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BACKGROUND Among patients with severe aortic stenosis (AS) un-
dergoing transcatheter aortic valve implantation (TAVI), nearly one-
third have a small aortic annulus. These patients are at higher risk of
prosthetic valve dysfunction. Recently, the SMART trial reported that
the self-expanding Evolut series was superior to the balloon-
expandable Sapien series with respect to echocardiographic hemo-
dynamic outcomes at one year. The Myval series is a novel balloon-
expandable transcatheter heart valve (THV) whose clinical non-infe-
riority at 30 days compared to the Evolut and Sapien series was
recently demonstrated in the LANDMARK trial. However, the perfor-
mance of the Myval series in patients with a small aortic annulus is
unknown.

METHODS The LANDMARK trial is a randomized, non-inferiority trial
conducted in 16 countries, which compares the safety and effective-
ness between the Myval THV series and contemporary THV series
(Sapien and Evolut) in accordance with the third Valve Academic
Research Consortium recommendations. The primary endpoint was a
composite all-cause death, all stroke, bleeding (type 3 or 4), acute
kidney injury stage 2-4, major vascular complication, moderate or
severe prosthetic valve regurgitation (PVR), and permanent pace-
maker implantation at 30 days. This sub-study compared the clinical
and echocardiographic outcomes at 30 days in patients with a small
aortic annulus (aortic valve annulus area =430 mm?).

RESULTS Out of 768 patients randomized in the trial, 245 (32%) pa-
tients had a small aortic annulus (125 patients in Myval, 64 in Sapien
and 56 in Evolut). The proportions of female in patients with a small

annulus were 86%, 81% and 88% in Myval, Sapien and Evolut,
respectively. At 30 days, the primary composite endpoint occurred in
24 (20%), 13 (21%) and 18 (33%) patients in Myval, Sapien and Evolut,
respectively (Myval vs Sapien: p=1.00, Myval vs Evolut: p=0.08).
Myval had a lower aortic valve mean pressure gradient (MPG, Myval:
9.3 mmHg; Sapien: 11.8 mmHg, p<0.01) and a higher effective orifice
area (EOA) compared to Sapien (1.75 cm?, 1.53 cm?, p<0.01), while
having a higher MPG (Evolut: 5.8mmHg, p<0.01) and lower EOA than
Evolut (2.27 cm?, p<0.01). The incidence of moderate or severe PVR
was 2%, 0%, and 12% in Myval, Sapien and Evolut series, respectively
(Myval vs Sapien: p=0.54, Myval vs Evolut: p<0.01).

CONCLUSION At 30 days, Myval THV series had a lower aortic valve
MPG and a higher EOA than Sapien series. Evolute series had superior
hemodynamics performance in terms of EOA and MPG when
compared to BEV, but at the cost of a significant increase in PVR. Long
term follow-up will clarify the impact of these early comparative he-
modynamic findings.
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BACKGROUND Despite the well-documented benefits of more potent
and prolonged antiplatelet therapy in drug-eluting stent (DES)-based
percutaneous coronary intervention (PCI), bleeding events remain a
critical predictor of morbidity and mortality following PCI. Drug-
coated balloons (DCBs) have demonstrated potential as an alternative
to DESs in certain cases of de novo lesions or patients with high-
bleeding risk (HBR). Managing patients with HBR requiring PCI is
challenging, and data are limited. This study investigates the clinical
outcomes of DCB-based PCI compared to DES-only PCI in patients
with HBR undergoing PCI.

METHODS We included 828 consecutive patients with HBR under-
going DCB-based PCI compared them to 828 propensity-matched pa-
tients who received conventional PCI with second-generation DES.
Patients were followed up for 2 years to assess major adverse car-
diovascular events (MACE: a composite of cardiac death, myocardial
infarction, stroke, definite stent thrombosis, target vessel revascu-
larization, and major bleeding). The presence of HBR was defined by
fulfilling at least one major criterion or two minor criteria based on the
ARC for HBR: age >75 (minor), oral anticoagulation (major), chronic
kidney disease (estimated glomerular filtration rate <60 mL/min
[minor], estimated glomerular filtration rate <30 mL/min [major]),
hemoglobin (<11 g/dL [major], male and 11-12.9 g/dL [minor], female
and 11-11.9 g/dL [minor]), thrombocyte count <100 K/uL (major), re-
ported liver disease (major), reported non-skin cancer (major), pre-
vious stroke or transient ischemic attack (minor), or oral nonsteroidal
anti-inflammatory drug (minor). If no information was available
regarding a certain criterion, it was considered negative and thus not
suggestive of HBR. All DCB were coated with 3.0 pg/mm2 paclitaxel
combined with iopromide, as a carrier for the drug.

RESULTS Baseline clinical characteristics were comparable between
the groups. In the DCB-based group, 69.0% of patients were suc-
cessfully treated with DCB alone. In the DCB-based PCI, patients had
lower cardiac mortality at 2 years (1.6% vs. 3.6%; hazard ratio: 0.38;
95% confidence interval: 0.1-0.80; P = 0.011). Rates of target vessel
revascularization (2.8% vs. 6.6%; hazard ratio: 0.39; 95% confidence
interval: 0.23-0.68; P = 0.001), and major bleeding events (1.3% versus
7.7%; hazard ratio: 0.14; 95% confidence interval: 0.07-0.29; P <
0.001) were also lower with DCB-based PCI than those with DES-only
PCI. Myocardial infarction and stroke events were comparable be-
tween the two groups. In a multivariable model, DCB-based PCI was
independently associated with reduced risk of 2-year cardiac death,
target vessel revascularization, and major bleeding.
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