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♥♥ Long term safety concerns have diminishedLong term safety concerns have diminished

♥♥ No clear increase in mortality with DES in No clear increase in mortality with DES in 
RCTRCT’’ss, meta, meta--analyses and large registries analyses and large registries 

♥♥ Late stent thrombosis is a small but real Late stent thrombosis is a small but real 
signal, no solution for dual antisignal, no solution for dual anti--platelet platelet 

♥♥ We need better technologiesWe need better technologies

DES DES vsvs BMSBMS
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Bern-Rotterdam experience
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AMC 
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To compare the feasibility and efficacy of the To compare the feasibility and efficacy of the 
Genous EPCGenous EPC--attracting stent with the attracting stent with the TaxusTaxus
paclitaxelpaclitaxel--eluting stent in the treatment of eluting stent in the treatment of 
coronary artery stenosis in patients / lesions coronary artery stenosis in patients / lesions 
with high risk of restenosis. with high risk of restenosis. 

TRIAS HR Pilot studyTRIAS HR Pilot study

Academic Medical CenterAcademic Medical Center
AmsterdamAmsterdam
The NetherlandsThe Netherlands
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TRIAS HR Pilot studyTRIAS HR Pilot study

Restricted DES use in selected patients with Restricted DES use in selected patients with 
high risk of restenosis, BMS in patients with high risk of restenosis, BMS in patients with 
low risk of restenosislow risk of restenosis

High risk of restenosis is defined as:High risk of restenosis is defined as:

♥♥ Lesion Lesion ≥≥ 23 mm in length23 mm in length
♥♥ Lesions in vessels Lesions in vessels ≤≤ 2.8 mm in diameter2.8 mm in diameter
♥♥ Any lesion in diabetic patientsAny lesion in diabetic patients
♥♥ Chronic total occlusionChronic total occlusion

DesignDesign
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High risk of restenosisHigh risk of restenosis

Genous StentGenous Stent TaxusTaxus stentstent

Statins 1 wkStatins 1 wk

AngiographicAngiographic
Sub studySub study

Target vessel failureTarget vessel failure

NonNon--inferiorityinferiority

Clopidogrel 6Clopidogrel 6Clopidogrel 1 mClopidogrel 1 m

12 m clinical FU12 m clinical FU 12 m clinical FU12 m clinical FU

®®

5 y clinical FU5 y clinical FU 5 y clinical FU5 y clinical FUDeath / MIDeath / MI
SuperioritySuperiority

TRIAS HR Pilot studyTRIAS HR Pilot study

Lesion Lesion ≥≥ 23 mm23 mm
RVD RVD ≤≤ 2.8mm2.8mm
DiabetesDiabetes
CTOCTO

DesignDesign
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(98%)(98%)
(96%)(96%)
(3%)(3%)
(26%)(26%)
(41%)(41%)
(15%)(15%)
(85%)(85%)
(32%)(32%)
(64%)(64%)
(53%)(53%)
(56%)(56%)
(27%)(27%)

((74%)74%)
±± 10 y10 y

NsNs
NsNs
NsNs
NsNs
NsNs
NsNs
NsNs
NsNs
NsNs
NsNs
NsNs
0.0250.025

NsNs
NsNs

(100%)(100%)
(95%)(95%)

(3%)(3%)
(26%)(26%)
(38%)(38%)
(18%)(18%)
(82%)(82%)
(33)%(33)%
(53%)(53%)
(63%)(63%)
(46%)(46%)
(14%)(14%)

(73%)(73%)
±± 10 y10 y

9898
9393

33
2525
3737
1818
8080
3232
5252
6262
4545
1414

7272
6262

33Previous CABGPrevious CABG
2525Previous PCIPrevious PCI
3939Previous MIPrevious MI
1414Unstable anginaUnstable angina
8181Stable anginaStable angina

9393StatinsStatins
9191AspirinAspirin

3030Current smokingCurrent smoking
6161Family history of CADFamily history of CAD
5050HypercholesterolemiaHypercholesterolemia
5353HypertensionHypertension
2626DiabetesDiabetes

Risk factorsRisk factors
7070MaleMale
6363AgeAge

Taxus
N = 95

Genous
N = 98

P-value

TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
Baseline characteristicsBaseline characteristics
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(23%)(23%)
(37%)(37%)
((1%  )1%  )
(39%)(39%)

(20%)(20%)

(80%)(80%)

(24(24%)%)

(42%)(42%)
(42%)(42%)
(12%)(12%)
((2%  )2%  )

NsNs

0.0040.004

NsNs

NsNs

NsNs

(26%)(26%)
(40%)(40%)
(  1(  1%)%)
(34%)(34%)

(  7(  7%)%)

(83%)(83%)

(32%)(32%)

(47%)(47%)
(45%)(45%)
(  8%)(  8%)
(  0%)(  0%)

3131
4848

11
4141

99

101101

3939

5757
5454
1010

00

11LMLM
4949RCARCA

Treated vesselTreated vessel

2525Vessels Vessels ≤≤ 2.8 mm2.8 mm

2929CXCX
4646LADLAD

100100Lesions  Lesions  ≥≥ 23 mm23 mm

3030Total chronic occlusionTotal chronic occlusion

5252CC
5252B2B2
1515B1B1

22AA
Type of lesionType of lesion

Taxus
N = 125

Genous
N = 121

P-value

TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
Lesion characteristicsLesion characteristics
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NsNs±± 101025.425.4±± 121226.826.8Lesion length, mmLesion length, mm

