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Components of  the Endeavor StentComponents of  the Endeavor Stent

Delivery based on discrete,
secure Technology

Cobalt Alloy
Modular stent
Strut thickness 0.0036’’

ABT-578
(Sirolimus analogue)
10 µg/mm stent dosage

Biocompatible PC Technology  
(phosphorylcholine polymer)



ABT-578ABTABT--578578
NCE

– Discovered by Abbott Laboratories in 1996
– First NCE to reach large scale clinical trials 
– Tetrazole containing macrocyclic immunosupressant
– Molecular Formula: C52 H79 N5 012
– Lipophilic with low water solubility
– Anti-proliferative and anti-inflammatory agent; 

binding to FKBP-12; Inhibition of mTOR activity
– Stable in solid state at room temperature
– Drug dose contained on the coated stent is 10 µg/mm
– Extensively evaluated in preclinical and early clinical 

studies

NCENCE
–– Discovered by Abbott Laboratories in 1996Discovered by Abbott Laboratories in 1996
–– First NCE to reach large scale clinical trials First NCE to reach large scale clinical trials 
–– TetrazoleTetrazole containing containing macrocyclicmacrocyclic immunosupressantimmunosupressant
–– Molecular Formula: Molecular Formula: C52 H79 N5 012C52 H79 N5 012
–– LipophilicLipophilic with low water solubilitywith low water solubility
–– AntiAnti--proliferativeproliferative and antiand anti--inflammatory agent; inflammatory agent; 

binding to FKBPbinding to FKBP--12; Inhibition of 12; Inhibition of mTORmTOR activityactivity
–– Stable in solid state at rStable in solid state at roomoom ttemperatureemperature
–– Drug dose contained on the coated stent is 10 Drug dose contained on the coated stent is 10 µµg/mmg/mm
–– Extensively evaluated in preclinical and early clinical Extensively evaluated in preclinical and early clinical 

studiesstudies
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Single De Novo Native Coronary Artery LesionsSingle De Novo Native Coronary Artery Lesions
Stent Diameters: 2.25Stent Diameters: 2.25--3.5 mm3.5 mm

Stent Lengths: 18Stent Lengths: 18--30 mm (8/9 mm bailout)30 mm (8/9 mm bailout)
Lesion Length: 14Lesion Length: 14--27 mm27 mm

PrePre--dilatation requireddilatation required

72 sites72 sites
Europe, Asia Pacific, Israel, Europe, Asia Pacific, Israel, 
New Zealand and AustraliaNew Zealand and Australia

Primary Endpoint:Primary Endpoint: TVF (cardiac death, MI, TVR) at 9 monthsTVF (cardiac death, MI, TVR) at 9 months
PK assessment subPK assessment sub--study (N=106)study (N=106)
Dual Dual antiplateletantiplatelet therapy for 3 months therapy for 3 months 
10 10 µµg ABTg ABT--578 per mm stent length on PC 578 per mm stent length on PC biomimeticbiomimetic coatingcoating

1200 Patients1200 PatientsDriver StentDriver Stent
(Control arm)(Control arm)

n=600n=600

Endeavor StentEndeavor Stent
(Active arm)(Active arm)

n=600n=600

Clinical/MACEClinical/MACE

Angio/IVUSAngio/IVUS
Angio n=first 600Angio n=first 600
IVUS n=first 300 IVUS n=first 300 
IVUS for overlapping stentsIVUS for overlapping stents

30d30d 6mo6mo 4yr4yr3yr3yr2yr2yr9mo9mo 12mo12mo8mo8mo 5yr5yr

Randomized, Double-Blind TrialRandomized, DoubleRandomized, Double--Blind TrialBlind Trial

1200 pts, 72 sites
Global OUS Study
1200 pts, 72 sites1200 pts, 72 sites
Global OUS StudyGlobal OUS Study
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We assumed a reduction in 9-month target vessel 
failure rate from 16.0% to 9.5%
(40% treatment effect)
The power of the study was 90%
The two-sided alpha error was 5%
The calculated sample size was 552 subjects per 
arm, or 1104 required evaluable subjects
A total of 1200 patients were enrolled to account 
for errors in the assumptions and for subjects 
lost to follow-up

