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The safety and effectiveness of the TAXUS®
Express? Stent have not been established in
patients with diabetes, lesions >28 mm in
length, in-stent restenosis, or present with an
acute myocardial infarction.



Meta-analysis DES vs. BMS

Study Objective: To assess the long-term safety and efficacy of
DES compared to BMS.

Study Design: Comprehensive systematic review of all high quality
DES vs. BMS publications and major medical meeting
presentations (RCT and registries). Pre-specified
data criteria: 2100 pts, reported mortality, Ml and/or TVR,
and =1 year of follow up.

Follow up: =1 year
Number of Patients Total of 52 studies representing 180,749 patients
Enrolled: 22 randomized controlled trials n=9,470

30 observational registries n=171,279

Data Presented By: Gregg W. Stone MD, and Ajay Kirtane, MD, ACC 2008

Presented by Gregg W. Stone MD and Ajay Kirtane MD, ACC 2008.



Meta-analysis DES vs. BMS
Mortality RCT and Registry Analysis

Mortality: All RCTs
8,867 patients, 21 trials™

SCORPIUS

Estimate Weight
(95% CI) (%)

SESAMI

Typhoon

Passion

BASKET (SES only)
STRATEGY
SES-SMART

1.28(0.35,4.61) 1.86
0.43(0.11,1.63) 1.70
1.01(0.38,2.65) 3.27
0.70 (0.36, 1.36)  6.99
0.82 (0.37,1.84)  4.80
0.84 (0.36,1.96)  4.30
0.21(0.02,1.71)  0.62

Seville
HAAMU-STENT
MISSION!

1.35(0.23,7.78) 1.00

PRISON II
Pache et al
Ortolani et al

2.00(0.63,6.38) 2.30
0.48 (0.09,2.59) 1.09
0.50 (0.09, 2.67) 1.07

1.40 (0.45,4.35) 240

DIABETES
RAVEL
SIRIUS
C-SIRIUS

2.00(0.19,21.38) 0.55

1.44 (048, 4.33) 255
1.75 (0.73,4.16)  4.08
1.02 (0.67,1.54)  17.82

E-SIRIUS
TAXUS Il
TAXUS IV
TAXUS V
Random Effects
*Fixed Effects (12=0.0%)

0.68 (0.11,4.04)  0.95
1.08 (0.25,2.24) 2.57

1.61 (0.57,4.53) 2.87
0.89 (0.63, 1.25) 26.29
0.97 (057, 1.65)  10.92
0.97 (0.81,1.15)

0.97 (0.81,1.15), p=0.72

Favors DES

**All-cause mortality data was available in 21 of 22 RCTs and 28 of 30 Registries.
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Favors BMS

Mortality: All Registries
161,232 patients, 28 registries™

NHLBI (off label, adjusted)
NHLBI (on label, adjusted)
Germany Metabolic Syndrome
Ontario (matched)

Mayo FFR Substudy

Italian Diabetic Multivessel (adjusted)
McMaster STEMI (adjusted)

Rotterdam Off-Label
Washington Hosp Center (matched)
Asan Korea (adjusted)

SCAAR (adjusted)

Wake Forest (adjusted)
Western Denmark (adjusted)
NY State (adjusted, unmatched)
MIDAS (adjusted)
Massachusetts (matched)
STENT (adjusted)

Liverpool (matched)

GHOST (adjusted)

DEScover (unadjusted)

Cedars Acute MI

REAL (adjusted)

Melbourne

Multicenter SVG (adjusted)

ACUITY (from RCT)

RESTEM

ARTS Il (from RCT)

ERACI Ill (from RCT)

*Random Effects (12=70.1%)
Fixed Effects

Estimate Weight

(95% CI (%)
0.94 (0.64, 1.38) 3.40
1.47 (0.87, 2.48) 2.31
1.47 (0.65, 3.35) 1.15
0.71(0.59, 0.84) 5.98
1.00 (0.21, 4.75) 0.36
1.22 (0.36, 4.10) 0.57
0.17 (0.03, 0.97) 0.29
0.98 (0.85, 1.13) 6.44
1.16 (0.78, 1.75) 3.21
0.60 (0.46, 0.79) 470
1.03 (0.94, 1.14) 6.98
0.72 (0.55, 0.95) 4.66
1.00 (0.86, 1.17) 6.29
0.84 (0.72, 0.97) 6.35
0.66 (0.59, 0.74) 6.80
0.79 (0.71, 0.89) 6.80
0.69 (0.55, 0.87) 5.25
0.45 (0.24, 0.84) 1.78
0.55 (0.36, 0.83) 3.09
0.53 (0.35, 0.80) 3.13
0.82 (0.37, 1.83) 1.20
0.83 (0.70, 0.98) 6.10
0.67 (0.23, 1.94) 0.73
1.33(0.47, 3.76) 0.76
0.63 (0.49, 0.82) 4.87
0.73 (0.51, 1.05) 3.63
0.74 (0.41, 1.35) 1.92
1.18 (0.54, 2.58) 1.25
0.80 (0.72,0.88), p<0.001

