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“Our findings show that, compared with durable polymer SES, biodegradable
polymer BES are non-inferior and can improve long-term clinical outcomes for
up to 4 years. Our findings also show that they are associated with an 80% RR
reduction compared with durable polymer SES in terms of very late definite
ST occurring more than 1 year after stent
implantation, with no difference in the risk of T H E LAN C E T
ST during the first year. The apparent benefit
of biodegradable polymer BES was mainly
attributable to a lower risk of primary
endpoint events associated with very S,
late definite ST." -

Details on-line

http://www.thelancet.com/journals/laninf/article/PIIS0140-6736(11)61672-3/fulltext
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BioMatrix Flex™ -
cutting the MACE rate out to 4 years

23.1

19.1

4-year RR:
0.81 (0.66-1.00)

Pgyp =0.050

80% relative risk reduction in definite VLST
with BioMatrix Flex™

1 to 4-year RR:
0.20 (0.06-0.67)

Pyyp =0.004

Reduction in definite VLST
associated with fewer cardiac events

i
12 to 48 months —] 0.009

Cardiac death, MI, or ci-TVR

Cardiac death or MI

12 to 48 months

’»

Clinically-indicated TVR

12 to 48 months <— 1 i 0.017

Mrile See presentation on-line?
http://www.biosensors.com/intl/sites/default/files/eblast/LEADERS_4-year_Results.pdf




www.biosensors.com

* Based on LEADERS results on MACE, definite VLST and cardiac events associated with definite stent
thrombosis out to 4 years.

1. Stefanini GG et al., Long-term clinical outcomes of biodegradable polymer biolimus-eluting stents versus durable
polymer sirolimus-eluting stents in patients with coronary artery disease (LEADERS): 4-year follow-up of a randomised
non-inferiority trial. The Lancet. 2011; 378(9807): 1940-8.

2. Ischinger T et al., Long-term clinical results from the all-comers LEADERS Trial: 4-year follow-up data, oral abstract
presentation, TCT 2011.

© The article was published in The Lancet, Vol 378: Stefanini GG et al., Long-term clinical outcomes of biodegradable
polymer biolimus-eluting stents versus durable polymer sirolimus-eluting stents in patients with coronary artery
disease (LEADERS): 4-year follow-up of a randomised non-inferiority trial, Pages 1940-1948.
Copyright Elsevier 2011.

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 labeling supplied with each device.
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