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Background

• As TAVR candidates are increasingly younger and at lower surgical 

risk, it becomes crucial to minimize potential procedural 

complications and provide surgical-like long-term outcomes 

• Post-procedural moderate or severe paravalvular aortic regurgitation 

(AR) is a relevant complication after TAVR that has been found to be 

associated with adverse short- and long-term outcomes.1

• Moderate or severe Paravalvular AR

 SCOPE I: ACURATE neo 9% vs. 3% Sapien 3 2

 SCOPE II: ACURATE neo 10% vs. 3% CoreValve Evolut 3

2 Lanz J et al. Lancet. 2019 Nov 2;394(10209):1619-1628.
3 Tamburino C et al. Circulation. 2020 Dec 22;142(25):2431-2442. 

1 Athappan G et al. J Am Coll Cardiol. 2013 Apr 16;61(15):1585-95.



© 2022 Boston Scient ific Corporat ion or its affiliates. SH-1336804-AA

The ACURATE neo and ACURATE neo2 Aort ic Valve Systems are CE-marked. In the USA, ACURATE neo2 is an invest igat ional device and restricted under federal law  to invest igat ional use only

Background

Radiopaque Positioning Marker

14F iSLEEVE™
Expandable Introducer

Release: September 2020



© 2022 Boston Scient ific Corporat ion or its affiliates. SH-1336804-AA

The ACURATE neo and ACURATE neo2 Aort ic Valve Systems are CE-marked. In the USA, ACURATE neo2 is an invest igat ional device and restricted under federal law  to invest igat ional use only

Study Design

1 Généreux et al. - Valve Academic Research Consortium 3. J Am Coll Cardiol. 2021 Jun 1;77(21):2717-2746 

Retrospective, Observational, Real-world registries (29 Centers, 13 Countries)

NEOPRO + NEOPRO-2

n = 3726 

Evolut PRO/PRO+ 

(n = 1700) 

ACURATE neo or neo2

n = 2026

neo (1263)

Jan 2012 – Mar 2018

neo2 (763)

Sep 2020 – Dec 2021

Primary Endpoint

Moderate or Severe paravalvular AR

Secondary Endpoints

• 30-day VARC-3 clinical outcomes 1

• 30-day new PPI

• 1-year overall survival
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Baseline Characteristics

Clinical Characteristics
Total

(2026)

ACURATE neo

(1263)

ACURATE neo2

(763)
p value

Age, years 82 ± 5.8 82 ± 5.8 82 ± 5.9 0.822

Male 694 (34) 444 (35) 250 (33) 0.303

BMI 27 ± 5 27 ± 5 27 ± 5 0.281

BSA 1.82 ± 0.21 1.82 ± 0.21 1.82 ± 0.22 0.314

Hypertension 1726 (87) 1079 (88) 647 (85) 0.055

Diabetes Mellitus 598 (30) 379 (30) 219 (29) 0.571

Atrial Fibrillation 648 (32) 408 (33) 240 (32) 0.772

Previous Stroke 209 (10) 126 (10) 83 (11) 0.719

Peripheral Vascular Disease 271 (13) 156 (12) 115 (15) 0.093

Previous Myocardial Infarction 220 (11) 138 (12) 82 (11) 0.689

Previous PCI 582 (29) 370 (29) 212 (28) 0.496

Previous CABG 194 (10) 147 (12) 47 (6) <0.001

COPD 369 (18) 244 (19) 125 (16) 0.114

eGFR, ml/min/1.73m2 60 ± 25 58 ± 22 64 ± 29 <0.001

Prior PM/ICD 219 (11) 158 (12) 61 (8) 0.002

NYHA class III/IV 1397 (69) 981 (78) 416 (55) <0.001

Euroscore II 3.9 [2.5, 6.6] 4.4 [2.7, 7.2] 3.1 [2.1, 5.1] <0.001

STS score (mortality) 4 [2.8, 5.8] 4.1 [2.9, 6.1] 3.5 [2.5, 5] <0.001
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VARC 3 – Technical Success Pacemaker Implantation

Technical success (at exit from procedure room) 1

• Freedom from mortality
• Successful access, delivery of the device, and retrieval of the delivery system
• Correct pos itioning of a single prosthetic heart va lve into the proper anatomical location
• Freedom from surgery or intervention related to the device or to a  major vascular or access-related, or 

cardiac structural complication 

1 Généreux et al. - Valve Academic Research Consortium 3. J Am Coll Cardiol. 2021 Jun 1;77(21):2717-2746 
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30-day Outcomes

Total

(2026)

ACURATE neo

(1263)

