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PAINT Study Design

280 patients treated with coronary stenting for:
- De novo coronary lesion in a native vessel
- Vessel size 2.5-3.5 mm
- Single stent per lesion up to 29-mm stent length
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Randomization (1:2:2)
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9-month angiographic follow-up (95%06) — independent core lab

l <— Clopidogrel for 1 year

60-month clinical follow-up




Primary endpoint:
To compare the in-stent luminal loss of the 2 DES
(Infinnium or Supralimus) with the control BMS
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PAINT complex - Study Design

185 patients included in the PAINT trial with at least one:
- Diabetes
- Small vessel (stent diameter 2.5 mm)
- Long lesion (stent length = 23 mm)
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Baseline Characteristics

Matrix
Age,y 5710
Men 63
Hypetension 02
Diabetes 40
Previous Ml 34
Previous PCI 21
Previous CABG 3

Multivessel disease 53
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Clinical Presentation
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9-month QCA

Matrix Infinnium  Supralimus P-value
(n=38 pts) (n=77pts) (n=70 pts) DES vs. BMS

In-stent

9-m MLD, mm* 1.38+0.64 1.90£0.54 2.12+0.47 <0.01
9-m late loss, mm> 0.98+0.49 0.5210.45 0.3320.36 <0.01
9-m binary resten. 30.6 9.6 4.5 <0.01

In-segment
9-m MLD, mm> 1.34+£0.61 1.80+£0.50 1.96+0.46 <0.01

9-m late loss, mm>* 0.73+0.54 0.35+0.44 0.16+x0.36 <0.01
9-m binary resten. 30.6 0.6 4.5 <0.01

*p<0.05 para Infinnium vs. Supralimus




Clinical outcomes @10 months

Matrix Infinnium Supralimus p
(n=38 pts) (n=77pts) (n=70 pts)

Cardiac death o) o) 1.4 0.4
Myocardial infarction 5.3 5.2 7.3 0.9
Target lesion revasc 10.8 4.6 5.0 0.01
Target vessel revasc 14.2 4.6 6.6 0.02

Any event 16.9 9.2 9.0 0.2




Conclusions |

Compared to bare stents, implantation of
Infinnium paclitaxel- and Supralimus
sirolimus-eluting stents in complex patients
resulted in:

» Significantly lower angiographic neointimal
hyperplasia that led to a significant reduction
INn the need for subseqguent revascularization

> Similar rates of death, myocardial infarction,
and stent thrombosis at 10-month follow-up
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Conclusions 11

The head-to-head comparison between Infinnium

and Supralimus, which use the same platform and

polymeric coating, permitted to explore the isolate
effect of the drugs sirolimus and paclitaxel:

The sirolimus stent was associated with a
significantly larger NIH inhibition than paclitaxel

However, the angiographic superiority of the
sirolimus-stent was not translated into better clinical
outcomes, compared to paclitaxel:

both sirolimus and paclitaxel stents were associated with
a —~5%o TLR rate and a MACE rate —9%b at 10 months
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