0.83 (0.79,0.86)

NOTE: Weights are from random effects analysis
T

<1.0 = Favors DES; * = significant

Presented by Gregg W. Stone MD and Ajay Kirtane MD, ACC 2008. Point estimates are represented by red circles; Confidence intervals by red lines and Weight by yellow
boxes (based on primary model); No significant effect of number of patients (total or DES patients) or diabetic patients by meta-regression; Random effects used except if
[2<25. The safety and effectiveness of the TAXUS® Stent have not been established in patients with diabetes, lesions >28 mm in length, in-stent restenosis, or present with

an acute mvocardial infarction.




Meta-analysis DES vs. BMS
M|l RCT and Registry Analysis

MI. All RCTs MI: All Registries
8,850 patients, 20 trials** 129,955 patients, 24 registries*

Estimate Weight Estimate Weight
(95% ClI) (%) (95% CI) (%)

SCORPIUS | 0.82 (0.23,2.95) 2.02 NHLBI (off label, adjusted) 0.71(0.50, 1.00) 5.01

NHLBI (on label, adjusted) 0.71(0.47,1.05) 4.21
SESAMI 1.00(0.20, 4.88)  1.29 Germany Metabolic Syndrome 0.23(0.07,0.78) 0.70

Typhoon 0.80(0.22,2.97) 1.94 Ontario (matched) 110(0.91,1.32) 826
Passion 0.83 (0.26, 2.69) 2.40 Mayo FFR Substudy 0.67 (0.12,3.84) 0.35
BASKET (All) 1.15 (0.64,2.08) 9.45 Brazil Large Vessels 1.50(0.25, 8.90) 0.33
STRATEGY 0.82 (0.31,2.40) 3.13 Italian Diabetic Multivessel (adjusted) 1.02 (0.46, 2.25) 1.50
SES-SMART 0.16 (0.04, 0.67) 1.65 McMaster STEMI (adjusted) 0.28 (0.04, 1.71)  0.30
HAAMU-STENT 0.25 (0.03,2.19) 0.71 Washington Hosp Center (matched) 0.51(0.29,0.88) 269
MISSIONI 062 (0.28,1.39) 5.1 Asan Korea (adjusted) 0.66 (0.42, 1.05) 3.55

(

(

(

(

(

(

(

(

( SCAAR (adjusted) 1.01(0.91,1.11)  10.17
PRISON II 0.83 50'26’ 2.64) 244 Wake Forest (adjusted) 0.84 (0.60, 1.18) 5.15

(

(

(

(

(

(

(

(

Ortolani et al 1.50 (0.26, 8.61) 1.07 Western Denmark (adjusted) o 1.29 (1.06, 1.57) 8.02
DIABETES 0.60 (0.20, 1.50) 3.23 Massachusetts (matched) 0.92(0.83,1.02) 10.10
SCANDSTENT 0.33 (0.09, 1.18) 1.98 STENT (adjusted) i 0.69(0.52,0.92) 6.10
RAVEL 1.24 (0.49, 3.14) 3.80 GHOST (adjusted) 1.12(0.74, 1.70) 4.03

SIRIUS 0.96 (0.59, 1.55) 14.07 DEScover (unadjusted) 0.69 (0.40, 1.18)  2.80
’ DO ) Cedars Acute M 0.25(0.06, 1.16) 0.48

REAL (adjusted) 0.92(0.76, 1.11)  8.18

C-SIRIUS 0.59 (0.14, 2.47) 1.59
E-SIRIUS 1.94 (0.93,4.02) 6.13 Melbourne 1.00(0.39,258) 1.10
TAXUS I 0.63(0.23,1.72) 3.24 ACUITY (from RCT) 1.07 (0.91,1.25) 8.90
TAXUS IV 0.99 (0.66, 1.48) 20.13 RESTEM 0.80(0.52, 1.23) 3.86
TAXUS V 1.27 (0.79, 2.04) 1459 ARTS Il (from RCT) 0.53(0.32,0.88) 3.00
Random Effects 0.94 (0.78,1.13) ERACI Il (from RCT) 230(0.91.596) 1.1
*Fixed Effects (12=3.0%) 0.94 (0.79,1.13), p=0.54 *Random Effects (12=57.9%) 8-22 Eg-gg,g-g%, p=0.023
Fixed Effects : ILi L.

