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TAXUS |

Randomized Feasibility Trial

Safety Demonstrated

Objective: Compare safety of TAXUS® NIR® Paclitaxel-Eluting
Stent to uncoated control NIR® Stent

Number of Patients: 61

Number of Sites: 3

Lesion Type: de novo, 3.0 and 3.5 mm

Stent Platform: NIR® Conformer 15 mm

Release Kinetics: Slow Release (SR)

Primary Endpoint: 30-Day MACE

Principal Investigator: E. Grube, MD

Status: Enroliment complete

.. TAXUS NIR®
4-Year Clinical Paclitaxel-Eluting Stent Control*
Data for TAXUS | (n=31) (n=30)

MACE, Overall 1 (3.23%) 4 (13.33%)
Death 0 0
MI (Q-Wave & Non-Q-Wave) 0 0
TVR 1 (3.23%) 4 (13.3%)
CABG 0 2 (6.67%)
Stent Thrombosis 0 0

TAXUS | (4-YEAR)
LONG-TERM SAFETY

MACE, Overall Stent Thrombosis
13%

3%
0% 0%

TAXUS Stent Control* TAXUS Stent Control*
(n=30) (n=30) (n=30) (n=30)

The AXUS | trial demonstrates long-term safety.

*Control is the NIR ~ Conformer Stent System.

SNOKFT13dNS



TAXUS I

International Efficacy Trial

Efficacy Demonstrated

Objective:

Number of Patients:
Number of Sites:
Lesion Type:

Stent Platform:
Release Kinetics:
Primary Endpoint:
Principal Investigator:
Status:

Demonstrate safety and efficacy of TAXUS® NIR®
Paclitaxel-Eluting Stent for treatment of de novo
lesions

536

38

de novo, < 12 mm length, 3.0-3.5 mm vessel
diameter

NIR® Conformer 15 mm

Slow Release (SR) and Moderate Release (MR)
6-Month % net volume obstruction

A. Colombo, MD

Enrollment complete

TAXUS® NIR®

. . Paclitaxel-Eluting
Baseline Demographics SR Stent (n=131)
Age 61.45 + 10.46
Males 70.2% (92/131)

Diabetes Mellitus

10.7% (14/131)

Baseline Characteristics

Clinical Procedural Success

Lesion Length (mm)

95.4% (125/131)
10.55 + 3.94 (131)

Reference Vessel Diameter (mm) 2.78 + 0.44 (127)
Minimum Lumen Diameter (mm)
Pre-Procedure 1.02 + 0.30 (129)
Post Procedure 2.53 + 0.29 (128)
6-Month Results
% Net Volume Obstruction, In-Stent 7.85 + 9.87 (118)
MLD (mm) 2.23 + 0.47 (128)
Binary Restenosis Rate
In-Stent 2.3% (3/128)
Analysis Segment 5.5% (7/128)
% Diameter Stenosis, In-Stent 19.53 + 12.71 (128)
Late Loss 0.31 +0.38 (127)
MACE, Overall 8.5% (11/130)
Death 0.0% (0/130)
Q-Wave Ml 0.0% (0/130)
Non-Q-Wave Ml 1.5% (2/130)
TVR, Overall 7.7% (10/130)
TVR, Non-TLR 3.1% (4/130)
TVR, TLR 4.6% (6/130)
TVR, CABG 0.8% (1/130)

Stent Thrombosis ( < 1 day)
Stent Thrombosis (2D210 days)

0.8% (1/131)
0.0% (0/131)

TAXUS NIR®

. Paclitaxel-Eluting
Cumulative 3-&ar Results SR Stent (n=131)
MACE, Overall 15.4%
Cardiac Death 1.6%
Q-Wave MI 0.8%
Non-Q-W ave Ml 3.1%
TVR, Overall 12.3%
TVR, Non-TLR 3.9%
TVR, TLR 5.4%
TVR, CABG 3.9%
TAXUS NIR®

Cumulative 3-&ar Results**

Paclitaxel-Eluting
SR Stent (n=131)

Stent Thrombosis to 3 Years

<1 Day

2D210 Days
211365 Days
366D790 Days
791D1095 Days

2.4% (3/124)
0.8% (1/131)
0.0% (0/131)
0.8% (1/130)
0.8% (1/130)
0.0% (0/126)

*Control is the NIR = Conformer Stent System.