We assumed a reduction in 9We assumed a reduction in 9--month target vessel month target vessel 
failure rate from 16.0% to 9.5%failure rate from 16.0% to 9.5%
(40% treatment effect)(40% treatment effect)
The power of the study was 90%The power of the study was 90%
The twoThe two--sided alpha error was 5%sided alpha error was 5%
The calculated sample size was 552 subjects per The calculated sample size was 552 subjects per 
arm, or 1104 required arm, or 1104 required evaluableevaluable subjectssubjects
A total of 1200 patients were enrolled to account A total of 1200 patients were enrolled to account 
for errors in the assumptions and for subjects for errors in the assumptions and for subjects 
lost to followlost to follow--upup

Power Calculations for Primary EndpointPower Calculations for Primary EndpointPower Calculations for Primary Endpoint



Core LaboratoriesCore LaboratoriesCore Laboratories
QCA Core Lab

Brigham and Women’s Hospital, Boston, MA, USA 
Jeffrey J. Popma, MD

IVUS Core Lab
Cardiovascular Core Analysis Lab 
Stanford Interventional Cardiology, CA, USA 
Peter Fitzgerald, MD

ECG Core Lab
Harvard Clinical Research Institute, Boston, MA, USA
Peter Zimetbaum, MD

Data Coordinating Center
Harvard Clinical Research Institute
Ralph D’Agostino, PhD

Clinical Events Committee/DSMB
Harvard Clinical Research Institute, Boston, MA, USA 
Donald Cutlip, MD

QCA Core LabQCA Core Lab
Brigham and WomenBrigham and Women’’s Hospital, Boston, MA, USA s Hospital, Boston, MA, USA 
Jeffrey J. Popma, MDJeffrey J. Popma, MD

IVUS Core LabIVUS Core Lab
Cardiovascular Core Analysis Lab Cardiovascular Core Analysis Lab 
Stanford Interventional Cardiology, CA, USA Stanford Interventional Cardiology, CA, USA 
Peter Fitzgerald, MDPeter Fitzgerald, MD

ECG Core LabECG Core Lab
Harvard Clinical Research Institute, Boston, MA, USAHarvard Clinical Research Institute, Boston, MA, USA
Peter Zimetbaum, MDPeter Zimetbaum, MD

Data Coordinating CenterData Coordinating Center
Harvard Clinical Research InstituteHarvard Clinical Research Institute
Ralph Ralph DD’’AgostinoAgostino, PhD, PhD

Clinical Events Committee/DSMBClinical Events Committee/DSMB
Harvard Clinical Research Institute, Boston, MA, USA Harvard Clinical Research Institute, Boston, MA, USA 
Donald Cutlip, MDDonald Cutlip, MD
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2828BeilinsonBeilinson Hospital, Hospital, PetachPetach TikvaTikvaR. R. KornowskiKornowski

3737UniversitUniversitäätsklinikumtsklinikum Benjamin Franklin, BerlinBenjamin Franklin, BerlinHH--P. P. SchultheissSchultheiss
3737HerzzentrumHerzzentrum BodenseeBodensee, , KreuzlingenKreuzlingenM. PieperM. Pieper
4141KatowiceKatowice University Hospital, University Hospital, KatowiceKatowiceJ. J. DrzewieckiDrzewiecki
4141St. St. AntoniusAntonius ZiekenhuisZiekenhuis, , NieuwegeinNieuwegeinM. M. SuttorpSuttorp
4242KrankenhausKrankenhaus derder BarmherzigenBarmherzigen BrBrüüderder, , TrierTrierE. E. HauptmannHauptmann
4747UniversitUniversitäätsklinikumtsklinikum, Hamburg, Hamburg--EppendorfEppendorfT. T. MMüünzelnzel
5454Mercy Hospital, AucklandMercy Hospital, AucklandJ. J. OrmistonOrmiston
5454KrankenhausKrankenhaus SanktSankt GeorgGeorg, Hamburg, HamburgKK--H. H. KuckKuck
6666OnzeOnze LieveLieve VrouweVrouwe GasthuisGasthuis, Amsterdam, AmsterdamG. G. LaarmanLaarman

2727KlinikumKlinikum derder JJ--W Goethe, FrankfurtW Goethe, FrankfurtA. A. ZeiherZeiher

2828CatharinaCatharina ZiekenhuisZiekenhuis, , EindhovenEindhovenJ. BonnierJ. Bonnier
2929UniversitUniversitäätsklinikentskliniken des des SaarlandesSaarlandes, Homburg, HomburgB. B. HennenHennen
3232KrankenhausKrankenhaus & & HerzzentrumHerzzentrum, , SiegburgSiegburgE. E. GrubeGrube
3232MedizinischeMedizinische KlinikKlinik St. Johannes, DortmundSt. Johannes, DortmundH. H. HeuerHeuer
3333John Paul II Hospital, KrakowJohn Paul II Hospital, KrakowP. P. PieniazekPieniazek
3333Institute of Cardiology Warsaw, WarsawInstitute of Cardiology Warsaw, WarsawW. W. RuzylloRuzyllo

