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ACURATE NEO 2: 
Improved Design to Reduce Paravalvular Leak 

Porcine pericardium leaflets



Transfemoral Delivery System 



Expandable Introducer 

Advanced Sealing
Triple-sealed hemostasis valve
designed to minimize leakage

•Vessel indication ≥5.5mm

iSLEEVE™ Expandable Introducer

Smooth Procedures
State-of-the-art hydrophilic coating reduces insertion and withdrawl forces

Stability Layer increases stability and sealing

Smart Expansion
Responsive Tri-Fold Seams
dynamically expand and contract with valve advancement



Top-Down Deployment delivers the hemodynamic stability and positioning accuracy needed for high

procedural success and low complication rates

Valve Positioning

• Flexible delivery system

• Accurate positioning

Top-Down Deployment

• Co-axial self-alignment

• Hemodynamic stability

• No requirement for rapid pacing*

Valve Release

• Controlled release

• Predictable deployment

6

Stable and Predictable Deployment



ACURATE Neo2: Valve Sizing

S – 23 mm M – 25 mm L – 27 mm

Aortic annulus diameter*

Aortic annulus perimeter (mm)

21 mm ≤ annulus diameter ≤ 23 mm

66 mm ≤ annulus perimeter ≤ 72 mm

23 mm < annulus diameter ≤ 25 mm

72 mm < annulus perimeter ≤ 79 mm

25 mm < annulus diameter ≤ 27 mm

79 mm < annulus perimeter ≤ 85 mm

ACURATE neo2™ Aortic Valve
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SCOPE 1: ACURATE Neo vs SAPIEN 3

Primary endpoint: VARC 2 safety & efficacy endpoints including all-cause death, any stroke, life-threatening or 

disabling bleeding, major vascular complications, coronary artery obstruction requiring intervention, AKI (stage 2 

or 3), rehospitalisation for valve-related symptoms or CHF, valve-related dysfunction requiring repeat procedure, 

moderate or severe prosthetic valve regurgitation, or prosthetic valve stenosis within 30 days of the procedure.

Lanz J, Lancet 2019;394:1619



RCT (n=398, each group) 

Primary endpoint: all-cause death or any stroke at 1 year

15.8% (ACURATE Neo) vs 13.9% (Evolut), p = 0.055 (non-inferiority)

Cardiac death 8% vs. 4%, p=0.01

Primary endpoint 

New pacemaker at 30 days 

New pacemaker at 1 year 

New LBBB

0.055

0.0027

0.0043

0.048

SCOPE 2: ACURATE Neo vs EVOLUT
Paravalvular Leak 

Tamburino C, Circulation. 2020;142:2431



Scotti A, EuroIntervention 2022;18:804-811

Acurate Neo vs. Acurate Neo2
Haemodynamic performance and clinical outcomes

NEOPRO and NEOPRO-2 registries from European centers: Neo (n=1,263), Neo2 (n=763) 



Baggio S, Eurointervention 2023;18:977

Acurate Neo2  vs. Evolut Pro/Pro+
NEOPRO-2 registry



ACURATE NEO2 vs. EVOLUT PRO: Early Outcomes

Rheude T, Clin Res Cardiol 2023 in press

PS Matched cohort from 7 German Centers

Neo2 (n = 496) or PRO (n = 213) =>  n=155 in each group



ACURATE NEO2 vs. SAPIEN ULTRA 
Cohort from 4 German centers: n = 1356

Device success was defined as technical success, freedom 

from mortality, freedom from surgery or intervention related 

to the device or to a major vascular, access-related or cardiac 

structural complication, and performance of the valve as inte

nded (mean gradient <20 mmHg, peak velocity <3m/s, Doppl

er velocity index >0.25 and less than moderate AR)

Pellegrin C, EuroIntervention 2023;18:987



ACURATE NEO2 vs. SAPIEN ULTRA 

Pellegrin C, EuroIntervention 2023;18:987



Barbanti M, JACC Intv 2020;13:2542

Coronary Cannulation After TAVR:  RE-ACCESS Study

100% successful

coronary cannulation

.



• Sx: Aggravated DOE

• PHx: 

- HTN

- CAD (2-VD), S/P PCI at dLAD (2011)

- old CVA

• Body Ht/Wt: 155 cm/57 kg

• Lab: Cr 0.7 mg/dL, 

eGFR 80 mL/min/1.73

• STS: 3.90%

F/82



Baseline ECG



Baseline TTE

Severe AS with mild AR, AVA 0.97cm2, PSPG/MSPG 84/45mmHg, LVEF=68% 



CT Analysis

Annulus LVOT

SOV STJ

LCA RCA

Calcium at HU 850

9 mm



Coronary Angiography

LAD: FFR = 0.83



• Elderly Korean female patient 

• Relatively small body stature

• Small annulus & SOV 

• Low LCA ostium

• Known CAD

• RBBB => High risk for PPI

Case Summary 

We need a valve with 

- Better hemodynamic performance

- Easier coronary access

- Lower risk of PPI

- Coronary protection



Coronary Protection & Predilation

Predilation (22 mm balloon)



TAVR
ACURATE Neo2 25 mm 



Final Aortogram & ICE



Hemodynamics Before and After TAVR

Before After



ECG after TAVR



Conclusions

• ACURATE Neo2 is a self-expanding valve with supra-annular design and

augmented sealing skirt.  

• ACURATE Neo2 shows significantly reduced rates of PVL than previous 
version. Its PVL rates are comparable with those of Evolut or Sapien
systems.

• ACURATE Neo2 also demonstrates favorable hemodynamic performance 
due to its supra-annular valve design.

• ACURATE Neo2 shows a lower rate of PPI than Evolut, which is 
comaparable with that of Sapien.  

• ACURATE Neo2 provides easier coronary access due its large cell size.

• The clinical benefit and safety of ACURATE Neo2 needs to be validated in 
RCTs.