**3-year data is kaplan meier; Due to long-term follow-up it is no
longer statistically appropriate to use the simple proportion data that
we used with all previous time points.

***p-Value compares three survival curves for SR, MR, and Combined
Control. Data was not reported separately for 3-year results.

TAXUS |l
3-YEAR FOLLOW-UP
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TAXUS NIR® p-Value p-Value
Paclitaxel-Eluting Combined Control* SR vs MR vs
MR Stent (n=135) (n=270) Control Control
59.30 + 10.12 59.83 + 9.67 0.1268 0.6148
76.3% (103/135) 77.8% (210/270) 0.1092 0.8015
17.0% (23/135) 15.2% (41/270) 0.2786 0.6655
96.3% (130/135) 93.7% (253/270) 0.6480 0.3557
10.16 + 4.78 (135) 10.61 + 4.10 (270) 0.8968 0.3125
2.72 + 0.46 (132) 2.75 £ 0.47 (262) 0.5996 0.4442
0.95 + 0.32 (135) 0.97 £ 0.36 (270) 0.2385 0.4895
2.53 + 0.36 (134) 2.55 + 0.35 (269) 0.5370 0.5508
7.84 £ 9.66 (118) 21.89 + 17.48 (244) <0.0001 <0.0001
2.24 + 0.47 (128) 1.77 + 0.55 (264) <0.0001 <0.0001
4.7% (6/128) 19.0% (50/263) <0.0001 <0.0001
8.6% (11/128) 22.0% (58/264) <0.0001 0.0010
18.23 +£ 12.33 (128) 32.83 + 17.56 (263) <0.0001 <0.0001
0.30 + 0.39 (127) 0.78 £ 0.47 (264) <0.0001 <0.0001
7.8% (10/129) 19.8% (52/263) 0.0035 0.0019
0.0% (0/129) 0.4% (1/263) 1.0000 1.0000
0.0% (0/129) 0.8% (2/263) 1.0000 1.0000
2.3% (3/129) 4.6% (12/263) 0.1567 0.4029
6.2% (8/129) 16.0% (42/263) 0.0262 0.0059
2.3% (3/129) 2.7% (7/263) 0.7572 1.0000
3.1% (4/129) 13.3% (35/263) 0.0080 0.0010
0.8% (1/129) 0.8% (2/263) 1.0000 1.0000
0.0% (0/135) 0.0% (0/270) 0.3267 Undef
0.0% (0/135) 0.0% (0/269) Undef Undef
TAXUS NIR®
Paclitaxel-Eluting Combined Control* p-Value
MR Stent (n=135) (n=270) Overall***
15.1% 26.1% 0.0058
1.6% 1.1% 0.9205
3.1% 1.9% 0.4081
2.2% 4.5% 0.4953
9.0% 21.4% 0.0028
3.1% 6.1% 0.3718
3.7% 15.7% 0.0001
2.3% 3.0% 0.7559
TAXUS NIR® p-Value p-Value
Paclitaxel-Eluting Combined Control* SRvs MR vs
MR Stent (n=135) (n=270) Control Control
1.7% (2/117) 0.4% (1/251) 0.1076 0.2383
0.0% (0/135) 0.0% (0/270) 0.3267 Undef
0.0% (0/135) 0.0% (1/269) Undef Undef
0.7% (1/134) 0.0% (1/268) 0.3266 0.3333
1.5% (2/132) 0.0% (1/265) 0.3291 0.1100
0.0% (0/135) 0.4% (1/258) 1.0000 1.0000




TAXUS

US Pivotal Trial

IV

Consistently Safe and Effective

Objective:

Number of Patients:
Number of Sites:
Lesion Type:

Stent Platform:

Release Kinetics:

Demonstrate safety and superior performance of
TAXUS® Express® Paclitaxel-Eluting Stent for
treatment of de novo lesions over control

1,326 enrolled

76

de novo

Express 16, 24 and 32 mm lengths, 2.5, 3.0 and
3.5 mm diameters

Slow Release (SR)

