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BASKET-Trial

Overall

Large vessels

(n=558)

1°Endpoint: Cardiac death /Ml

=014
=012
£
§0.10
)
o008
£005
2004
30.02
0.00

-

— E—

p=0.30

I T I I I I I I J I
0 3 6 g 12 15 18 21 24 27 30 33 3B

Follow-up {(months)

020 g

BMS el

e mnnsdsannemn
H

Cumulative death / Ml

T T T T T
12 15 18 21 24 27 30 33 3B

Follow-up (months)

=014
012
£
goo
gl
g005
3
£
3002
0.00

PR

T .'....-.-.mm.-.q....q.,"

BMS
p=0.01

T T T T T T T T T T T
3 B 9 12 15 18 21 24 27 30 33 3B

Follow-up {(months)

= -

=014
SURY,
£
§0.1u
g0l
£005
3
gn.m
3002
0.00

=]
[
=]

o
I

Cumulative death / M|
= = ‘
= =
o o

p=0.009 L

masnarmammannngEny

_‘_,................(.......:-f BMS

Cr—
°
1
=
o
1=}
&

| 1 I I 1 T I ) 1 1
6 9 12 15 18 2 24 27 30 33 36

Follow-up (months)

— |

= 014
20127
= 0104
Lo
20 06-
g0
gn.nzs—
3002
0.00

I 1 1 1 1 I 1 1 1 1 1 1
0 3 6 9 12 15 18 20 24 27 30 33 36
Follow-up (months)

p=0.70
DES
(1T [ B

T T T T T
0 3 6 98 12 15 18 2 24 27 30 33 3B

Follow-up (months)




7 Hypothesis
7

= In large vessels, compared to BMS, 15t generation DES
- provide only a small reduction in TVR

- may increase late cadiac death/MI

AIMS

= First aim: to prove or refute this hypothesis in an
adequately sized prospective multicenter trial

— Second aim: to evaluate whether a similar risk-
benefit balance would also be found for 2nd
generation DES



BASKET-PROVE

Study Design |
N7

Prospective randomized, 11-center, 4-country
multicenter study / intention to-treat

Inclusion 2’314 consecutive patients
irrespective of indication for PCI
(March 2007 until May 2008)

Randomization 1:1:1 to

1stgeneration SES (Cypher select ®)

VS

Cobalt-Chromium BMS (Vision ®)

VS

2nd generation (Xience V ®)
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Study Design II
N

Exclusions cardiogenic shock, ISR, ST, unprotected LM or SVG to be
stented, planned surgery within 12 months, need for oral
anticoagulation, increased bleeding risk, intolerance for
long-term antiplatelet drugs, vessels >4mm

Follow-up 12 and 24 months by dedicated questionnaires
ASS and Clopidogrel for 12 months in all patients
clinical events (angio for clinical indication only)

Endpoints: -1° EP: Cardiac death / Ml up to 24 months
a) SES vs BMS b) EES vs BMS [c) SES vs EES

-2°EP: Late cardiac death / Ml (7-24 months),

death, cardiac death, Ml, TVR, stent thrombosis,
MACE
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Patient Flow Chart

Included into study (n) 2‘314

Randomization to | |

stent used SES BMS
775 774 765

Protocol violators — -7 — -4 L

Withdrew consent — -7 — -7 _—

Lost < 1 year visit — -8 — -5 —

Lost >1<2 year visit ——— -9 = 7 L

Died < 2 years — -21 - 25

2 year survivors

with complete FU 716 726 708

(96 %)
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Baseline Patient Characteristics

SES EES
n 775 774 765
Male (%) 74 76 77
Age (years) 66+11 6611 6711
Diabetes (%) 18 18 14
Hypertension (%) 62 61 65
Hypercholesterol. (%) 61 64 75
Current Smoker (%) 30 34 34
Prior Ml (%) 13 10 13
Prior PCI/CABG (%) 16 15 15
Stable Angina (%) 34 35 37
UA/NSTEMI (%) 32 34 32
STEMI (%) 34 31 31

(No significant between group differences)