PatientsPatientsHospitalHospitalInvestigatorInvestigator

Clinical SitesClinical SitesClinical Sites
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1414DerrifordDerriford Hospital, PlymouthHospital, PlymouthJ. J. MotwaniMotwani

1717CHU Jean CHU Jean MonjozMonjoz, , BesanconBesanconF. F. SchieleSchiele
1717Dunedin Hospital, DunedinDunedin Hospital, DunedinP. KayP. Kay
1818Hadassah University Hospital, JerusalemHadassah University Hospital, JerusalemC. C. LotanLotan
1818UniversitatsklinikumUniversitatsklinikum CharitCharitéé, Berlin, BerlinW. W. RutschRutsch
1919SlaskieSlaskie Centrum Centrum ChorobChorob SercaSerca, , ZabrzeZabrzeA. A. LekstonLekston
2020National Heart Center, SingaporeNational Heart Center, SingaporeW. ChanW. Chan
2020KerckhoffKerckhoff KlinikKlinik, Bad , Bad NauheimNauheimC. HammC. Hamm
2121St. St. VincentsVincents Hospital, MelbourneHospital, MelbourneR. WhitbournR. Whitbourn
2525University Hospital, GenevaUniversity Hospital, GenevaE. E. CamenzindCamenzind

1414St. St. VincentsVincents Hospital Sydney, SydneyHospital Sydney, SydneyD. MullerD. Muller

1515RambamRambam Medical Center, HaifaMedical Center, HaifaR. R. BeyarBeyar
1515AKH AKH WeinWein, Vienna, ViennaD. D. GlogarGlogar
1616UniversitatUniversitat Leipzig Leipzig HerzzentrumHerzzentrum, Leipzig, LeipzigP. SickP. Sick
1616Lady Davis Carmel Medical Center, HaifaLady Davis Carmel Medical Center, HaifaB. LewisB. Lewis
1616OnzeOnze LieveLieve VrouwVrouw ZiekenhuisZiekenhuis, , AalstAalstW. W. WijnsWijns
1616UniversitatsklinikumUniversitatsklinikum, Kiel, KielR. SimonR. Simon

PatientsPatientsHospitalHospitalInvestigatorInvestigator

Clinical Sites (cont)Clinical Sites (cont)Clinical Sites (cont)
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77Grantham Hospital, Hong KongGrantham Hospital, Hong KongO. KwokO. Kwok
88Royal Infirmary, EdinburghRoyal Infirmary, EdinburghN. UrenN. Uren

1010Hospital de Hospital de RangueilRangueil –– CHU, ToulouseCHU, ToulouseD. CarrieD. Carrie
1111University Hospital of University Hospital of IoanninaIoannina, , IoanninaIoanninaL. L. MichalisMichalis
1111Medical Clinic University Medical Clinic University AachenAachen, , AachenAachenR. HoffmannR. Hoffmann
1111SkejbySkejby Hospital, Hospital, ArhusArhusL. L. ThuessenThuessen
1212AZ AZ MiddelheimMiddelheim, , MiddelheimMiddelheimP. P. VermeerschVermeersch
1212LeidenLeiden University Medical Center, University Medical Center, LeidenLeidenW. W. JukemaJukema
1313CliniqueClinique SaintSaint--AugustinAugustin, Bordeaux, BordeauxO. O. DarremontDarremont
1313ZOL Campus St. Jan, ZOL Campus St. Jan, GenkGenkM. M. VrolixVrolix
1313Monash Medical Center, Clayton, Melbourne VictoriaMonash Medical Center, Clayton, Melbourne VictoriaI. MeredithI. Meredith

77Freeman Hospital, NewcastleFreeman Hospital, NewcastleA. A. ZamanZaman
77National University Hospital, SingaporeNational University Hospital, SingaporeC. TanC. Tan

