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SPIRIT FIRST Study Design

XIENCE V Everolimus

Single de novo Lesions Eluting Coronary Stent (n=28)

2.8—-3.2mm, <12 mm length

n =60 BN \/L VISION Control (n=32)

Prospective, randomized, single

1

Clinical follow-up: 1, 6, 9, 12 months,

blind trial 2,3, 4, 5years
Pl Prof. Patrick Serruys, MD, PhD Angiographic and IVUS follow-up: 6 &
DSMB: J Tijssen PhD, F.W.A 12 months (both arms)

Verheugt MD, W Wijns, PhD

CEC: C Hanet MD, B Rensing MD,
H Vos MD

Clopidogrel 3 months, Aspirin 1 year
Enrolment complete: April 1st, 2004

: . Stent size=3.0x 18 mm
Angiographic and IVUS corelab:
Cardialysis (Rotterdam, NL) Bailout only with metallic stent. Only

_ _ animal data on single stent available at the
60 patients, 9 sites (EU) onset of the study
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SPIRIT FIRST Clinical Study Population
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1: Bailout 2: Bailout
1: Major Protocol
Baseline
1: Withdrew consent > 30d 1: Withdrew consent > 30d
1: missed visit

\ 4 v
Per-protocol
=
Four Year

* Pt with heart failure waiting for a heart transplant
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Everolimus-eluting stent

SPIRIT FIRST: 4 - year clinical outcome
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Bare Metal Stent (N=28) = Everolimus Eluting Stent (N=25)

Source: Prof. Dr. Stephan Windecker, Department of Cardiology, University Hospital Bern, Switzerland, EuroPCR, 2008
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