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management of VHD
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2020 ACC/AHA guideline for the
management of patients with VHD
- All patients aged 65-80 years: TAVI
or SAVR (I, A)
- >80 years + suitable for TF-TAVI:

TAVI>SAVR (1, A)
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2025 ESC/EACTS Guidelines for the
management of valvular heart disease

Developed by the task force for the management of valvular heart
disease of the European Society of Cardiology (ESC) and the
European Association for Cardio-Thoracic Surgery (EACTS)
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2025 ESC/EACTS Guidelines for the
Indicazioni management of valvular heart disease

Developed by the task force for the management of valvular heart
disease of the European Society of Cardiology (ESC) and the
European Association for Cardio-Thoracic Surgery (EACTS)

Mode of intervention

It is recommended that AY interventions are performed in Heart Valve Centres that report their local expertise and outcome data, have
on-site interventional cardiclogy and cardiac surgical programmes, and a structured collaborative Heart Team.

It is recommended that the mode of intervention is based on Heart Team assessment of individual clinical, anatomical, and procedural
characteristics, incorporating lifetime management considerations and estimated life expectancy.

TAVI is recommended in patients >70 years of age with tricuspid AV stenosis, if the anatomy is suitable ® 1—*389-3%7.485485.484

SAVR is recommended in patients <70 years of age, if the surgical risk is low.® #13:429487

Non-transfemoral TAVI should be considered in patients who are unsuitable for surgery and transfemoral access. |\ 21178

TAWVI may be considered for the treatment of severe BAV stenosis in patients at increased surgical risk, if the anatomy is
suitable +30-432:434499-502

Balloon aortic valvotomy may be considered as a bridge to SAVR or TAVI in haemodynamically unstable patients, and (if feasible) in those
with severe AS who require urgent high-risk MNCS.
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Original Investigation

Self-expanding Transcatheter vs Surgical Aortic Valve
Replacement in Intermediate-Risk Patients
5-Year Outcomes of the SURTAVI Randomized Clinical Trial

Nicolas M. Van Mieghem, MD, PhD1; G. Michael Deeb, MD2'3; Lars Sgndergaard, MD, PhD*5 ; etal

% Author Affiliations | Article Information

Thi WEW ENGLAND JOURMAL of MEDICINE

leart Valve Cent

ORIGINAL ARTICLE nmes, and a stru

1 Heart Team ad

Transcatheter Aortic-Valve Replacement with 2202200 estima
uspid AV ste

a Self-Expanding Valve in Low-Risk Patients
irgical risk is lo
Jeffrey |. Popma, M.D., G. Michael Deeb, M.D., Steven |. Yakubow, M.

dubashir Mumtaz, M.D., Hemal Gada, M.D., Danel O'Hair, M.D., s for an aortic B

Tanvir Bajwa, M.D., John C. Heiser, M.D., Willizrm Merhi, DO, 0 are unsuitabl
Meal 5. Eleiman, M.D_, Judah Askew, M.D., Paul Sorajja, M.D.,
Jeshua Rovin, M.D., Stanley |. Cheteuts, M_D., David H. Adams, M.D. ‘enosis in patien

Paul 5. Teirstein, M.0., George L. Zom [, M.D., John K. Forrest, M.D_,
Didier Tchétché, M.D., Jon Resar, M.D_, Antony Walten, M.D.,
Micolo Piazza, M.D., Ph.D., Basel Rarmlawi, M.0., Newell Rabinsan, M.D., WER or TAVI ini
George Petrossian, M.D., Thomas G. Gleason, M.D., Jae K. Oh, M.,
Michael |. Beulware, Ph.D_, Hengyan Chao, Ph.D., Andrew 5. Mugglin, Ph.D.
and Michael |. Reardon, 4.0, for the Evolut Lew Risk Trial Investigatars®

2025 ESC/EACTS Guidelines for the
management of valvular heart disease

Developed by the task force for the management of valvular heart
disease of the European Society of Cardiology (ESC) and the
European Association for Cardio-Thoracic Surgery (EACTS)

The NEW EMNGLAND JOURMNAL of MEDICIME

ORIGINAL ARTICLE

Transcatheter Aortic-Valve Replacement
in Low-Risk Patients at Five Years

M.). Mack, M.B. Leon, V.H. Thourani, P. Pibarot, R.T. Hahn,
P. Genereux, 5.K. Kodali, 5.R. Kapadia, D J. Cohen, 5.). Pocock, M. Lu,
R. White, M. Szerlip, ]. Ternacle, 5.C. Malaisrie, H.C. Herrmann, W.Y. Szeto,
M.). Russo, V. Babaliaros, C.R. Smith, P. Blanke, ].G. Webb, and R. Makkar,
for the PARTMNER 3 Investigators®




i

Original Investigation

Self-expanding Transcatheter vs Surgical Aortic Valve
Replacement in Intermediate-Risk Patients
5-Year Outcomes of the SURTAVI Randomized Clinical Trial

