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Background

Second-generation ACURATE neo2 was lanched in September 2020 

Postulated advantage: reduction of  more-than-mild paravalvular leak
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Study design and flow-chart

Retrospective, observational, real-world, investigator-initiated registry
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Endpoints definition

* defined according VARC-3 criteria(1)

PRIMARY ENDPOINT*
Rate of pre-discharge more-than-mild paravalvular aortic 

regurgitation at echocardiographic assessment 

SECONDARY ENDPOINTS*
• Post-procedural technical success 

• 90-day device success 
• 90-day safety

• Single components of the pre-specified composite endpoints 

(1) Généreux P, et al. Valve Academic Research Consortium 3: Updated Endpoint Definitions for Aortic Valve Clinical

Research. J Am Coll Cardiol. 2021 Jun 1;77(21):2717-2746. 
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1:1 propensity score match
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Baseline characteristics – matched cohort

ACURATE neo
N=205

ACURATE neo2
N=205

P value

Age (years), median[IQR] 84.00 [80.00, 86.00] 83.00 [81.00, 86.00] 0.746

Male sex, n (%) 68 (33.2) 66 (32.2) 0.916

NYHA class ≥ 3, n (%) 128 (62.4) 130 (63.4) 0.919

STS-PROM, median[IQR] 3.33 [2.40, 4.80] 3.40 [2.23, 5.10] 0.679

Previous PM, n (%) 19 (9.3) 20 (9.8) 1.000

Arterial hypertension, n (%) 172 (83.9) 170 (82.9) 0.894

TIA or cerebral stroke, n (%) 17 (8.3) 16 (7.8) 1.000

History of AF, n (%) 64 (31.2) 63 (30.7) 1.000

History of CAD, n (%) 76 (37.1) 73 (35.6) 0.837

Previous PCI, n (%) 50 (24.4) 49 (23.9) 1.000
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Baseline ECG and Echo characteristics
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MSCT characteristics

MILD

MODERATE

SEVERE
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Procedural data and antithrombotic regimen

• 3 Embolizations
• 3 Malpositions

• 1 Embolization

ACURATE neo ACURATE neo2

Reasons for 2nd THV implantation

↑ Rate of pre-dilatation

↓ Rate of post-dilatation
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Comparable in hospital outcomes
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Primary endpoint results
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90-day secondary endpoint
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Why is this important?

• ITAL-neo is an independent and large registry comparing the 
performance of ACURATE neo2 and neo THVs

• ITAL-neo registry demonstrated a better performance of the 
second-generation device showing a 3-fold reduction of more-
than-mild paravalvular leak and a comparable technical success

• Data concerning short-term clinical outcomes is encouraging: 90-
day device success and safety rates are numerically higher
(despite not being statistically significant) in the group treated with
the new-generation device
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Simultaneous publication in JACC: CV Interventions 
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All trademarks are property of their respective owner.
CAUTION: The law restricts these devices to sale by or on the order of a physician. Indications, 

contraindications, warnings and instructions for use can be found in the product labelling 
supplied with each device. Products shown for INFORMATION purposes only and may not be 

approved or for sale in certain countries. This material not intended for use in France.
©2022 Boston Scientific Corporation or its affiliates. All rights reserved.
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