NsNs±± 0.50.53.23.2±± 0.30.33.23.2Ref vessel diameter, mmRef vessel diameter, mm

(99%)(99%)

±± 3.53.5

(70%)(70%)

±± 2.52.5

±± 1212

±± 0.480.48

(89(89%)%)

(66%)(66%)

NsNs

NsNs

NsNs

NsNs

NsNs

NsNs

NsNs

NsNs

(98%)(98%)

±± 3.63.6

(73%)(73%)

±± 2.62.6

±± 14.314.3

±± 0.540.54

(89%)(89%)

(61%)(61%)

119119

18.618.6

8888

1313

31.731.7

1.21.2

108108

7474

124124Procedural success Procedural success 

1818Max Max AtmAtm post dilatationpost dilatation

8888Post dilatationPost dilatation

1414Max Max AtmAtm stent placementstent placement

30.730.7Total stent length,  mmTotal stent length,  mm

1.21.2Stents per lesionStents per lesion

111111PrePre--dilatationdilatation

8383PrePre--procedure TIMI 3 flowprocedure TIMI 3 flow

Taxus
N = 125

Genous
N = 121

P-value

TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
Procedural characteristicsProcedural characteristics
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TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
66--month clinical outcomemonth clinical outcome

Stent thrombosis:Stent thrombosis:

GenousGenous
@ 6 hours @ 6 hours TLR, no MITLR, no MI

TaxusTaxus
@ 24 hours@ 24 hours MI, TLRMI, TLR
@ 10 days @ 10 days MI, TLRMI, TLR
@ 155 days @ 155 days MI, TLRMI, TLR

♥♥ All All angiographicallyangiographically documented stent thrombosisdocumented stent thrombosis
♥♥ All on dual antiplatelet therapy at time of STAll on dual antiplatelet therapy at time of ST
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Repeat PCIRepeat PCI

(1.1%)(1.1%)

(14%)(14%)

(4.3%)(4.3%)

(3.2%)(3.2%)

(2.1%)(2.1%)

(3.2%)(3.2%)

(5.3%)(5.3%)

(1.1%)(1.1%)

22

33
00
55

11

00

00TVR remoteTVR remote

NsNs11CABGCABG

NsNs44TLRTLR

0.0070.0071313Non TVR   Non TVR   

33

00

NsNsMIMI

DeathDeath

Taxus
N=92

Genous
N=95

P-value

TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
66--month clinical outcomemonth clinical outcome
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Repeat PCIRepeat PCI
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TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
66--month clinical outcomemonth clinical outcome
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TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
1212--month clinical outcomemonth clinical outcome

Stent thrombosis:Stent thrombosis:

GenousGenous
@ 6 hours @ 6 hours TLR, no MITLR, no MI

TaxusTaxus
@ 24 hours@ 24 hours MI, TLRMI, TLR
@ 10 days @ 10 days MI, TLRMI, TLR
@ 155 days @ 155 days MI, TLRMI, TLR
@ 200 days@ 200 days MI, TLRMI, TLR

♥♥ All All angiographicallyangiographically documented stent thrombosisdocumented stent thrombosis
♥♥ All on dual antiplatelet therapy at time of STAll on dual antiplatelet therapy at time of ST
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Repeat PCIRepeat PCI
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55

00
22

0.090.09
NsNs

MIMI

Cardiac deathCardiac death
Non cardiac deathNon cardiac death

Taxus
N=92

Genous
N=95

P-value

TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
1212--month clinical outcomemonth clinical outcome
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Repeat PCIRepeat PCI
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TRIAS HR Pilot studyTRIAS HR Pilot study ResultsResults
1212--month clinical outcomemonth clinical outcome
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Comparing TRIAS HR Pilot study with Comparing TRIAS HR Pilot study with TaxusTaxus VIVI

TLR
0%

5%

10%

15%

20%

Death / MI MACE

1.1%

5.4%

8.2%

14.8%

9.8%

6.8%

16.8%

10.9%

16.4%

Genous Taxus Taxus VI

TLR MACEDeath / MI
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Randomized study comparing the Genous stent and first 
generation DES is feasible in patients treated with PCI for high risk 
restenosis lesions

Similar clinical outcomes at 6-months and 12-months between the 
Genous EPC-capturing stent and the Taxus paclitaxel eluting stent

MACE at 12 month in Genous similar to Taxus VI at 9 months

Slight increase in TLR in Genous compared to Taxus, but this is 
offset by higher stent thrombosis in Taxus group

The pilot study is followed by a large multi-center study

TRIAS HR Pilot studyTRIAS HR Pilot study ConclusionsConclusions
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TRIAS study design

Study questions:

♥ Genous better than BMS ?

♥ Genous safer than DES ?



High risk of restenosis

TRIAS HR

RCT
Genous versus DES

Low risk of restenosis

TRIAS LR

RCT
Genous versus BMS

TRIAS study design
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270 patients
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Enrollment
25 pts / wk