88Hospital de Santa Marta, LisbonHospital de Santa Marta, LisbonJ. J. QuininhaQuininha
88University Hospital University Hospital GasthuisbergGasthuisberg, , LeuvenLeuvenC. DuboisC. Dubois
88AZVU, AmsterdamAZVU, AmsterdamC. De CockC. De Cock
99University of University of ZZüürichrich, , ZZüürichrichF. F. EberliEberli
1010CliniqueClinique Pasteur, ToulousePasteur, ToulouseF. F. FajadetFajadet

PatientsPatientsHospitalHospitalInvestigatorInvestigator

Clinical Sites (cont)Clinical Sites (cont)Clinical Sites (cont)
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22GlenfieldGlenfield Hospital, LeicesterHospital, LeicesterT. T. GershlickGershlick

33Hospital Guillaume et Hospital Guillaume et TeneTene LaennelLaennel, Nantes, NantesD. CrochetD. Crochet
44Private Praxis Private Praxis MuenchenMuenchenS. S. SilberSilber
55APAP--HP HP HoptialHoptial LariboisiereLariboisiere, Paris, ParisP. HenryP. Henry
55HospitalierHospitalier BichatBichat--Claude Bernard, ParisClaude Bernard, ParisJ.M. J.M. JuliardJuliard
55Centre Centre HospitalierHospitalier Saint Martin, Saint Martin, CaenCaenP. RichardP. Richard
55LKH Innsbruck, InnsbruckLKH Innsbruck, InnsbruckO. O. PachingerPachinger
66Centre Centre HospitalierHospitalier UniversitaireUniversitaire, , CaenCaenG. G. GrollierGrollier
66HerzHerz--ZentrumZentrum, Bad , Bad KrozingenKrozingenF.J. NeumannF.J. Neumann
66Hospital de la Hospital de la CitadelleCitadelle, Liege, LiegeJ. Boland J. Boland 

11CHU CHU SartSart TilmanTilman, Liege, LiegeV. V. LegrandLegrand

22Sheba Medical Center, Tel Sheba Medical Center, Tel HashomerHashomerV. V. GuettaGuetta
22Southampton General Hospital, SouthamptonSouthampton General Hospital, SouthamptonK.D. DawkinsK.D. Dawkins
22Institute Institute HospitalierHospitalier Jacques Cartier, MassyJacques Cartier, MassyY. Y. LouvardLouvard
22John Radcliff Hospital, OxfordJohn Radcliff Hospital, OxfordA. BanningA. Banning
22RighspitaletRighspitalet The Heart Centre, CopenhagenThe Heart Centre, CopenhagenH. H. KelbaekKelbaek
33Hospital Hospital CardiologiqueCardiologique dudu Haut Haut LeveaueLeveaue, , PessacPessacP. P. CosteCoste

PatientsPatientsHospitalHospitalInvestigatorInvestigator

Clinical Sites (cont)Clinical Sites (cont)Clinical Sites (cont)
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Trial FlowTrial FlowTrial Flow

AngioAngio F/UF/U
264/298 264/298 
88.6%88.6%

AngioAngio F/UF/U
266/302 266/302 
88.1%88.1%

Clinical F/UClinical F/U
582/598 582/598 
97.3%97.3%

Clinical F/UClinical F/U
585/599 585/599 
97.7%97.7%

RandomizedRandomized

EndeavorEndeavor
(n=598)(n=598)

Trial SampleTrial Sample
N=1197N=1197

DriverDriver
(n=599)(n=599)



Patient DemographicsPatient DemographicsPatient Demographics

35.235.2
76.976.9
14.514.5
30.330.3
22.222.2
18.018.0
41.541.5

61.9 61.9 ±± 10.510.5
75.375.3

DriverDriver
n=599n=599

nsns16.116.1Recent MI (%)Recent MI (%)

nsns35.335.3Current Smoker (%)Current Smoker (%)
nsns80.580.5HyperlipidemiaHyperlipidemia (%)(%)

nsns30.330.3Unstable Angina (%)Unstable Angina (%)
nsns18.018.0Diabetes Mellitus (%)Diabetes Mellitus (%)
nsns21.721.7Prior PCI (%)Prior PCI (%)
nsns39.739.7Prior MI (%)Prior MI (%)
nsns61.6 61.6 ±± 10.510.5Age (years)Age (years)
nsns77.277.2Male Gender (%)Male Gender (%)

pp
valuevalue

EndeavorEndeavor
n=598n=598



Baseline AngiographyBaseline AngiographyBaseline Angiography

nsns2.212.212.242.24InIn--Segment MLD (mm)Segment MLD (mm)
nsns20.620.620.220.2InIn--Segment DS (%)Segment DS (%)