T T NOTE: Weights are from random effects analysis

1 10 10

Favors DES Favors BMS Favbrs DES Favors BMS
<1.0 = Favors DES; * = significant

“*MI data was available in 20 of 22 RCTs and 24 of 30 Registries

Presented by Gregg W. Stone MD and Ajay Kirtane MD, ACC 2008. Point estimates are represented by red circles; Confidence intervals by red lines and Weight by yellow boxes (based on
primary model); No significant effect of number of patients (total or DES patients) or diabetic patients by meta-regression; Random effects used except if 12<25%. The safety and effectiveness of
the TAXUS® Stent have not been established in patients with diabetes. lesions >28 mm in lenath. in-stent restenosis. or present with an acute myocardial infarction.




Meta-analysis DES vs. BMS
TVR RCT and Registry Analysis

TVR: All RCTs TVR: All Registries
7,291 patients, 16 trials** 73,819 patients, 17 registries**

Estimate Weight

Estimate ~ Weight (95% Cl) (%)
(95% CI) (%) Ontario (matched) 0.69 (0.60, 0.80

Mayo FFR Substudy < 0.18 (0.04, 0.78
Brazil Large Vessels 0.43 (0.17,1.10
McMaster STEMI (adjusted) < 0.32 (0.05, 1.92

9.88
0.68
1.57
0.46
7.35
7.05
7.38
10.70
8.70
6.31
7.30
5.81
1.34
10.17

SESAMI 0.36 (0.17,0.79
Typhoon 0.42 (0.25, 0.69
STRATEGY 0.34 (0.16, 0.77
HAAMU-STENT 0.33(0.09, 1.19
MISSION! 0.38 (0.17,0.85

4.36
7.20

4.22
1.91 Washington Hosp Center (matched) 0.65 (0.49, 0.85

(
) (
) (
) (
) (
) 4.08 Asan Korea (adjusted) 0.32 (0.24, 0.43
PRISON II 0.37 (0.19, 0.69) 5.49 Wake Forest (adjusted) 0.63 (0.48, 0.83
Pache et al 0.38 (0.23, 0.64) 7.14 NY State (adjusted, unmatched) 0.54 (0.50, 0.60
Ortolani et al 0.58 (0.25, 1.36) 3.78 STENT (adjusted) 0.58 (0.47, 0.71
) (
) (
) (
) (
) (
) (
: (
)

SCANDSTENT 0.17 (0.09, 0.33 5.44 GHOST (adjusted) 0.28 (0.20, 0.39
RAVEL 0.51(0.25, 1.04 4.83 Montevergine 0.51(0.39, 0.68
SIRIUS 0.48 (0.37, 0.62 11.51 DEScover (adjusted) 0.58 (0.40, 0.83
C-SIRIUS 0.30(0.10, 0.93 245 Cedars Acute MI 0.22 (0.08, 0.62
E-SIRIUS 0.35(0.21, 0.56 7.45 REAL (adjusted) 0.67 (0.59, 0.76
6.44 Multicenter SVG (adjusted) 0.58 (0.28, 1.18 2.41
11.94 RESTEM 0.62 (0.47, 0.80 7.53
11.75 ERACI Ill (from RCT) 0.58 (0.39, 0.86) 5.35

*Random Effects (|2=53.2%) 0.45 (0.37,0.54), p<0.001 *Random Effects (|2:71.2%) 0.53 (0.47,0.61), p<0.001
Fixed Effects 0.51 (0.45,0.57) Fixed Effects 0.57 (0.54,0.60)

NOTE: Weights are from random effects analysis
I

A 10 !
A 10

Favors DES Favors BMS Favors DES Favors BMS

TAXUS Il 0.61(0.35, 1.08
TAXUS IV 0.57 (0.45,0.72
TAXUS V 0.77 (0.60, 0.98

)
)
)
)
)
)
)
)
)
)
)
)
)
)
)
)

NOTE: Weights are from random effects analysis

<1.0 = Favors DES; * = significant
“TVR data was available in 16 of 22 RCTs and 17 of 30 Registries

