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Endeavor IV
Prespecified Diabetic Subgroup

RandomizedRandomizedEndeavor
n = 241

Clinical F/U
(12 mo)
234/241
97.1%

(24 mo)
231/241
95.9%

Angio F/U (8 mo)
44/51
86.3%

Angio F/U (8 mo)
42/52
80.8%

Taxus
n = 236

Clinical F/U
(24 mo)
224/236
94.9%

(12 mo)
226/236
95.8%

Patients Enrolled
N = 477



DMDM No DMNo DM

EndeavorEndeavor
N = 44N = 44

TaxusTaxus
N = 42N = 42

P P 
valuevalue

EndeavorEndeavor
N = 100N = 100

TaxusTaxus
N = 93N = 93 PP valuevalue

Binary Restenosis (%)Binary Restenosis (%)

InIn--segmentsegment 27.327.3 23.823.8 0.810.81 10.010.0 4.34.3 0.170.17

InIn--stentstent 25.025.0 16.716.7 0.430.43 8.18.1 2.22.2 0.100.10

InIn--segment Late Loss segment Late Loss 
MeanMean±±SDSD

0.460.46±±0.50.5
55

0.380.38±±0.50.5
88 0.450.45 0.310.31±±0.420.42 0.160.16±±0.350.35 0.0090.009

InIn--stent Late Lossstent Late Loss
MeanMean±±SDSD

0.810.81±±0.50.5
88

0.560.56±±0.60.6
66 0.070.07 0.610.61±±0.440.44 0.350.35±±0.390.39 <.001<.001

Endeavor IV
8 Month Angiographic Outcomes



1.001.000.8 (4)0.8 (4)0.8 (4)0.8 (4)1.001.000.9 (2)0.9 (2)0.9 (2)0.9 (2)Definite STDefinite ST

DMDM No DMNo DM
EndeavorEndeavor
N = 231N = 231

TaxusTaxus
N = 224N = 224 P P valuevalue

EndeavorEndeavor
N = 511N = 511

TaxusTaxus
N = 515N = 515 PP valuevalue

Death (all) (%)Death (all) (%) 1.3 (3)1.3 (3) 2.7 (6)2.7 (6) 0.330.33 3.9 (20)3.9 (20) 2.5 (13)2.5 (13) 0.220.22

Cardiac DeathCardiac Death 0.9 (2)0.9 (2) 1.8 (4)1.8 (4) 0.440.44 1.8 (9)1.8 (9) 1.0 (5)1.0 (5) 0.300.30

MI (all) %)MI (all) %) 0.9 (2)0.9 (2) 2.7 (6)2.7 (6) 0.170.17 2.5 (13)2.5 (13) 4.7 (24)4.7 (24) 0.090.09

Q WaveQ Wave 00 0.4 (1)0.4 (1) 0.490.49 0.6 (3)0.6 (3) 0.6 (3)0.6 (3) 1.001.00

NonNon--Q WaveQ Wave 0.9 (2)0.9 (2) 2.2 (5)2.2 (5) 0.280.28 2.0 (10)2.0 (10) 4.1 (21)4.1 (21) 0.070.07

TLR (%)TLR (%) 8.7 (20)8.7 (20) 6.7 (15)6.7 (15) 0.480.48 4.7 (24)4.7 (24) 3.7 (19)3.7 (19) 0.440.44

TVR (nonTVR (non--TL) (%)TL) (%) 4.8 (11)4.8 (11) 6.7 (15)6.7 (15) 0.420.42 3.9 (20)3.9 (20) 5.4 (28)5.4 (28) 0.300.30