6.36.3
1.771.77
2.612.61

0.840.84
14.3914.39
2.762.76
78.978.9
47.547.5

DriverDriver
n=599n=599

nsns2.592.59InIn--Stent MLD (mm)Stent MLD (mm)

nsns6.16.1InIn--Stent DS (%)Stent DS (%)
nsns1.761.76InIn--Stent Acute Gain (mm)Stent Acute Gain (mm)

nsnsPostPost--Index ProcedureIndex Procedure
nsns0.830.83PrePre--Procedure MLD (mm)Procedure MLD (mm)
nsns14.0514.05Lesion Length (mm)Lesion Length (mm)
nsns2.742.74RVD (mm)RVD (mm)
nsns78.478.4B2/C Lesions (%)B2/C Lesions (%)
nsns43.443.4LAD (%)LAD (%)

pp
valuevalue

EndeavorEndeavor
n=598n=598



Procedure CharacteristicsProcedure Characteristics

14.614.6

10.410.4
1.161.16

48 (8)48 (8)
57 (10)57 (10)

1.111.11
1.791.79
23.223.2
3.103.10

DriverDriver
n=589n=589

nsns13.213.2IIbIIIaIIbIIIa Inhibitor Use (%)Inhibitor Use (%)

nsns14.314.3Max Inflation Pressure Max Inflation Pressure 
((atmatm))

nsns1.171.17Balloon:Artery RatioBalloon:Artery Ratio

nsns
nsns

52 (9)52 (9)
59 (10)59 (10)

Overlapping Stents, n (%)Overlapping Stents, n (%)
Overlapping or AbuttingOverlapping or Abutting

nsns1.121.12Stents per LesionStents per Lesion
nsns1.841.84Stent :Lesion LengthStent :Lesion Length
nsns23.323.3Stent Length (mm)Stent Length (mm)
nsns3.103.10Stent Diameter (mm)Stent Diameter (mm)

pp
valuevalue

EndeavorEndeavor
n=588n=588



2.7%

36%

44%

16%

35%

46%

2.30%

16%

2.25 2.5 3 3.5

Nominal stent diameter (mm)
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Driver Endeavor

n = 481n = 481

n = 34n = 34

n = 216n = 216

EII Stent DiameterEII EII StentStent DiameterDiameter

n = 613n = 613



Procedure ResultsProcedure ResultsProcedure Results

Lesion successLesion success defined as achievement of <50% residual indefined as achievement of <50% residual in--segment segment 
percent diameter stenosispercent diameter stenosis
Device successDevice success defined as achievement of <50% residual indefined as achievement of <50% residual in--segment segment 
percent diameter stenosis with assigned stentpercent diameter stenosis with assigned stent
Procedure successProcedure success defined as achievement of <50% residual indefined as achievement of <50% residual in--
segment percent diameter stenosis with assigned stent and withousegment percent diameter stenosis with assigned stent and without t 
3030--day MACEday MACE

97.4%97.4%
99.3%99.3%

100.0%100.0%

DriverDriver
n=589n=589

nsns97.1%97.1%Procedure SuccessProcedure Success
nsns99.3%99.3%Device SuccessDevice Success
nsns99.8%99.8%Lesion SuccessLesion Success

pp
valuevalue

EndeavorEndeavor
n=588n=588



Clinical EventsClinical EventsClinical Events
In-HospitalInIn--HospitalHospital

2.9% (17)2.9% (17)

2.9% (17)2.9% (17)

0.0% (0)0.0% (0)

0.3% (2)0.3% (2)

2.4% (14)2.4% (14)

0.3% (2)0.3% (2)

2.7% (16)2.7% (16)

0.0% (0)0.0% (0)

Driver Driver 
(N=585)(N=585)

nsns2.6% (15)2.6% (15)MACEMACE

nsns2.6% (15)2.6% (15)TVFTVF

nsns2.4% (14)2.4% (14)NonNon––QQ--wavewave

nsns0.5% (3)0.5% (3)TLR (all)TLR (all)

nsns0.0% (0)0.0% (0)TVR (nonTVR (non--TL)TL)

nsns0.2% (1)0.2% (1)QQ--wavewave

nsns2.6% (15)2.6% (15)MI (all)MI (all)

nsns0.2% (1)0.2% (1)DeathDeath

pp
valuevalue

Endeavor  Endeavor  
(N=582)(N=582)



Procedural ComplicationsProcedural ComplicationsProcedural Complications

*Both clinical and angiographic included.
p = ns for all comparisons.

