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SIRTAX LATE - Trial Design
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1° endpoint: CV death, MI, clinically-indicated TLR

2° endpoints: Death, CV death, MI, TLR, TVR
Definite ARC stent thrombosis

Angiographic study: In-stent % diameter stenosis




Cumulative Incidence of Primary Endpoint (%)

Major Adverse Cardiac Events

Landmark-Analysis
1 year HR 1-5 years HR
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0.59 [0.40 — 0.86]

P<0.01

1.18 [0.84 — 1.65]
P=0.35




Cumulative Incidence of TLR (%)

Target lesion Revascularization
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Landmark-Analysis

1 year HR 1-5 year HR
1'0.54 [0.34 — 0.84] 1.15[0.77 — 1.73]
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Safety Endpoints @ 5 Years

RR=1.15 RR=1.0 RR=0.95 RR=1.12
(0.78-1.69) (0.60-1.68) (0.59-1.52) (0.82-1.53)
P=0.48 P=0.99 P=0.82 P=0.46
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Detfinite Stent Thrombosis Through 5 Years
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Definite Stent Thrombosis
Landmark-Analysis

5 - 1 year HR 1-5 year HR
1.12 [0.46 — 2.76] 1.17 [0.54 — 2.54]
4 P=0.80 P=0.69
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Evolution of MLD over time
Paired Angiographies
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In-Stent Late Loss @ 8 Months and 5 Years
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Conclusions

Inical follow-up data of SIRTAX

periority of SES over PES in MACE at

1 year was lost during long-term follow-up to
S years

 The differential outcome between SES and PES
was mainly driven by the clinical endpoint TLR

— <1 year: rates of TLR were lower for SES than PES

— 1-5 years: rates of TLR were similar for SES and PES




Conclusions

5 year angiographic follow-up data of SIRTAX

« MLD eroded between 8 months and 5 years for both
SES and PES

e The superior angiographic outcome of SES over PES
at 8 months was no longer apparent at 5 years since
late loss increased more for SES than PES between 8
months and 5 years

e The continuous increase in late loss in concert with
the continued risk of very late stent thrombosis suggest
that vascular healing in response to first generation
DES iIs ongoing up to 5 years after device implantation