Nicolas M. Van Mieghem, MD, PhD1; G. Michael Deeb, M[)23; Lars Sgndergaard, MD, PhD43 ; etal

% Author Affiliations | Article Information

E Composite of all-cause mortality or disabling stroke Landmark analysis at 2 y for all-cause mortality or
disabling stroke
TAVR . . N . . .
. 100, . 100, I * 1660 pz con stenosi aortica a rischio intermedio
Y HR, 1.02; 95% Cl, 0.85-1.22; P=.85 =
< 804 X 80 . .
v w i :
@ 60 o 60 o o .
b= =
5 N * TAVI con valvole autoespandibili sopranulari
2 2
S 204 S 20 /
£ S
g o g of —_—
\ \ \ \ T ) \ . \ . \ | Noneortrace [ Moderate
0 1 2 3 4 5 0 1 2 3 4 5 m Mean aortic valve gradient and effective orifice area Total aortic regurgitation ] Mild W severe
Time after procedure, y Time after procedure, y 5. 60 100-
No. at risk No. at risk ) | :l [~ -
TAVR 864 783 722 664 608 426 TAVR 864 783 721 664 608 426 I
Surgery 796 696 626 573 506 338 Surgery 796 696 626 573 506 338 E 2.04 r50 = e 80-
5 = £
g A S
. s 5 -40 @ — =
@ All-cause mortality @ Disabling stroke g 154 E—‘ £ 60 -
s a =
1007 207 S ® TAVR 08§
s HR, 1.06; 95% Cl, 0.88-1.28; P=.55 HR, 0.69; 95% Cl, 0.43-1.10; P=.12 2 Lo B Surgery E % .
B i . = 1.0 ] ]
= 80 ® 154 § L20 - .E
= 2 ] E =
£ 609 = z 2
2 % 10 0.54 10 @ 2 204
o 404 2
%l =
E 2 B 5
s 7 2 0 . ! . . . 0 0
= e Baseline Discharge ly 2y 5y TAVR  Surgery TAVR  Surgery TAVR  Surgery
04 0 Time since procedure (n=714) (n=604)  (n=639) (n=540)  (n=369) (n=308)
0 1 2 3 4 5 0 1 2 3 4 5 TAVR (MG/EOA) | J [ ] |
Ti ft q Ti it d Evaluable echo 856/790  832/765  709/651  638/568  365/320 ly 2y 5y
Ime arter procedure, y Ime atter procedure, y Follow-up performed 870/870  857/857  752/752  700/700  503/503
No. at risk No. at risk Surgery (MG/EOA)
TAVR 864 794 731 675 618 432 TAVR 864 783 722 664 608 426 Evaluable echo 788/728 725/547 599/541 539/476 306/257
Surgery 796 711 642 588 519 346 Surgery 796 696 626 573 506 338 Follow-up performed 820/820 790/790 656/656 615/615 4261426




BIELLA.CUORE!

12-13 SETTEMBRE(2025 |

The WEW ENGLAND JOURMNAL of MEDICINE

‘ * 1468 pz con stenosi aortica a basso rischio randomizzati a TAVI vs SAVR

* TAVI con valvole espandibili sopranulari
Transcatheter Aortic-Valve Replacement with e  Eta media 74 anni

a Self-Expanding Valve in Low-Risk Patients i ) ) .
* Endpoint composito: morte per tutte le cause e stroke disabilitante

Jeffrey ). Popma, M.D., G. Michael Deeb, M.D., Steven |. Yakubow, M_D. \
BMubashir Mumtaz, M.D., Hermal Gada, M.D., Daniel O'Hair, M.D.,
Tanwir Bajwa, M.D., John C. Heiser, M.D_, William Merhi, D.O_,