0.3% (2)0.3% (2)

1.2% (7)1.2% (7)

2.2% (13)2.2% (13)

0.5% (3)0.5% (3)

DriverDriver
n=585n=585

0.5% (3)0.5% (3)VascularVascular

0.5% (3)0.5% (3)Perforation*Perforation*

1.2% (7)1.2% (7)Major BleedingMajor Bleeding

0.2% (1)0.2% (1)CVACVA

EndeavorEndeavor
n=582n=582



Target Vessel Failure (TVF) rate at 9 
months post procedure

TVF is a composite of target vessel 
revascularization, Q- or non Q-wave MI, 
or cardiac death that could not be 
clearly attributed to a vessel other than 
the target vessel

Target Vessel Failure (TVF) rate at 9 
months post procedure

TVF is a composite of target vessel TVF is a composite of target vessel 
revascularization, Qrevascularization, Q-- or non Qor non Q--wave MI, wave MI, 
or cardiac death that could not be or cardiac death that could not be 
clearly attributed to a vessel other than clearly attributed to a vessel other than 
the target vesselthe target vessel

ENDEAVOR II
Primary Endpoint
ENDEAVOR IIENDEAVOR II
Primary EndpointPrimary Endpoint



EII Primary Study EndpointEII Primary Study EndpointEII Primary Study Endpoint

15.4%

8.1%

Target Vessel Failure

R
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Driver
Endeavor

9 Month Follow-Up9 Month Follow9 Month Follow--UpUp

47%
p<0.0001
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Clinical Restenosis OutcomesClinical Restenosis OutcomesClinical Restenosis Outcomes

12.1%

4.6%

Target Lesion Revascularization

R
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e 
Driver
Endeavor

9 Month Follow9 Month Follow--UpUp

62%
p<0.0001



TLR-Free SurvivalTLRTLR--Free SurvivalFree Survival

00 3030 6060 9090 120120 150150 180180 210210 240240
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12.1%
13.7%

4.6% 4.8%

Adjudicated TLR Site-Reported TLR

R
at

e 
Driver
Endeavor

pp<0.0001<0.0001 pp<0.0001<0.0001

Clinical Restenosis OutcomesClinical Restenosis OutcomesClinical Restenosis Outcomes
9 Month Follow-Up: Adjudicated vs Site-Reported9 Month Follow9 Month Follow--Up: Adjudicated Up: Adjudicated vsvs SiteSite--ReportedReported



EII MACEEII MACEEII MACE

Driver Endeavor
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Emerg CABG

Secondary Endpoint Results to 9 MonthsSecondary Endpoint Results to 9 MonthsSecondary Endpoint Results to 9 Months

0.5%
0.9%

3.1%

1.2%
0.3%

2.4%

TLR

Non-Fatal NQMI
Non-Fatal QMI
Death

0%

12.1%

0%

4.6%

14.7%

7.4%
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00
33

3 (0.5%)3 (0.5%)

DriverDriver
n=585n=585

22*NonNon--CardiacCardiac
55CardiacCardiac†

0.220.227 (1.2%)7 (1.2%)DeathDeath

pp
valuevalue

EndeavorEndeavor
n=582n=582

† Defined as death due to myocardial infarction, cardiac perforation or tamponade, arrhythmia,
stroke within 30 days of the procedure or related to the procedure, death due to a complication
of the procedure, and any death in which a cardiac cause cannot be excluded, as adjudicated
by blinded clinical events committee.

* 2 of 7 deaths non-cardiac (1 lung cancer, 1 cerebral hemorrhage)

9 Month Mortality9 Month Mortality



ENDEAVOR IIENDEAVOR IIENDEAVOR II
9 Month Non9 Month Non--Cardiac Mortality*Cardiac Mortality*

*As adjudicated by blinded clinical events committee.  

