3F performed in our center with
excellent hemodynamic and clinical results even after one year follow up



ONE YEAR BEFORE WITH ANOTHER PATIENT




1-YEAR-FOLLOW-UP

o & o Spectrum Auto Recognized Sharp

\VAV/ F-3% 1.37 m/s

AV Vmean 1.03m/s

4 AV maxPG 7.53 mmHg

4 | AVmediaPG 452 mmHg
o AvVTI 26.7 cm
AV Env.Ti 259 ms
HR 73 BPM
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CONCLUSION

= Within the next few years, we are going to face up an upcoming number of bioprosthetic valve failure
cases and among these a special population will be represented by sutureless valves.

= QOur report demonstrates the feasibility of VIV TAVR using Acurate Neo2 in a degenerated 3f Enable
SBV.

= \We achieved good valve performance at one year follow-up, although more evidence are needed to
establish procedural safety and efficacy.



THANK YOU FOR YOU ATTENTION!
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