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Why this study?

• increased 1 year mortality for LBBB and PPI

• incidences of left bundle branch block (LBBB) and permanent pacemaker 
implantation (PPI) vary considerably across different valve types

Faroux et al. 2020 Eur Heart J, Auffret et al. 2017 Circulation

Edwards - SAPIEN 3

LBBB: 7.5 - 20.5%
PPI: 4.5 – 31% 

Medtronic - Evolut R

LBBB: 12.8 -25-9%
PPI: 11.8 – 25% 

Boston Scientific - ACURATE neo

LBBB: 10.3 - 13%
PPI: 3.8 – 21% 

The ACURATE neo™and neo2™Valve System are CE-Marked. It i s an investigational device in the US and restricted under federal 
law to investigational use only. Not available for sale. 
© 2022 Boston Scientific Corporation or its affiliates. SH-1330206-AA



What did we study?

From the powered, prospective, randomized SCOPE 2 clinical trial, 
comparing the ACURATE neo and the CoreValve Evolut R valves, we 
performed a sub-analysis to …

• assess independent predictors of new PPI after TAVI, 
focusing on clinical baseline characteristics, CT-assessed 
valve morphology and pre-existing electrocardiographic 
variables

• assess whether newly developed conduction abnormalities 
resolve or persist from discharge to follow-up at 30 days and 
at 1 year

• confirm from randomized controlled data whether new LBBB 
or PPI after TAVI have an impact on mortality at 1 year
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How was the study executed?

SCOPE 2 trial
n=796

Randomized patients
Intention-to-treat population

ACURATE neo
n=333

Evolut R
n=315

Other valve n=22
TAVR not initiated n=22

n=752
As-treated population

*multiple events possible

n=648
PPI 30 cohort

Patients with missing baseline ECG* n=11
Patients with prior LBBB* n=51

Patients with missing ECG at discharge* n=12
Patients with  missing ECG at 30 days* n=169

ACURATE neo
n= 217

Evolut R
n=209

n=426
LBBB 30 cohort

Patients with prior pacemaker* n=72
Patients died within 30 days* n=15

Patients with unknown pacemaker status at 30 days* n=20

➢ endpoint PPI at 30 days ➢ endpoint LBBB at 30 days

The ACURATE neo™and neo2™Valve System are CE-Marked. It i s an investigational device in the US and restricted under federal 
law to investigational use only. Not available for sale. 
© 2022 Boston Scientific Corporation or its affiliates. SH-1330206-AA



What are the essential results? (1)

41/333
12.3% 66/315

21.0%

ACURATE neo Evolut R

PPI at 30 days - PPI at 30 days +

p=0.004

Right bundle branch block OR 6.11 95% C I[3.19 - 11.73] <0.001

0 0.2 0.4 0.6 0.8 1 1.2

Univariable 
analysis

Multivariable 
analysis*

0.53 [0.35 – 0.81]

0.50 [0.31 – 0.81]

OR [95% CI]

0.003

0.005

p-value

Favors 
ACURATE neo

Favors 
Evolut

Univariable 
analysis

Multivariable 
analysis

0.53 [0.35 – 0.81]

0.56 [0.37 – 0.85]

0.003

0.006

PPI 30 cohort

ITT population

*adjusted for use of ACURATE neo, Right bundle branch block, Left bundle branch block, moderate 
to severe aortic calcification,  moderate to severe LVOT calcification, Pre-dilatation

• crude event rates of PPI at 30 days for valve type and multivariable analysis for 
risk of PPI at 30 days
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What are the essential results? (2)

At 30 days At 1 yearAt discharge

12/217
5.5%

28/209
13.4%

ACURATE neo Evolut R

LBBB at 30 days - LBBB at 30 days +

p=0.007

• crude event rates of LBBB at 30 days for valve type and evolution of LBBB over 
time

15.7%
43/274

16.1%
5/31

17.4%
4/23

22.4%
22/98

PPI at 
1 year
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What are the essential results? (3)

• no impact on 1 year mortality for PPI 
or LBBB at 30 days

• worse LV function at 1 year for 
patients with LBBB at 30 days

Log-rank 0.775

Log-rank 0.926
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Why is this important?

• Lack of data on comparison of latest generation heart valves 
regarding new LBBB and PPI from randomized clinical trials 

• by extending TAVI to lower risk and younger patients, it is 
paramount to reduce post-procedural LBBB and PPI, especially in 
light of the expected longer survival

• although contemporary metanalysis showed association with 
increased mortality, the current sub-study could not confirm this 
finding at 1 year
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The essentials to remember

• why? Randomized comparative evidence on LBBB and PPI with 
latest generation valves remain scarce 

• what? Powered comparison on incidence, predictors and impact 
of LBBB and PPI at 30 days

• how? Sub-analysis from the randomized SCOPE 2 clinical trial

• what are the results? LBBB and PPI rates were lower in ACURATE 
neo compared to Evolut R. Use of the ACURATE neo was 
associated with decreased risk of PPI. 

• why is this important? Patient-tailored valve selection should aim 
to minimize post-procedural complications and these results 
promote the use of the ACURATE neo in patients at high risk for 
conduction abnormalities
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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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