Abstracts

83193 | Sapien 3 Ultra Compared with Sapien ,.) w
Ultra Resilia Over 2 Years

Check for
updates

Anastasia Malek !, Maha Gul’, Noelle Nashed ', Bryce Jones L

Wes Soliman %, Samantha Yim ', Colin Shafer’, Bina Ahmed ',

Peter Baay 1. Michael Paulsen ', Dominic Tedesco ', Michael Shenoda ',
Joseph Aragon ', ! Santa Barbara Cottage Hospital, Santa Barbara,
Cdlifornia, United States; % Santa Barbara Cottage, Laguna Niguel,
California, United States

Background: The Sapien 3 Ultra Resilia (S3UR) valve incorporates a
novel anti-calcification process, updated leaflet suspension in 20 and 23-
mm sizes, and a 40% taller PET sealing skirt compared to the Sapien 3
Ultra (S3U). We evaluated gradients and perivalvular leak (PVL) in
patients undergoing TAVR with S3UR versus the prior-generation S3U at
our center.

Methods: Data were collected at 1 day, 30 days, 1 year, and 2 years.
Clinically significant PVL was defined as moderate or greater. Gradients
were compared by valve size and PVL rates between groups overall (y%
p<0.05).

Results: Data on 20- and 29-mm valves were limited and excluded.
S3UR (n=39) showed lower peak and mean gradients than S3U (n=75)
at all time points, persisting in 23-mm valves but only at 30 days in 26-
mm valves. Notably, 23-mm S3UR had gradients comparable to 26-mm
S3U. PVL rates were lower with S3UR at all time points.

Conclusion: S3UR demonstrated lower gradients than S3U, with 23-
mm S3UR achieving gradients comparable to 26-mm S3U despite larger
EOA. This likely reflects enhanced leaflet mobility, with sustained
benefit over 2 years. PVL was also reduced with S3UR, consistent with
its more robust sealing skirt. Further study is needed to define clinical
impact and durability.

23 mm 23 mm P 26 mm 26 mm P S3u S3UR P
S3uU S3UR value S3uU S3UR value PVL PVL value
(mmHg) | (mmHg) (mmHg) [ (mmHg) (%) (%)
1Day Peak | 22.71 16.73 0.01 18.73 16.59 0.12 1467 |0 0.03
Mean | 12.18 9.47 0.04 9.78 8.18 0.06
30 Day Peak | 26.88 18.80 <0.01 2224 18.23 0.01 2667 | 0 <0.01
Mean | 14.65 10.27 <0.01 12.00 9.81 0.02
1 Year Peak | 28.37 21.33 0.02 20.96 18.76 0.13 2667 | 0 <0.01
Mean | 15.18 1.6 0.03 11.66 9.76 0.09
2 Year Peak | 28.31 21.49 0.03 19.60 17.711 0.16 28.00 | 7.69 0.02
Mean | 15.16 1n2 0.02 10.13 9.50 0.27

Table 1. Gradients (X) are lower with S3UR in 23-mm valves and comparable between 23-mm S3UR and
26-mm S3U (p<0.05), while there was no difference between 23-mm S3UR and 26-mm S3U valves. PVL
was significantly less in the S3UR group by two sample T test.

Structural Heart 10 (2026) 100966
https://doi.org/10.1016/j.shj.2026.100966

83204 | Predictors of Conduction System
Disturbances Resulting in a New Permanent
Pacemaker Implantation: A Sub-study of the
LANDMARK Trial

L))

Check for
updates

Pieter Smits ', Rajiv Rampat %, Niels van Royen °,

Ignacio Jesus Amat Santos 4, Martin Hudec®, Matjaz Bunc 6

Udita Chandra’, Ashokkumar Thakkar®, Andreas Baumbach °,
Yoshinobu Onuma '°, Patrick Serruysw, Marie-Claude Morice '!,

L CERC, Rotterdam, Netherlands; 2 East Kent Hospitals University NHS
Foundation Trust, Ashford, United Kingdom; 3 Radboud University Medical
Center, Nijmegen, Netherlands; #Hospital Clinico de Valladolid, Madrid,
Spain; 5SUSCCH, A.S., Banska Bystrica, Slovakia; 6 University Medical
Center Ljubljana, Ljubljana, Slovenia; ” Meril Life Sciences, Nagpur,
Maharashtra, India; ® Meril Life Sciences Pvt. Ltd., Vapi, Gujarat, India;
9 Department of Cardiology, Barts Heart Centre, Barts Health NHS Trust,
London, United Kingdom; *° University of Galway, Galway, Ireland;