‘ ORIGINAL ARTICLE

B Incidence of Primary End Point FIGURL | Primary Endpoist of All-Casie Mortality ar Diabling Strake Throegh 4 Years
. E 25% -
1680 1 4-year HR: 0.74 (95% Cl: 0.54 t0 1.00)
—~ 90 5 Log-rank P = 0.05 4 Years
% 80 5] 2w 20 2 yeurs A% (T1% 10 0.3%)
< Surgery [~~~ B E o 14.1%
g 70- 6- Y 1 € 8 15% A =2.9% (-6.0% to 01%) -
wm SRR o T
60— . TAVR = ) H““_ A0, —
P " R - IYegr °-20% (-4.4% to 0.4%) J}l"-—-”: .
5 507 W A AE A=18% (=3.7%to 0A%) g 3e; J_,.a—""'_:_,,-—— 10.7%
e —
8 40+ 21 d 3 8 e ___.i._iﬁﬂ r— 7 4%
5 304 — 4.3%
p 5 - ' ' ' ! Y L B . . . . :
g 9 g ha o 2 a 8 12 18 24 30 36 42 48
.5 | v m oo = = 4 pem—— Months Since Procedure
e ———————
0 r r . 1 — Evolut TAVR 730 715 706 695 685 671 651 627 542
. g 1 1 24 || _savm 684 648 627 616 595 574 556 533 505
Months
No. at Risk Kaplad Mudin antisanas Tor all-coste mamality o deabibng steoka dhiough 4 peara. AL 4 piers, S wic & J6% rlatha edictisn n
SUI’ e 678 576 366 195 69 e hazaid {P — L0 Tai d-llllllil'-ﬁl.iﬂ.'l'l; wlrahi with Tressathabas [TAVE] comparad with 'h.llq'l'.ﬂ. (SAVE] aorli walve replasasial, and
TAVgRry 725 648 435 233 30 i v Somlidisd 1o Safor la aar Tima. Dedras sopoesant tha dfferascs o Ko plan - rates {955 C far TAVR w5 SANR




12-13 SETTEMBRE 2025 |

The NEW ENGLAND JOURMNAL of MEDICINE A Death from Any Cause, Stroke, or Rehospitalization B Death from Any Cause
1009 309 Hazard ratio, 0.79 (35% CI, 0.61-1.02) —_ 100 309 Hazard ratio, 1.23 (955 C1, 0.79-1.90)
0+ 254 P=0.07 s 04 254
80 20 f ] s04{ 20
ORIGINAL ARTICLE
| ‘ g Toq 154 FAvE g 70 154
&0 104 & &0d 104 TAVE 100
. = = iz
Transcatheter Aortic-Valve Replacement 5 0| - — e T o
- * " . A0+ J T T T T 1 404 o T T T T 1
in Low-Risk Patients at Five Years g ol °© 12 o % a e E ol 0 2 @ % 4
M.J. Mack, M.B. Leon, V.H. Thourani, P. Pibarot, R.T. Hahn, iz' — jg'
P. Genereux, 5.K. Kodali, S.R. Kapadia, D). Cohen, S.|. Pocock, M. Lu, | - I:u_ e
- ) ks o T ; ; i . _i— - - - .
R. White, M. Szerlip, |. Ternacle, 5.C. Malaisrie, H.C. Herrmann, W.Y. Szeto, B 13 24 36 P e o iz 4 16 ak &0
M.). Russo, V. Babaliaros, C.R. Smith, P. Blanke, |.G. Webb, and R. Makkar, Months since Procadre Months since P e
for the PARTNER 3 Investigators®
Mo. at Risk Mo, at Risk
Surgery 454 372 349 328 309 176 | Surgery 454 427 409 394 179 146
TAVR 496 453 434 415 391 153 | TAVR 496 490 478 460 438 405
/ \ C Stroke D Rehospitalization
. . . . 100+ 30+ . 1005 304 .
° 1000 pz con StenOSI aortlca a basso rlsch 10 sl 2] Hazard ratia, 0.87 (353 CI, 0.51-1.48) wod 2 Hazard ratio, 075 (95% C1, 0.54-1.05)
randomizzati a TAVI vs SAVR g 0™ g 1 Surgeny ;4
4 1s- . 4 154 137
* TAVI con valvole balloon-expandable g el w0 g e lndﬁfﬁ
> ' : HEES IS . = = o 5 0 oA
* Eta media 74 anni E' w Y T * I I e
. . i 0 12 24 36 48 €0 i 0 12 24 36 a3 60
* Endpoint composito: morte per tutte le 2 E *
20- 20- -
cause, stroke, reospedalizzazione legata 10- e
e L] T I T 1 D 1 1 L] T 1
a”'interve nto 0 12 24 36 a5 ] 12 2 36 aE 60
Months since Procedure Months since Procedure
Mo. at Risk Mao. at Risk
Surgery 454 416 397 378 361 329 | Surgery 454 381 359 EEL) 121 %9
TAVR 496 486 468 450 428 1 | TAVR 496 455 439 419 196 361