IntracerebralIntracerebral hemorrhagehemorrhage262262EndeavorEndeavor

MetastaticMetastatic lung cancerlung cancer3939EndeavorEndeavor

CauseCause
PostPost--Procedure Procedure 

DayDayTreatmentTreatment



Subset AnalysesSubset AnalysesSubset Analyses

Angio vs clinical

RVD 

Lesion length

Diabetes (IDDM vs non-IDDM)

AngioAngio vsvs clinicalclinical

RVD RVD 

Lesion lengthLesion length

Diabetes (IDDM Diabetes (IDDM vsvs nonnon--IDDM)IDDM)



ENDEAVOR IIENDEAVOR IIENDEAVOR II
Trial FlowTrial Flow

Angiographic +Angiographic +
Clinical F/UClinical F/U

(n=298) (n=298) 

Angiographic + Angiographic + 
Clinical F/UClinical F/U

(n=302)(n=302)

Clinical F/UClinical F/U
OnlyOnly

(n=300)(n=300)

Clinical F/UClinical F/U
OnlyOnly

(n=297)(n=297)

11STST 600 Enrolled Assigned to 600 Enrolled Assigned to 
Angiographic + Clinical F/UAngiographic + Clinical F/U

EndeavorEndeavor
(n=598)(n=598)

RandomizedRandomized
N=1197N=1197

DriverDriver
(n=599)(n=599)

9 Month 9 Month 
TVF TVF 
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Single De Novo Native Coronary Artery LesionsSingle De Novo Native Coronary Artery Lesions
Stent Diameters: 2.25Stent Diameters: 2.25--3.5 mm3.5 mm

Stent Lengths: 18Stent Lengths: 18--30 mm (8/9 mm bailout)30 mm (8/9 mm bailout)
Lesion Length: 14Lesion Length: 14--27 mm27 mm

PrePre--dilatation requireddilatation required

72 sites72 sites
Europe, Asia Pacific, Israel, Europe, Asia Pacific, Israel, 
New Zealand and AustraliaNew Zealand and Australia

Primary Endpoint:Primary Endpoint: TVF (cardiac death, MI, TVR) at 9 monthsTVF (cardiac death, MI, TVR) at 9 months
PK assessment subPK assessment sub--study (N=106)study (N=106)
Dual Dual antiplateletantiplatelet therapy for 3 months therapy for 3 months 
10 10 µµg ABTg ABT--578 per mm stent length on PC 578 per mm stent length on PC biomimeticbiomimetic coatingcoating

1200 Patients1200 PatientsDriver StentDriver Stent
(Control arm)(Control arm)

n=600n=600

Endeavor StentEndeavor Stent
(Active arm)(Active arm)

n=600n=600

Clinical/MACEClinical/MACE

Angio/IVUSAngio/IVUS
Angio n=first 600Angio n=first 600
IVUS n=first 300 IVUS n=first 300 
IVUS for overlapping stentsIVUS for overlapping stents

30d30d 6mo6mo 4yr4yr3yr3yr2yr2yr9mo9mo 12mo12mo8mo8mo 5yr5yr

Randomized, DoubleRandomized, Double--Blind TrialBlind Trial

1200 pts, 72 sites
Global OUS Study
1200 pts, 72 sites1200 pts, 72 sites
Global OUS StudyGlobal OUS Study



Target Lesion Revascularization Target Lesion Revascularization Target Lesion Revascularization 
by Angiographic F/U Assignmentby Angiographic F/U Assignmentby Angiographic F/U Assignment

12.1%

16.2%

8.0%

4.6%
5.8%

3.5%

Overall Angio F/U Cohort Clinical F/U Only

TL
R

 R
at

e
Driver
Endeavor

N=1167 n=578n=589



16.6%

12.2%

7.7%7.2%

3.0% 4.0%

<2.5 mm 2.5 - 3.0 mm >3.0 mm

TL
R

 R
at

e
Driver
Endeavor

n=381 n=318n=453

p for interaction p for interaction = 0.76*= 0.76*

TLR by Vessel Size TLR by Vessel Size TLR by Vessel Size 
Uniform Treatment Effect Across Vessel DiametersUniform Treatment Effect Across Vessel DiametersUniform Treatment Effect Across Vessel Diameters

*Non-significant interaction p-value demonstrates uniform treatment effect 
across different vessel sizes.



Uniform Treatment Effect Across Lesion LengthsUniform Treatment Effect Across Lesion LengthsUniform Treatment Effect Across Lesion Lengths
TLR by Lesion LengthTLR by Lesion LengthTLR by Lesion Length

8.0%

14.0% 14.9%

2.9%
4.6%

6.6%

<11.1 mm 11.1 - 16 mm >16 mm

TL
R

 R
at

e

Driver
Endeavor

n=404 n=369n=387

p for interaction p for interaction = 0.76*= 0.76*

*Non-significant interaction p-value demonstrates uniform treatment effect 
across different vessel sizes.