Primary Endpoint: 9-Month TVR, superiority to control arm
Principal Investigators: G.W. Stone, MD and S. Ellis, MD
Status: Enrollment complete

Baseline Demographics

TAXUS® Express®

Paclitaxel-Eluting Stent (n=662)

Age (years)
Males (n)
Medically Treated Diabetes (n)
Requiring Insulin (n)
No Insulin Required (n)
Medically Treated Hyperlipidemia (n)
Medically Treated Hypertension (n)

Baseline Lesion Characteristics

628+ 112
71.8% (475/662)
23.4% (155/662)
7.7% (51/662)
15.7% (104/662)
65.0% (430/662)
70.5% (467/662)

Lesion Length (mm) 13.38 +6.31
Reference Vessel Diameter (RVD) (mm) 2.75+0.47
Minimum Lumen Diameter (MLD) (mm) 0.92 +£0.33
Diameter Stenosis (%) 66.54 + 10.66
9-Month QCA and IVUS Endpoints
Clinical Procedural Success 97.3%
Binary Restenosis Rate

In-Stent 5.5%

Analysis Segment 7.9%
Late Loss (mm)

In-Stent 0.39 + 0.50

Analysis Segment 0.23+0.44
Post Procedure MLD (mm)

In-Stent 2.65+0.42

Analysis Segment 2.26 £ 0.48
9-Month Follow-Up MLD (mm)

In-Stent 2.26 £ 0.58

Analysis Segment 2.03 +0.55
Post Procedure % Diameter Stenosis

In-Stent 421 + 10.84

Analysis Segment 19.16 + 9.67
9-Month Follow-Up % Diameter Stenosis

In-Stent 1743 +17.71

Analysis Segment 26.29 + 15.45
% In-Stent Net Volume Obstruction 12.20 £ 12.44

9-Month Results

MACE, Overall
Cardiac Death
Q-Wave MI
Non-Q-W ave MI
TVR, Overall
TLR, Overall
TLR, PCI
TLR, CABG
Non-TLR, Overall
Non-TLR, PCI
Non-TLR, CABG
TVF
Stent Thrombosis (In-Hospital)
Stent Thrombosis (Out-of-Hospital to 30 days)
Stent Thrombosis (Overall, to 9 months)

*Control is the Express Stent System.

8.5% (56/662)
1.4% (9/662)
0.8% (5/662)

2.7% (18/662)

4.7% (31/662)

3.0% (20/662)
2.4% (16/662)
0.6% (4/662)

1.7% (11/662)
1.2% (8/662)
0.5% (3/662)

7.6% (50/662)

0.0% (0/662)
0.3% (2/662)
0.6% (4/662)

Control*
(n=652) p-Value
62.1+10.9 0.2106
72.4% (472/652) 0.8060
25.0% (136/652) 0.5198
8.3% (54/652) 0.7604
16.7% (109/652) 0.6535
65.6% (428/652) 0.8168
69.0% (450/652) 0.5487
13.37 £ 6.19 0.9778
2.75+0.49 0.9317
0.95+0.34 0.1618
65.60 + 10.68 0.1096
97.4% 1.0000
24.4% <0.0001
26.6% <0.0001
0.92 £ 0.58 <0.0001
0.61 + 0.57 <0.0001
2.67+041 0.6577
2.29 + 0.50 0.4562
1.75+ 0.65 0.0001
1.68 + 0.61 0.0001
5.16 + 11.41 0.2497
19.33 +£ 10.45 0.8219
37.24 + 19.76 0.0001
39.79 + 18.45 0.0001
29.40 = 14.05 0.0001
15.0% (98/652) 0.0002
1.1% (7/652) 0.8025
0.3% (2/652) 0.4520
3.4% (22/652) 0.5237
12.0% (78/652) <0.0001
11.3% (74/652) <0.0001
8.7% (57/652) <0.0001
3.1% (20/652) 0.0008
1.1% (7/652) 0.4778
0.8% (5/652) 0.5793
0.3% (2/652) 1.0000
14.4% (94/652) 0.0001
0.3% (2/652) 0.2460
0.3% (2/652) 1.0000
0.8% (5/652) 0.7513




TAXUS IV

US Pivotal Trial(continued)