MACE (%)MACE (%) 9.5 (22)9.5 (22) 10.7 (24)10.7 (24) 0.760.76 10.0 (51)10.0 (51) 9.7 (50)9.7 (50) 0.920.92

TVF (%)TVF (%) 12.6 (29)12.6 (29) 15.2 (34)15.2 (34) 0.540.54 10.4 (53)10.4 (53) 12.2 (63)12.2 (63) 0.380.38

Endeavor IV
Clinical Outcomes at 2 Years



IDDMIDDM Non IDDMNon IDDM
EndeavorEndeavor

N = 76N = 76
TaxusTaxus
N = 58N = 58 P P valuevalue

EndeavorEndeavor
N = 155N = 155

TaxusTaxus
N = 166N = 166 PP valuevalue

Death (all) (%)Death (all) (%) 1.3 (1)1.3 (1) 1.7 (1)1.7 (1) 1.001.00 1.3 (2)1.3 (2) 3.0 (5)3.0 (5) 0.450.45

Cardiac DeathCardiac Death 1.3 (1)1.3 (1) 00 1.001.00 0.6 (1)0.6 (1) 2.4 (4)2.4 (4) 0.370.37

MI (all) %)MI (all) %) 1.3 (1)1.3 (1) 1.7 (1)1.7 (1) 1.001.00 0.6 (1)0.6 (1) 3.0 (5)3.0 (5) 0.220.22

Q WaveQ Wave 00 00 00 .06 (1).06 (1) 1.001.00

NonNon--Q WaveQ Wave 1.3 (1)1.3 (1) 1.7 (1)1.7 (1) 1.001.00 0.6 (1)0.6 (1) 2.4 (4)2.4 (4) 0.370.37

TLR (%)TLR (%) 7.9 (6)7.9 (6) 5.2 (3)5.2 (3) 0.730.73 5.8 (9)5.8 (9) 7.2 (12)7.2 (12) 0.680.68

TVR (nonTVR (non--TL) (%)TL) (%) 2.6 (2)2.6 (2) 5.2 (3)5.2 (3) 0.650.65 5.8 (9)5.8 (9) 7.2 (12)7.2 (12) 0.660.66

MACE (%)MACE (%) 7.9 (6)7.9 (6) 8.6 (5)8.6 (5) 1.001.00 10.3 (16)10.3 (16) 11.4 (19)11.4 (19) 0.860.86

TVF (%)TVF (%) 9.2 (7)9.2 (7) 12.1 (7)12.1 (7) 0.780.78 14.2 (22)14.2 (22) 16.3 (27)16.3 (27) 0.640.64

Endeavor IV
Clinical Outcomes at 2 Years: IDDM vs non-IDDM



ENDEAVOR IV Diabetes
Cumulative Incidence of TVF to 24 months
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ENDEAVOR IV Diabetes ENDEAVOR IV Diabetes 
Cumulative Incidence of TLR to 24 monthsCumulative Incidence of TLR to 24 months
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E-Five Registry

Primary Endpoint: MACE at 12 months

Secondary Endpoints: MACE at 30 days and 6 mo, Stent thrombosis,
procedure success rate; device success rate; lesion success rate

Drug Therapy: ASA and Clopidogrel/Ticlid >3 months
Zotarolimus Dose: 10 µg per mm stent length

Single and Multiple Coronary Artery Lesions
Stent Diameters: 2.25-4.0 mm

Stent Length: 8/9-30 mm 

N = 8,000 patients
200 sites

Europe, Asia Pacific, Israel, 
New Zealand, South America

30 d 6 mo 2 yr*12 mo
Clinical / MACE



1.46±0.79

1.23±0.51

1.0

3.6

60.8

63.7

25.4

7.3

25.5

9.4

14.8

31.8

33.1

19.8

62.31 

Non-DM 
N = 5593

0.941.50±0.861.49±0.820.10 1.49±0.83# of Endeavor Stents Implanted

0.45 1.26±0.511.27±0.570.002 1.27±0.56 # of Lesions Treated with Endeavor

<.001 6.52.3<.001 3.3Severe Renal Impairment †– %

<.001 11.55.5<.001 7.0Moderate Renal Impairment* – %

0.96 67.967.7<.001 67.7Hypercholesterolemia – %

0.01 82.177.5<.001 78.6Hypertension – %

0.0113.918.0<.001 17.0Current Smoker – %

0.005 10.77.20.20 8.1Prior CABG – %

0.003 29.323.50.63 25.0Prior PCI – %

0.797.06.8<.0016.8ST AMI (≤72 hours) – %

0.5911.312.1<.00111.9AMI (≤72 hours) – %

0.07 35.832.00.27 33.0Prior MI – %

0.93 35.835.60.02 35.6Unstable Angina – %

<.001 37.828.2<.001 30.7Female – %

<.001 66.5764.90<.001 65.32Age (yrs) 