11.2%

15.4%

4.0%

7.6%

Non-diabetic Diabetic

TL
R

 R
at

e
Driver
Endeavor

n=928 n=236

p for interaction = 0.55*

* Non-significant interaction p-value demonstrates uniform 
treatment effect across diabetic and non-diabetic patients

Diabetic Subset AnalysisDiabetic Subset Analysis
Target Lesion RevascularizationTarget Lesion Revascularization



12.1% 11.2%

16.3%
13.6%

4.6% 4.0%
6.3%

11.5%

0%

5%

10%

15%

20%

Overall Non-Diabetic NIDDM IDDM

TL
R

 R
at

e

Driver
Endeavor

Uniform Treatment Effect in NIDDMUniform Treatment Effect in NIDDM
TLR Diabetic SubgroupTLR Diabetic SubgroupTLR Diabetic Subgroup

N=1197 N=168N=958 N=70



ACC Late Breaking Trials, 6 March 2005

Endeavor II

4.0% 5.2%

16.1%

8.9%

LAD Non-LAD

TL
R

 R
at

e

Endeavor Control

Target Lesion RevascularizationTarget Lesion Revascularization
LAD Subset AnalysisLAD Subset Analysis

N=522 N=630
**Borderline LAD and TLR interaction pBorderline LAD and TLR interaction p--value demonstrates a mild differential value demonstrates a mild differential 
treatment effect for Endeavor and LADtreatment effect for Endeavor and LAD

p=0.047*p=0.047*



ACC Late Breaking Trials, 6 March 2005

Endeavor II

12.9% 14.4%

38.5%

30.1%

LAD Non-LAD

B
A

R
 R

at
e

Endeavor Control

Binary Angiographic RestenosisBinary Angiographic Restenosis
LAD Subset AnalysisLAD Subset Analysis

N=238 N=289

p=0.27*p=0.27*

* * NonNon--significant interaction psignificant interaction p--value demonstrates a uniform treatment effect value demonstrates a uniform treatment effect 
by LAD vs. non LAD lesion locationby LAD vs. non LAD lesion location



ACC Late Breaking Trials, 6 March 2005

Endeavor II

4.0%

7.3%

0.8%

16.1%

21.3%

11.0%

Overall + Angio F/U - Angio F/U

TL
R

 R
at

e 

Endeavor Driver

TLR by Angiographic FollowTLR by Angiographic Follow--upup
LAD Subset AnalysisLAD Subset Analysis

N=535 N=262 N=273



Target Lesion RevascularizationTarget Lesion RevascularizationTarget Lesion Revascularization

Reference Vessel Diameter (mm)Reference Vessel Diameter (mm)

11.3

4.2 5.3
6.5 5.2

1.84.7

0.0

5.0

<2.5 2.5-3.0 >3.0

11.3

4.2 5.3
6.5 5.2

1.84.7

0.0

5.0

<2.5 2.5-3.0 >3.0

ENDEAVORENDEAVOR

TL
R

 (%
)

TL
R

 (%
)

by Lesion Length, RVD, and Treatmentby Lesion Length, RVD, and Treatment

21.1

13.5

10.5

18.5
15.6

8.19.9
7.2

4.1

<2.5 2.5-3.0 >3.0
<11

11 to 16
>16

21.1

13.5

10.5

18.5
15.6

8.19.9
7.2

4.1

<2.5 2.5-3.0 >3.0
<11

11 to 16
>16

ControlControl
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gth

(m
m)
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(m
m)
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 (%
)
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R
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)



ConclusionConclusionConclusion

This pivotal trial provides the evidence that the Endeavor 
drug-eluting stent is safe and substantially reduces clinical 
restenosis compared to the Driver bare- metal stent.

Taken together with the ease of use of the Driver stent 
platform,the results of the trial establish the Endeavor stent 
as a valuable treatment option for patients undergoing 
angioplasty with drug eluting-stents.

This pivotal trial provides the evidence that the Endeavor This pivotal trial provides the evidence that the Endeavor 
drugdrug--eluting stent is safe and substantially reduces clinical eluting stent is safe and substantially reduces clinical 
restenosis compared to the Driver barerestenosis compared to the Driver bare-- metal stent.metal stent.

Taken together with the ease of use of the Driver stent Taken together with the ease of use of the Driver stent 
platform,the results of the trial establish the Endeavor stent platform,the results of the trial establish the Endeavor stent 
as a valuable treatment option for patients undergoing as a valuable treatment option for patients undergoing 
angioplasty with drug elutingangioplasty with drug eluting--stents.stents.