ACURATE neo2

(763)
p value

All-cause Death 61 (3) 39 (3) 22 (3) 0.903

VARC 3 – Technical Success 1859 (92) 1149 (91) 710 (93) 0.117

VARC 3 – Device Success 1630 (82) 1024 (81) 606 (84) 0.119

VARC 3 – Intended Performance 1286 (93) 572 (90) 714 (96) <0.001

PM Implantation 147 (8) 96 (9) 51 (8) 0.460

Acute Kidney Injury (stage 2-3) 58 (3) 37 (3) 21 (3) 0.953

Vascular Complications <0.001

None 1700 (87) 1032 (83) 668 (94)

Minor 156 (8) 138 (11) 18 (2)

Major 98 (5) 75 (6) 23 (3)

Bleeding Complications 0.020

None 1638 (86) 1011 (85) 627 (88)

Type 1 104 (6) 65 (6) 39 (6)

Type 2 79 (4) 56 (5) 23 (3)

Type 3 74 (4) 56 (5) 18 (2)

Type 4 2 (0.1) 0 (0) 2 (0.3)

Mean aortic gradient, mmHg 8.5 ± 3.8 8 ± 3.3 8.9 ±4.1 <0.001

AVA, cm2 1.8 ± 0.4 1.8 ± 0.4 1.8 ± 0.4 0.826

Indexed AVA, cm2/m2 0.96 ± 0.2 0.96 ± 0.2 0.96 ± 0.2 0.769

Moderate or severe paravalvular AR 75 (4) 62 (5) 13 (2) <0.001
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Pre-discharge echocardiography

Paravalvular Aortic Regurgitation

Aortic Calcification Grade 1,2

neo neo2
p

value

None or Mild Calcification
6/286 

(2)

1/184 

(0.5)
0.317

Moderate Calcification
21/428 

(5)

7/311 

(2)
0.077

Heavy Calcification
23/263 

(9)

3/133 

(2)
0.018

p value for interaction 0.671

1 Barbanti et al. Circulation. 2013;128:244–532
2 Tops LF et al. JACC Cardiovasc Imaging. 2008; 3:25–32
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Overall Survival
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Conclusions

• The latest-generation ACURATE neo2 THV was associated with a 

significant reduction in post-procedural moderate or severe 

paravalvular AR as compared to the first-generation neo THV

• A similar need for new PPI was observed between neo2 and neo

• The superior performance of the ACURATE neo2 THV was 

particularly evident in severely calcific aortic valve anatomies

• TAVR with ACURATE neo2 in combination with the expandable 

iSleeve is associated with reduced rates of vascular complications. 
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Outcomes Stratified per Aortic Valve Calcification grade

None or Mild Calcification Moderate Calcification Heavy Calcification

neo

(286)

neo2

(184)
p value

neo

(428)

neo2

(311)
p value

neo

(263)

neo2

(133)
p value

p value

for interaction

All-cause Death 9 (3) 6 (3) 1.000 11 (3) 9 (3) 0.962 9 (4) 0 (0) 0.070 0.418

VARC 3 - Technical Success 250 (87) 167 (91) 0.332 390 (91) 287 (92) 0.669 240 (91) 128 (96) 0.105 0.404

VARC 3 - Device Success 229 (80) 150 (84) 0.311 346 (81) 244 (83) 0.524 203 (78) 100 (85) 0.172 0.691

VARC 3 - Intended Performance 262 (97) 178 (97) 0.937 377 (93) 293 (95) 0.298 214 (88) 127 (97) 0.005 0.899

PM Implantation 21 (9) 11 (7) 0.605 40 (10) 23 (9) 0.535 17 (8) 6 (6) 0.705 0.982

Mean aortic gradient, mmHg 7.6±3.4 8.5±4.2 0.023 8±3.2 9±4.1 0.001 8.2±3.6 8.9±3.9 0.023 0.141

AVA, cm2 1.7±0.4 1.7±0.4 0.867 1.7±0.4 1.7±0.4 0.731 1.8±0.4 1.9±0.4 0.867 0.135

Indexed AVA, cm2/m2 0.96±0.2 0.96±0.2 0.979 0.93±0.2 0.94±0.2 0.589 0.96±0.2 1±0.2 0.979 0.208

Moderate or severe paravalvular AR 6 (2) 1 (0.5) 0.317 21 (5) 7 (2) 0.077 23 (9) 3 (2) 0.018 0.671

Barbanti et al. Circulation. 2013;128:244–53

Tops LF et al. JACC Cardiovasc Imaging. 2008; 3:25–32
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Aortic Valve Calcification
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