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LEADERS FREE: Complex PCI for patients at high bleeding risk 
Two years outcome of a sub-study

Presented by P. Urban EuroPCR 2018

Roxana Mehran MD, Jaya Chandrasekhar MBBS, Philip Urban MD, Robaayah Zambahari MD , Irene Lang MD, Ute Windhoevel, Christian Spaulding MD,  

Samuel Copt PhD, Hans-Peter Stoll MD, and Marie-Claude Morice MD for the LEADERS FREE Investigators
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Primary Endpoints and Major Bleeding at 1 Year

Urban P et al. N Engl J Med 2015;373:2038-47
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2413 
patients 
enrolled

667 
complex 

PCI

346 DCS 321 BMS

1746 non-
complex 

PCI

886 DCS 880 BMS

What did we study?
LEADERS FREE & COMPLEX PCI

Determine the incidence and two-year outcome of complex PCI 

in HBR patients enrolled in the Leaders Free trial
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How was the study executed?

Diagnostic criteria for 667 complex PCI (one or more)

%

If none of the above, PCI was considered «non-complex»

LEADERS FREE & COMPLEX PCI
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Baseline characteristics

Other major baseline characteristics were not significantly different between the 2 groups

LEADERS FREE & COMPLEX PCI
What are the essential results?
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LEADERS FREE & COMPLEX PCI

Procedure characteristics

LEADERS FREE & COMPLEX PCI
What are the essential results?
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P for interaction = NS

LEADERS FREE & COMPLEX PCI
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LEADERS FREE & COMPLEX PCI What are the essential results?
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P for interaction = NS

LEADERS FREE & COMPLEX PCI What are the essential results?
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oWhy: DCS have never been specifically tested for complex PCI

oWho: 667 HBR patients with complex PCI enrolled in Leaders Free (28%)  

oHow: One month DAPT for all after randomisation to DCS or BMS                 

and 2 years follow-up 

oResults: The safety and efficacy benefits of a BA9-DCS over a BMS were 

maintained independently of PCI complexity 

oWhy is this important:

oThe absolute benefits of  BA-9 DCS over BMS were greater for patients 

undergoing complex PCI 

oThere is no subset of patients for whom BMS is a better option that DCS 

LEADERS FREE & COMPLEX PCI The essentials to remember



1
1
3
0
0

-0
0
0
-E

N

1
1
9
2
9
-0

0
0

-E
N

_
R

e
v

.0
1

LEADERS FREE & COMPLEX PCILEADERS FREE & COMPLEX PCI
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DISCLAIMER

BioFreedom, Gazelle and BA9 are trademarks or registered trademarks of Biosensors International Group, Ltd. 
BioFreedom is CE Mark approved. 

All other cited trademarks are the property of their respective owners. 
Data on file at Biosensors International for any sustained claims in this document. 

CAUTION: The law restricts these devices to sale by or on the order of a physician and these products are intended 
for the use by or under the direction of a physician. Indications, contraindications, warnings and instructions for use 

can be found in the product labeling supplied with each device. Not available in the United States and any other 
country where applicable health authority product registration has not been obtained. Information contained 

herein only for presentation outside the US and France, except EuroPCR 2018.
© 2018 Biosensors International Group, Ltd. All rights reserved. 



www.biosensors.com
© 2017. Biosensors International, Ltd. All rights reserved
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