. TAXUS® Express®
Cumulative Paclitaxel-Eluting Control*
3Year Results Stent (n=651) (n=643)  p-Value
MACE, Overall 18.2 28.3 <0.0001
Cardiac Death 25 25 0.9836
Q-Wave Ml 1.3 0.8 0.4096
Non-Q-Wave Ml 4.6 5.9 0.3007
TVR, Overall 134 23.8 <0.0001
TVR, PCI 10.7 19.4 <0.0001
TVR, CABG 2.9 6.1 0.0056
TLR, Overall 6.9 18.6 <0.0001
TLR, PCI 6.1 14.9 <0.0001
TLR, CABG 0.8 4.6 <0.0001
TVF 17.4 26.7 <0.0001

Stent Thrombosis Through 3-Years

The AXUS Express Sent has not been proven safe and effective for longer

than 12-months.

1.2% (7/651) 0.8% (5/643) NA

® Control

9-Month TLR Data

® Express Control Stent

16.0%

11.3%
.0%

13.0%

I

15.6%

I3

*Control for TAXUS IV is the Express Stent.

18.6%

A% I 3.3%

SYNTAX

Objective: Compare PCl with TAXUS® Express™ Stent vs.
CABG in patients with de novo three-vessel
disease (3VD) or left main (LM) disease (isolated
or in combination with 1, 2, or 3VD)

Stent: TAXUS Express?

Purpose: Demonstrate non-inferiority of TAXUS Express?
PCl vs. CABG for 3VD or LM

Design: Prospective, multicenter clinical trial with

all-comers design. Randomized for those patients
deemed eligible for both PCI and CABG. Nested
registries (CABG only or PCI only) for patients
judged suitable for only one treatment modality.

Lesion: de novo three-vessel disease (3VD) or left main
(LM) disease (isolated or in combination with
1,2, 0r3VD)

Control: Coronary artery bypass graft (CABG) surgery

Release Kinetics: Slow Release (SR)

Primary Endpoint 1-Year MACCE rate (death, MI, repeat PClI, stroke)
Location and Sites: Europe and United States, 81 sites
Status: Enrolling

Number of Patients: ~ Up to 4600 (1800 randomized) planned

Principal Investigators: Patrick Serruys, MD, Thoraxcenter-Erasmus,
Rotterdam Friedrich Mohr, MD, University of Leipzig,
Germany

SNO K31 X3 dACD

*The safety and effectiveness of the T AXUS Express? Stent have

not been established in patients with coronary artery reference

diameter less than 2.5 mm or greater than 3.75 mm or in diabetics

or patients with left ____ or 3 vessel disease or multiple overlapping

stents in lesions longer than 28 mm.

Caution: Investigational device. Limited by United States law to

investigational use. 7



TAXUS V be Novo

US Randomizede novo Lesion Pivotal

Expansion Trial

Addressing Long Lesions, Small Vesséls

Objective: Demonstrate superior 9-month target vessel
revascularization (TVR) rate for TAXUS® Express®™
Paclitaxel-Eluting SR Stent vs. Express? Stent for

de novo lesions

Number of Patients: 1,172 enrolled

Number of Sites: 66
Lesion Type: de novo, 10-46 mm
Stent Platform: Express? 8, 16, 20, 24 and 32 mm lengths,

2.25%%,2.5,3.0,3.5 and 4.0¥* mm diameters

Release Kinetics: Slow Release (SR)