Indicazioni
FUTURE ? Moderate, symptomatic AS with features of LV dysfunction

on guideline-directed management & therapy (GDMT)
suitable for transfemoral access

efits

1:1 Randomization
(N=650 patients)

Primary Effectiveness Endpoint

All-cause mortality, HF hospitalization or event, or Medical Instability leading to AVR or
aortic valve reintervention at 2 years

Follow-up
Annually through 10 years
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Miglioramento valvole
attualmente in uso

Nuovi dispositivi




-

BIELLACUQRENS

R

# I

12-13 SETTEMBRE2025 Il | |

SAPIEN 3 Ultra RESILIA valve g esione

calcificazione
Effectively addressing calcification, a leading cause of tissue valve failure

lvanced calcium-blocking

ﬁje PVL results you demand
ig immediate and long-term outcomes34
" Powered by '
RESILIA e

tissue P
technology oy

~— THV with dry tissue storage!
S calcium-attracting

lehyde residuals

PVL, paravalvular leak, *Compared fo the SAPIEN 3 transcatheter valve.
1. Dataonfile

2. De la Fuente et al. Advanced Integrity Preservation Technology Reduces Bioprosthesis Calcification While
Preserving Performance and Safety. Journal of Heart Valve Disease. 2015. =

3.  Kodali S et al. Paravalvular regurgitation after transcatheter aortic valve replacement with the Edwards SAPIEN ~or
valve in the PARTNER trial: characterizing patients and impact on outcomes. Eur Heart J. 2015 -

4. Makkar R et al. Five-Year Outcomes of Transcatheter or Suraical Aortic-Valve Replacement. N Enal J Med. 2020
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DurAVR
Nuove tecnologie per i foglietti

Valvola composta da un monoblocco di pericardio bovino
trattato con tecnologia per ridurre le calcificazioni

Foldax TRIA
K Costituita da un polimero sintetico disegnato per resistere \

alle calcificazioni e alla formazione di trombi

* Possibile durata per tutta la vita

* Produzione robotizzata

* Telaio con architettura aperta senza montanti tra le
commissure, preservando accesso coronarico

K Disponibile sia per chirurgia che per rilascio transcatetere /
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* Valvola balloon-expandable

* Rilascio transfemorale utilizzando un introduttore espandibile con
basso profilo da 8 Fr

* Dimensioni 19-27 mm

e Struttura cilindrica in Renio senza accorciamento durante il rilascio

v * Nickel-free dry porcine leaflets, rivestimento con ossido nitrico per
ROy ridurre le calcificazioni
A K' Gonnellina per ridurre PVL e marker commissurali per orientameny

/

/° Valvola self-espandibile
* Minore altezza tra le self per migliore riaccesso coronarico
 Geometria ottimizzata, disegnata per migliorare durata e dinamica
dell’apertura delle cuspidi
* Marker per allineamento commissurale
\0 Ricatturabile e riposizionabile /
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Nuove tecnologie per il trattamento
dell’insufficienza aortica severa

TAVI may be considered for the treatment of severe
AR in symptomatic patients ineligible for surgery

according to the Heart Team, if the anatomy is
Suitable 264265:268.269

L'uso di valvole transcatetere non dedicate attualmente e
off-label:

* rischio di malposizionamento della protesi
* insufficienza residua

* necessita di impianto di una seconda valvola o
conversione chirurgica)

Device dedicati sembrano minimizzare il rischio di
migrazione della valvola e insufficienza residua

Insufficienza aortica spesso associata a dilatazione
annulus e radice aortica, minima presenza di calcificazioni
che compromettono ancoraggio e stabilita della valvola

J- Valve

Hancor Valve

Cusper
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Ottimizzazione procedurale e
post-procedurale

Aspetti procedurali

Sfide organizzative
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Ottimizzazione procedurale e
post-procedurale