Presented by Gregg W. Stone MD and Ajay Kirtane MD, ACC 2008. Point estimates are represented by red circles; Confidence intervals by red lines and Weight by yellow boxes (based on
primary model); No significant effect of number of patients (total or DES patients) or diabetic patients by meta-regression; Random effects used except if 12<25%. The safety and effectiveness of
the TAXUS® Stent have not been established in patients with diabetes. lesions >28 mm in lenath, in-stent restenosis. or present with an acute myocardial infarction.
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Meta-analysis DES vs. BMS
Findings from 180,749 patients

|. In 22 RCTs involving 9,470 patients randomized to DES or
BMS and followed for =1 year, DES resulted in:

a.A non-significant 3% reduction in mortality - HR 0.97 (0.81,1.15)
b.A non-significant 6% reduction in Ml - HR 0.94 (0.79,1.13)
c. A significant 55% reduction in TVR — HR 0.45 (0.37,0.54)

ll. In 30 Registries with 171,279 patients treated with either
DES or BMS and followed for 21 year, DES resulted in:

a.A significant 20% reduction in mortality - HR 0.80 (0.72,0.88)
b.A significant 11% reduction in Ml — HR 0.89 (0.80-0.98)
c. A significant 47% reduction in TVR — HR 0.53 (0.47-0.61)

Presented by Gregg W. Stone MD and Ajay Kirtane MD, ACC 2008. The safety and effectiveness of the TAXUS® Stent have not been established in patients with diabetes, lesions >28 mm in
length, in-stent restenosis, or present with an acute myocardial infarction.
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TAXUS® Express® Stent System Abbreviated Statement

Indications
The TAXUS Express2 Paclitaxel-Eluting Coronary Stent System is indicated for improving luminal diameter for the treatment of de novo lesions <28 mm in length in
native coronary arteries > 2.5 to < 3.75 mm in diameter.

Contraindications

Use of the TAXUS Express2 Paclitaxel-Eluting Coronary Stent System is contraindicated in patients with:

eKnown hypersensitivity to paclitaxel or structurally-related compounds.

eKnown hypersensitivity to the polymer or its individual components (see details in TAXUS Express? Stent System DFU).

Coronary Artery Stenting is contraindicated for use in:

ePatients who can not receive recommended anti-platelet and/or anticoagulant therapy.

ePatients judged to have a lesion that prevents complete inflation of an angioplasty balloon or proper placement of the stent or delivery device.

Warnings

eTo maintain sterility, the inner package should not be opened or damaged prior to use.

eThe use of this product carries the risks associated with coronary artery stenting, including subacute thrombosis, vascular complications, and/or bleeding events.
ePatients with known hypersensitivity to 316L stainless steel may suffer an allergic reaction to this implant.

oThis product should not be used in patients who are not likely to comply with recommended antiplatelet therapy.

Potential Adverse Effects

Potential adverse events (in alphabetical order) which may be associated with the use of a coronary stent in native coronary arteries include but are not limited to:
Aneurysm, Arrhythmias, Bleeding complications, Death, Distal Emboli, Emergent CABG, Myocardial Infarction, Myocardial Ischemia, Occlusion, Stent Delivery Failures,
Target Lesion Revascularization, Thrombosis, Vascular complications, Vessel Dissection.

Potential adverse events not captured above that may be unique to the paclitaxel drug coating:

Alopecia, Allergic reaction to the drug or the polymer, Anemia, Blood product transfusion, Gastrointestinal symptoms, Hematologic dyscrasia, Hepatic enzyme changes,
Histologic changes in vessel wall, including inflammation, cellular damage or necrosis, Myalgia/Arthralgia, Peripheral neuropathy.

The safety and effectiveness of the TAXUS™ Express® Stent have not been established in the cerebral, carotid, or peripheral vasculature or the following patient populations:
ePatients with vessel thrombus at the lesion site.

ePatients with coronary artery reference vessel diameters < 2.5 or > 3.75 mm.

ePatients with coronary artery lesions longer than 28 mm or requiring more than one TAXUS stent

ePatients with lesions located in the saphenous vein grafts, in the unprotected left main coronary artery, ostial lesions, or lesions located at a bifurcation.

ePatients with diffuse disease or poor flow distal to the identified lesions.

ePatients with tortuous vessels (>60 degrees) in the region of the obstruction or proximal to the lesion.

ePatients with a recent acute myocardial infarction where there is evidence of thrombus or poor flow.

ePatients with in-stent restenosis.

ePatients with moderate or severe calcification in the lesion or a chronic total occlusion.

ePatients with multi-vessel disease.

Prior to use, please see the complete "Directions for Use" at www. Taxus-stent.com for more information on Indications, Contraindications, Warnings, Precautions,
Adverse Events and Operator's Instructions.

Cautions
Federal law restricts this product to sale by or on the order of a physician.

Trademark
TAXUS and Express? are trademarks and Express is a registered trademark of Boston Scientific Corporation or its affiliates. Cypher is a trademark of Cordis Corporation.
Endeavor is a trademark of Medtronic Vascular, Inc. Plavix is a trademark of Sanofi-Aventis.
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