Primary Endpoint: 9-Month TVR

Principal Investigators: G.W. Stone, MD and S. Ellis, MD

Status: Enroliment complete
TAXU_S V Trial Data (Q'Month) TAXUS® Express™ Paclitaxel-Eluting Control*
Baseline Demographics Stent (n=577) (n=579) p-Value
Age 62.89 + 11.17 (577) 62.77 + 10.76 (579) 0.8498
Males (n) 70.2% (405/577) 68.7% (398/579) 0.6097
Medically T reated Diabetes (n) 31.7% (183/577) 29.9% (173/579) 0.5242
Insulin Requiring (n) 8.5% (49/577) 9.2% (53/579) 0.7559
Non-Insulin Requiring (n) 23.2% (134/577) 20.7% (120/579) 0.3204
Medically Treated Hyperlipidemia (n) 72.3% (417/577) 73.9% (428/579) 0.5508
Medically Treated Hypertension (n) 76.4% (441/577) 73.6% (426/579) 0.2774
Baseline Lesion Characteristics
Lesion Length (mm) 17.29 £ 9.03 (564) 17.15 £ 9.41 (573) 0.7875
Reference Vessel Diameter (RVD) (mm) 2.68 £ 0.58 (569) 2.69 + 0.56 (574) 0.8573
Minimum Lumen Diameter (MLD) (mm) 0.86 + 0.37 (569) 0.85 + 0.39 (574) 0.4494
Diameter Stenosis (%) 67.87 + 11.08 (569) 68.73 + 12.18 (574) 0.2145
Modified ACC/AHA
B2 38.6% (220/570) 42.3% (243/575) 0.2284
C 36.8% (210/570) 37.6% (216/575) 0.8071
9-Month QCA and IVUS (all patients)
Clinical Procedural Success 95.3% (550/577) 96.0% (556/579) 0.5668
MACE, Overall 15.0% (84/560) 21.2% (120/567) 0.0084
Cardiac Death or Ml 5.7% (32/560) 5.5% (31/567) 0.8973
Cardiac Death 0.5% (3/560) 0.9% (5/567) 0.7256
Q-Wave Ml 0.5% (3/560) 0.2% (1/567) 0.3712
Non-Q-Wave M 4.8% (27/560) 4.4% (25/567) 0.7777
TVR, Overall 12.1% (68/560) 17.3% (98/567) 0.0184
TLR, Overall 8.6% (48/560) 15.7% (89/567) 0.0003
TLR, PCI 7.9% (44/560) 13.9% (79/567) 0.0011
TLR, CABG 0.7% (4/560) 1.8% (10/567) 0.1770
TVR Remote, Overall 4.8% (27/560) 4.2% (24/567) 0.6691
TVR Remote, PCI 4.5% (25/560) 3.2% (18/567) 0.2793
TVR Remote, CABG 0.4% (2/560) 1.1% (6/567) 0.2874
TVF 14.6% (82/560) 20.3% (115/567) 0.0149
Stent Thrombosis 0.7% (4/557) 0.7% (4/562) 1.0000
In-Hospital 0.5% (3/577) 0.2% (1/579) 0.3735
Out-of-Hospital to 30 Days 0.2% (1/569) 0.5% (3/576) 0.6244
31180 Days 0.0% (0/569) 0.2% (1/575) 1.0000
181D284 Days 0.0% (0/555) 0.0% (0/561) Undef
In-Hospital MACE 4.0% (23/577) 3.1% (18/579) 0.4319
Out-of-Hospital MACE to 284 Days 12.5% (70/559) 18.7% (106/566) 0.0052
Diameter Stenosis (%)
In-Stent 23.09 + 24.64 (496) 38.86 + 24.78 (492) <.0001
Analysis Segment 33.63 + 21.78 (497) 42.34 + 22.25 (492) <.0001
Binary Restenosis Rate (%)
In-Stent 13.7% (68/496) 31.9% (157/492) <.0001
Analysis Segment 18.9% (94/497) 33.9% (167/492) <.0001
Late Loss (mm)
In-Stent 0.49 + 0.61 (494) 0.90 + 0.62 (492) <.0001
Analysis Segment 0.33 £ 0.54 (495) 0.60 + 0.59 (492) <.0001
Post Procedure MLD (mm)
In-Stent 2.08 + 0.79 (496) 1.66 = 0.77 (492) <.0001
Analysis Segment 1.81 + 0.74 (497) 1.57 + 0.72 (492) <.0001
% In-Stent Net Volume Obstruction 13.15 £ 11.97 (149) 31.78 + 15.14 (135) <.0001

*Control for T AXUS V de novo is the Express ? Stent.
**Caution: Investigational device limited by United States law to

investigational use.