1 CERC, Massy, France

Structural Heart 10 (2026)

Background: This sub-analysis of the LANDMARK trial compares the
incidence of new permanent pacemaker implantation (PPI) after trans-
catheter aortic valve implantation (TAVI) between Myval and Contem-
porary (Sapien and Evolut) transcatheter heart valve (THV) series and
THV types at 30-day and 1-year in patients with severe symptomatic
native aortic stenosis. It also identifies pre- and peri-procedural pre-
dictors of PPI using multivariable regression models at 1-year.
Methods: The LANDMARK trial, a prospective, multinational random-
ized trial, was conducted across 31 sites in 16 countries. Patients were
randomized 1:1 to Myval or contemporary (balloon-expandable [BE]
Sapien THYV series and self-expanding [SE] Evolut THV series) THV se-
ries. The as-treated population included 706 patients: Myval THV series
(n=352) and Contemporary THV series (n=354) (Sapien [n=181] and
Evolut [n=173]). BE (Myval and Sapien) THV series and SE (Evolut)
THV groups included 533 and 173 patients, respectively. Electrograms
were analysed and PPI events were adjudicated independently by clin-
ical events committee. Predictors of PPI were evaluated using a com-
bined multivariable regression model at 1-year.

Results: At 30 days and 1-year, PPI rates with Myval THV series (15.6%
and 17.6%) were comparable to Sapien THV series (18.2% and 19.3%),
Evolut THV series (18.5% and 19.1%), and Contemporary THV series
(18.4% and 19.2%). Similarly, BE-THV vs SE THV groups showed
comparable PPI rates at 30 days (16.5% vs 18.5%) and 1-year (18.2% vs
19.1%). Baseline right bundle branch block (RBBB), with or without
fascicular block, was the most frequent indication of PPI. The combined
multivariable regression model identified several significant predictors
of PPI across all THV groups at 1-year: RBBB, left anterior fascicular
block, atrial fibrillation, AV conduction delay > 200 m.sec, membranous
septum length, implantation depth-non coronary cusp, and implantation
depth-left coronary cusp.

Conclusion: Myval THV series demonstrated PPI rates comparable to
contemporary THV series at 30 days and 1-year. Baseline conduction
abnormalities, anatomical and peri-procedural factors were significant
PPI predictors at 1-year.

Structural Heart 10 (2026) 100967
https://doi.org/10.1016/j.shj.2026.100967

83207 | Win Ratio Analysis for the 1-Year ,.)
Composite Endpoint: A Sub-study of the
LANDMARK Trial Urazies.

Niels van Royen ', Akihiro Tobe %, Ignacio Amat-Santos °,

Martin Hudec?, Matjaz Bunc 5 Jose Luis Pomar °, Liesbeth Rosseel”,
Amr Gamal ®, Javaid Igbal °, Alan Soo '°, Ashokkumar Thakkar ',
Udita Chandra '?, Yoshinobu Onuma ?, Patrick Serruys 2 1 Radboud
University Medical Center, Nijmegen, Netherlands; 2 University of Galway,
Galway, Galway, Ireland; 3 University Of Valladolid, Spain, Valladolid,
Spain; 4SUSCCH, A.S., Banska Bystrica, Slovakia; 5 University Medical
Genter Ljubljana, Ljubljana, Slovenia; ® The Cardiovascular Institute
Hospital Clinic & University of Barcelona, Barcelona, Spain; 7 Hartcentrum
Aalst, AZORG, Aalst, Belgium; 8Blackpool Victoria Hospital, Preston,
United Kingdom; 9 South Yorkshire Cardiothoracic Centre, Northern
General Hospital, Sheffield, United Kingdom; '° Galway University Hospital,
Galway, Galway, Ireland; ** Meril Life Sciences Pvt. Ltd., Vapi, Gujarat,
India; 2 Meril Life Sciences, Nagpur, Maharashtra, India

Background: Traditional time-to-first event (Kaplan-Meier) analyses
for composite endpoints consider only the first event and do not account
for event severity and recurrence, whereas win-ratio analyses account
for both severity and recurrence.

Methods: We performed a post-hoc win-ratio analysis of the 1-year
composite endpoint in the LANDMARK trial, a prospective, multicentre,
non-inferiority trial that randomized patients with severe native aortic
stenosis to receive either the Myval transcatheter heart valve (THV)
series (n=384) or contemporary (Sapien and Evolut series, n=192 in
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