NICE Appraisal Submission: (Update to guidance No. 71)
For CoStar Paclitaxel-eluting Coronary Stent

Executive summary

Product

o Conor MedSystems CoStar™ Paclitaxel-Eluting Coronary Stent
System - distributed in Europe by Biotronik UK Ltd

e Cobalt Chromium metal stent structure incorporating reservoirs of a
paclitaxel/polymer matrix mounted on a rapid exchange style balloon
delivery system, sealed within a protective package, and radiation
sterilized.

o The device will initially be available in diameters of 2.5 mm, 3.0 mm
and 3.5 mm and lengths of 10 mm to 33 mm.

e CE Marking: submitted to BSI 11™ February 2005 and expected before
30" September 2005.
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EuroSTAR clinical study with CoStar:
o 145 patients enrolled, 176 lesions treated with 194 stents
o Primary device success rate: 99.0%
o 6 months QCA follow-up:
= |ate loss of 0.26mm
» restenosis rate of 3.4%
o 6 months MACE rate: 4.8%
o 12 months MACE rate: 7.6%
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