
Martin B. Leon, MD Martin B. Leon, MD 
for the Endeavor IV investigators for the Endeavor IV investigators 

Columbia University Medical CenterColumbia University Medical Center
Cardiovascular Research FoundationCardiovascular Research Foundation

New York CityNew York City

TwoTwo--Year FollowYear Follow--up from a Prospective up from a Prospective 
Randomized Trial Comparing a Randomized Trial Comparing a 
ZotarolimusZotarolimus--Eluting Stent and a Eluting Stent and a 

PaclitaxelPaclitaxel--Eluting Stent in Patients with Eluting Stent in Patients with 
Coronary Artery DiseaseCoronary Artery Disease

ENDEAVOR IVENDEAVOR IV



Primary Endpoint: TVF at 9 months
Secondary Endpoints: In-segment % DS at 8 months; TLR and TVR at 9 months

Drug Therapy: ASA and Clopidogrel/Ticlid >6 months
Zotarolimus Dose: 10 µg per mm stent length

Primary Endpoint: TVF at 9 monthsPrimary Endpoint: TVF at 9 months
Secondary Endpoints: InSecondary Endpoints: In--segment % DS at 8 months; TLR and TVR at 9 monthssegment % DS at 8 months; TLR and TVR at 9 months

Drug Therapy: ASA and Clopidogrel/Ticlid >6 monthsDrug Therapy: ASA and Clopidogrel/Ticlid >6 months
Zotarolimus Dose: 10 Zotarolimus Dose: 10 µµg per mm stent lengthg per mm stent length

ENDEAVOR IV ENDEAVOR IV –– 2yr FU2yr FU

Single Single De NovoDe Novo Native Coronary LesionNative Coronary Lesion
Vessel Diameter: 2.5Vessel Diameter: 2.5––3.5 mm3.5 mm

Lesion Length: Lesion Length: ≤≤ 27 mm27 mm
PrePre--dilatation requireddilatation required

30d30d 6mo6mo 4yr4yr3yr3yr2yr2yr9mo9mo 12mo12mo8mo8mo 5yr5yr
Clinical/MACEClinical/MACE

Angiography/IVUSAngiography/IVUS
QCA and IVUS QCA and IVUS 

SubsetSubset
(328 total = 21.2%)(328 total = 21.2%)

Clinical Trial Design Clinical Trial Design 
PI: Martin B. LeonPI: Martin B. Leon

1:1 randomization
N = 1,548 patients

80 sites
US

Endeavor Stent 
n = 774

Taxus Stent
n = 774



•• Angiographic resultsAngiographic results
–– Higher angio late loss at 8 mos FUHigher angio late loss at 8 mos FU

•• Clinical outcomesClinical outcomes
–– Reduced periReduced peri--procedural nonprocedural non--Q MIs, and a Q MIs, and a 

similar overall safety profile (death, Qsimilar overall safety profile (death, Q--MI, and MI, and 
stent thrombosis) thru 12 mos FUstent thrombosis) thru 12 mos FU

–– Similar TVF (1Similar TVF (1ryry endpoint) thru 12 mos FU endpoint) thru 12 mos FU 
–– Similar TVR/TLR in subsets of interest Similar TVR/TLR in subsets of interest 

(including diabetics) thru 12 mos FU, (including diabetics) thru 12 mos FU, 
especially in the patient cohort with onlyespecially in the patient cohort with only
clinical FUclinical FU

ENDEAVOR IV ENDEAVOR IV –– thru 1yr FUthru 1yr FU
Summary FindingsSummary Findings

The Endeavor DES, compared with the The Endeavor DES, compared with the 
Taxus DES, demonstratedTaxus DES, demonstrated……



Patients EnrolledPatients Enrolled
N = 1548N = 1548

RandomizedRandomizedEndeavor
n = 773

Clinical F/U
(12 mo)
754/773
97.5%

Taxus
n = 775

Clinical F/U
(12 mo)
751/775
96.9%

Clinical F/U
(24 mo) 
742/773
96.0%

Clinical F/U
(24 mo)
739/775 
95.4%

ENDEAVOR IV ENDEAVOR IV –– 2yr FU2yr FU
Patient Flow ChartPatient Flow Chart
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ENDEAVOR IV ENDEAVOR IV –– 2yr FU2yr FU
Efficacy Endpoints 12Efficacy Endpoints 12--24 months 24 months 



0.9%

0.1% 0.3%

1.2%
0.7%

1.4%

0.4%
0.9%

1.9%

0.4%

R
at

e
R

at
e

P =0.774

P =0.303

P =0.374
P =0.108

P =0.056

NonNon--QQMI AllMI All QQ--wavewave

Endeavor (n=742)

Taxus (n=739)

Cardiac Cardiac 
Death Death 

Cardiac DeathCardiac Death
and MIand MI

ENDEAVOR IV ENDEAVOR IV –– 2yr FU2yr FU
Safety Endpoints 12Safety Endpoints 12--24 months 24 months 



Time after Initial Procedure (days)Time after Initial Procedure (days)
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ENDEAVOR IV ENDEAVOR IV –– 2yr FU2yr FU
ARC Def/Prob ST 12ARC Def/Prob ST 12--24 mos (VLST) 24 mos (VLST) 



Time after Initial Procedure (days)Time after Initial Procedure (days)
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ENDEAVOR IV ENDEAVOR IV –– 2yr FU2yr FU
Myocardial Infarction 12Myocardial Infarction 12--24 mos  24 mos  



•• EfficacyEfficacy
–– Continued similar TLR and TVR, even in high Continued similar TLR and TVR, even in high 

restenosis risk subgroups (e.g. diabetics) and restenosis risk subgroups (e.g. diabetics) and 
especially in the patients with only clinical FUespecially in the patients with only clinical FU

•• SafetySafety
–– Reduced ARC def/prob very late stent Reduced ARC def/prob very late stent 

thrombosis (P=0.059; 1 vs. 6 events), even in thrombosis (P=0.059; 1 vs. 6 events), even in 
the setting of frequent DAPT usethe setting of frequent DAPT use

–– Reduced all MIs (P=0.023), linked to the Reduced all MIs (P=0.023), linked to the 
decrease in very late stent thrombosis eventsdecrease in very late stent thrombosis events

–– Safety findings consistent with the larger Safety findings consistent with the larger 
pooled analysis of Endeavor studies  pooled analysis of Endeavor studies  

ENDEAVOR IV ENDEAVOR IV –– 2yr FU2yr FU
ConclusionsConclusions

Between 12 and 24 mos FU, the Endeavor DES, Between 12 and 24 mos FU, the Endeavor DES, 
compared with the Taxus DES, demonstratedcompared with the Taxus DES, demonstrated……