Caution: The safety and efficacy of the T AXUS Express ? Stent have

not been established in patients with coronary artery reference

vessel diameters less than 2.5 mm or greater than 3.75 mm, in

patients with diabetes, or with multiple overlapping stents. 9

Caution: The safety and efficacy of the T AXUS Express ? Stent have
not been established in patients with coronary artery reference
vessel diameters less than 2.5 mm or greater than 3.75 mm, in

8 patients with diabetes, or with multiple overlapping stents.
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TAXUS V Pe Novo

US Randomizede novo Lesion Pivotal

Expansion Trial(continued)

TAXUS V Trial Data (9-Month)

TAXUS Express’
Paclitaxel-Eluting

9-Month Subgroup Analysis (2.25 mm Stents)**  Stent (n=108)

MACE
TVR, Overall
TLR, Overall
Stent Thrombosis
Late Loss (mm)
Analysis Segment
In-Stent
Restenosis
Analysis Segment
In-Stent
Diabetic Patients
Lesion Length (mm)
Baseline RVD (mm)
Total Study Stent Length Implanted (mm)

18.9% (20/106)

16.0% (17/106)

10.4% (11/106)
1.0% (1/104)

0.36 + 0.53 (93)
0.49 + 0.61 (93)

31.2% (29/93)

24.7% (23/93)

47.2% (51/108)

16.44 + 9.55 (104)

2.07 + 0.31 (106)
26.44 + 12.07 (108)

TAXUS® Express™
9-Month Subgroup Analysis** Paclitaxel-Eluting
Large ¥ssel Stent (n=99)
MACE 6.5% (6/93)

TVR, Overall 4.3% (4/93)
TLR, Overall 0.0% (0/93)

Stent Thrombosis
Late Loss (mm)
Analysis Segment
In-Stent
Restenosis
Analysis Segment
In-Stent
Diabetic Patients
Lesion Length (mm)
Baseline RVD (mm)
Total Study Stent Length Implanted (mm)

9-Month Subgroup Analysis**

0.0% (0/93)

0.22 + 0.40 (86)
0.42 + 0.47 (86)

3.5% (3/86)
2.3% (2/86)
29.3% (29/99)

16.45 + 8.45 (99)
3.41 + 0.45 (99)
25.78 + 11.55 (99)

TAXUS Express’
Paclitaxel-Eluting

Patients Receiving Overlapping Stents, planned Stent (n=195)

MACE
TVR, Overall
TLR, Overall
Stent Thrombosis
Late Loss (mm)
Analysis Segment
In-Stent
Restenosis
Analysis Segment
In-Stent
Lesion Length (mm)
Baseline RVD (mm)
Total Study Stent Length Implanted (mm)

9-Month Subgroup Analysis**

Medically Teated Diabetic Patients***

20.4% (39/191)
16.2% (31/191)
12.6% (24/191)

1.1% (2/190)

0.45 + 0.61 (173)
0.60 + 0.67 (173)

27.2% (47/173)
17.9% (31/173)
25.03 + 9.57 (192)
2.65 + 0.55 (194)
43.61 * 10.51 (195)

TAXUS Express’
Paclitaxel-Eluting
Stent (n=183)

MACE
TVR, Overall
TLR, Overall
Stent Thrombosis
Restenosis
Analysis Segment
In-Stent
Late Loss (mm)
Analysis Segment
In-Stent
Diabetic Patients
Lesion Length (mm)
Baseline RVD (mm)

Total Study Stent Length Implanted (mm)

16.9% (30/178)
14.6% (26/178)
9.6% (17/178)

0.6% (1/177)

18.2% (29/159)
14.5% (23/159)

0.31 + 0.56 (158)
0.49 + 0.64 (158)
100.0% (183/183)
17.97 + 10.21 (180)
2.55 + 0.59 (182)
29.08 + 14.16 (182)

*Control for TAXUS V  de novo is the Express Stent.
**Caution: Investigational device limited by United States law to

investigational use.

**The safety and efficacy of the TAXUS Express

2 Stent have not

been established in patients with coronary artery reference vessel
diameters less than 2.5 mm or greater than 3.75 mm, in patients

with diabetes, or with multiple overlapping stents.