P
value

IDDM 
N = 682 

NIDDM 
N = 2039 

P
value

DM 
N = 2721 

* serum creatinine 140 – 220 mol/l
† serum creatinine > 220 mol/l

E-Five 
Baseline Characteristics



E-Five 
Clinical Outcomes at 1 Year: DM vs non-DM

<.0012.5 (134)4.1 (104)Death (cardiac) + MI (all)  - % (n)

0.034.6 (240)5.7 (147)TVR – % (n)
<.0016.4 (339)9.7 (248)MACE – % (n)

0.014.0 (213)5.3 (136)TLR – % (n)
0.660.7 (37)0.6 (15)TVR (non-TL) – % (n)

8.7 (224)

0.4 (11)
1.1 (29)
1.5 (39)

1.4 (35)
0.5 (12)
1.8 (47)
2.7 (70)
4.1 (104)

DM
n = 2563

6.5 (341)

0.4 (20)
0.6 (30)
0.9 (49)

1.2 (63)
0.4 (19)
1.5 (81)
1.2 (65)
1.7 (87)

Non-DM
n = 5269

0.5131-365 days 

P value

0.070-30 days 

0.52Non Q wave
0.56Q Wave

0.09ARC Stent Thrombosis  (def/prob) – % (n)

<.001

0.34
<.001
<.001

Cardiac

TVF – % (n)

MI (all) – % (n)

Death (all) – % (n)



0.083.6 (70)5.3 (34)Death (cardiac) + MI (all)  - % (n)

0.125.3 (102)7.0 (45)TVR – % (n)
0.0058.7 (167)12.6 (81)MACE – % (n)

0.134.9 (94)6.5 (42)TLR – % (n)
0.770.6 (12)0.5 (3)TVR (non-TL) – % (n)

11.0 (71)

0.8 (5)
1.6 (10)
2.2 (14)

1.6 (10)
0.2 (1)

1.7 (11)
4.5 (29)
6.7 (43)

IDDM
n = 644

8.0 (153)

0.3 (6)
1.0 (19)
1.3 (25)

1.3 (25)
0.6 (11)
1.9 (36)
2.1 (41)
3.2 (61)

NIDDM
n = 1919

0.1631-365 days 

P value

0.280-30 days 

0.70Non Q wave
0.31Q Wave

0.14ARC Stent Thrombosis  (def/prob) – % (n)

0.02

0.87
0.003
<.001

Cardiac

TVF – % (n)

MI (all) – % (n)

Death (all) – % (n)

E-Five 
Clinical Outcomes at 1 Year: IDDM vs non-IDDM



E-Five
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Standard error was estimated by Peto formula
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E-Five
Cumulative Incidence of TLR to 1 Year
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E-Five Registry
Adverse Events at 1 and 2 Years

Protocol
ST

TLRCardiac
Death

TVRARC Def/Prob
ST

Year 1, N=8,314

MIDeath TVF MACE

Rothman M. ACC2009
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Endeavor in Perspective: Diabetes
Summary

Consistent with other DES programs, clinical and 
angiographic outcomes among the diabetic population 
are generally less favorable compared with non-DM

ENDEAVOR IV: Late term (2 year) composite and 
individual outcomes similar between Endeavor and Taxus

E-Five
— In broad, unselected patient population, 1-year Endeavor efficacy outcomes 

in diabetes (TLR 5.3%) similar to those observed in non-diabetic cohort 

— Compared with non-diabetic patients, differences in composite endpoints 
principally driven by increased cardiovascular death among diabetic 
patients

— 2-year diabetic cohort outcomes awaited at EuroPCR 2009