Planning preprocedurale

Intervento in sedazione senza anestesia generale

Accesso vascolare ecoguidato

Marker per posizionamento valvolare

Allineamento commissurale per riaccesso coronarico

Riduzione rischio occlusione coronarica nelle ViV

Riduzione tasso di impianto di PM e predittori di BAV postoperatorio

Dimissione precoce




Ottimizzazione procedurale e
post-procedurale

Planning preprocedurale

Intervento in sedazione senza anestesia generale

Accesso vascolare ecoguidato

Marker per posizionamento valvolare

Allineamento commissurale per riaccesso coronarico

Riduzione rischio occlusione coronarica nelle ViV

Riduzione tasso di impianto di PM e predittori di BAV postoperatorio

Dimissione precoce
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Ampliamento

delle maglie

in corrispondenza
degli osti coronarici

Transfemoral TAVR With Evolut FX, N = 226 U.S. Centers

June 27, 2022-September 16, 2022

» ymmetric Implant Depth
= vs PRO+ . .
Technical Success: 99.1% NCC: 3.1 + 1.7 mm; LCC: 4.5 + 2.1 mm Commissural Alignment

LR N-R

Commissural Alignment
0-15°

\ Commissural Misalignment

Moderate 30-45°

Commissural Misalignment
Severe 30-45°

Sviluppo di tecniche di allineamento commissurale




[ Riduzione rischio occlusione coronarica nelle ViV ]

Occlusione coronarica rappresenta una delle possibili
problematiche degli interventi ViV o TAVI-in-TAV.

E fondamentale una corretta pianificazione
dell’intervento con studio della TAC; tipo e dimensioni
della protesi disfunzionante, ampiezza dei seni di
Valsalva, altezza delle coronarie sono i principali fattori di
rischio.

In casi a rischio elevato di occlusione sono e state
utilizzate diverse tecniche:

- Chimney technique

- BASILICA (Bioprosthetic or Native Aortic Scallop
Intentional Laceration to Prevent latrogenic Coronary
Artery Obstruction)

BASILICA Procedure

Bioprosthetic or native aortic scallop intentional laceration to
prevent latrogenic Coronary Artery obstruction (BASILICA) is a
procedure to prevent coronary obstruction.

Leaflet Modification Devices

Leaflex™

ShortCut™

Leaflet splitting to reduce coronary ostial Scoring of calcium deposits to restore
obstruction valvular mobility

Positioning Arm

Splitting Unit

A

Expander

Scoring Frame |




Transcatheter aortic-valve implantation with or ™
without on-site cardiac surgery: The TRACS trial

Gianmarco Iannopollo, MD®, Marta Cocco, MD", Alessandro Leone, MD®, Salvatore Sacca, MDY,

Domenico Mangino, MD®, Andrea Picchi, MD', Matteo Rocco Reccia, MD#, Massimo Fineschi, MD ",

Emanuele Meliga, MD ', Andrea Audo, MD/, Giampiero Nobile, MD *, Carlo Tumscitz, MD ", Carlo Penzo, MD",
Francesco Saia, MD ¥, Andrea Rubboli, MD', Carolina Moretti, MDY, Luigi Vignali, MD™, Giampaolo Niccoli, MD ™,
Paolo Cimaglia, MD", Andrea Rognoni, MD ", Daniela Aschieri, MD ", Daniele Iaccarino, MDF,

Filippo Ottani, MDY, Caterina Cavazza, MD", Ferdinando Varbella, MD", Gioel Gabrio Secco, MD™,

Leonardo Bolognese, MD®, Ugo Limbruno, MD !, Vincenzo Guiducci, MD', Gianluca Campo, MD", and

Gianni Casella, MD ™

DI : Exclusion Criteria

1)

* Severe aortic stenosis  Unsuitable for transfemoral TAVI

 Indication to TAVI by the Heart Team ©  Emergent TAVI

AND one of the following “  Non-cardiovascular comorbidity reducing life expectancy to <1 year

mb&m:gwmkmww ©  Any factor precluding 1-year follow-up
1:2 randomization
566 p?tients
Same team of expert operators
1

TAVI in the center with on- TAVI in the center without

site cardiac surgery on-site cardiac surgery

Primary endpoint
1-year all-cause death, stroke and hospital readmission for CV cause
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CONCLUSIONI

|

Nei prossimi anni sicuramente il numero di procedure TAVI sara
superiore a quello attuale

Lo sviluppo dei dispositivi € in continua evoluzione; solo il tempo, l'utilizzo e gli
studi clinici ci permetteranno di capire quali device sopravviveranno e quali no

Dovremo confrontarci con necessita crescenti (invecchiamento della
popolazione, espansione delle indicazioni) cercando di essere costo-efficaci




ONCE, NOKIA CEO ENDED HIS LAST
SPEECH BY SAYING,

Grazie per
"WE DIDNT DO ANYTHING WRONG, Ilatte n ZiO n e

BUT SOMEHOW, WE LOST."
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