Control*
(n=95) p-Value
26.9% (25/93) 0.2343
24.7% (23/93) 0.1565
21.5% (20/93) 0.0332
1.1% (1/92) 1.0000
0.61 + 0.59 (85) 0.0036
0.90 + 0.63 (85) <.0001
49.4% (42/85) 0.0147
44.7% (38/85) 0.0070
31.6% (30/95) 0.0310
16.44 £ 9.21 (95) 0.9973
2.10 + 0.33 (95) 0.3989
26.82 £ 12.40 (95) 0.8269
Control*
(n=103) p-Value
14.9% (15/101) 0.0676
7.9% (8/101) 0.3775
5.0% (5/101) 0.0603
0.0% (0/100) Undef
0.54 + 0.57 (90) <.0001
0.87 £ 0.60 (90) <.0001
14.4% (13/90) 0.0163
14.4% (13/90) 0.0054
22.3% (23/103) 0.2655
15.97 + 8.00 (102) 0.6765
3.33 £ 0.44 (102) 0.1915
26.76 + 11.91 (103) 0.5537
Control
(n=184) p-Value
32.0% (58/181) 0.0130
29.8% (54/181) 0.0020
28.2% (51/181) 0.0003
0.6% (1/180) 1.0000
0.85 + 0.62 (161) <.0001
1.17 + 0.61 (161) <.0001
57.8% (93/161) <.0001
57.1% (92/161) <.0001
25.69 + 10.40 (183) 0.5260
2.68 + 0.56 (183) 0.6252
43.83 + 10.41 (183) 0.8420
Control*
(n=173) p-Value
24.6% (42/171) 0.0858
19.9% (34/171) 0.2041
17.5% (30/171) 0.0406
1.8% (3/170) 0.3630
38.4% (58/151) <.0001
34.4% (52/151) <.0001
0.62 + 0.61 (151) <.0001
0.93 + 0.63 (151) <.0001
100.0% (173/173) Undef
16.81 £ 9.07 (172) 0.2616
2.60 + 0.53 (172) 0.3606
28.31 + 13.24 (169) 0.6003
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TAXUS V be Novo

US Randomizede novo Lesion Pivotal

Expansion Trial(continued)

TAXUS V Trial Data (9-Month)
9-Month Subgroup Analysis**

TAXUS® Express™
Paclitaxel-Eluting

Diabetic Patients Treated with Oral Agents Only*** Stent (n=134)

MACE
TVR, Overall
TLR, Overall
Stent Thrombosis
Analysis Segment
In-Stent
Late Loss (mm)
Analysis Segment
In-Stent
Diabetic Patients
Lesion Length (mm)
Baseline RVD (mm)
Total Study Stent Length Implanted (mm)

9-Month Subgroup Analysis**

Insulin Requiring Diabetic Patients***

15.4% (20/130)
13.1% (17/130)
10.0% (13/130)

17.2% (21/116)
12.1% (14/116)

0.33 + 0.55 (115)
0.49 + 0.60 (115)
100.0% (134/134)
18.62 + 10.80 (132)
2.58 + 0.62 (133)
29.59 + 14.90 (133)

TAXUS Express’
Paclitaxel-Eluting
Stent (n=49)

MACE
TVR, Overall
TLR, Overall
Stent Thrombosis
Analysis Segment
In-Stent
Late Loss (mm)
Analysis Segment
In-Stent
Diabetic Patients
Lesion Length (mm)
Baseline RVD (mm)
Total Study Stent Length Implanted (mm)

TAXUS Vrial Data (1-¥ar)

20.8% (10/48)
18.8% (9/48)
8.3% (4/48)

20.9% (9/43)
20.9% (9/43)

0.26 + 0.58 (43)
0.50 + 0.74 (43)
100.0% (49/49)

16.16 + 8.21 (48)

2.47 + 0.53 (49)

27.67 + 11.97 (49)

TAXUS Express’
Paclitaxel-Eluting
Stent (n=577)

MACE, Overall
Cardiac Death
Q-Wave Ml
Non-Q-Wave Ml
TVR, Overall
TLR, Overall
TVR Remote, Overall
TVR Remote, PCI
TVR Remote, CABG
TVR, PCI
TVR, CABG
TVF
Stent Thrombosis
In-Hospital
Out-of-Hospital to 30 Days
31180 Days
181284 Days
285D365 Days
In-Hospital MACE

18.9% (105/556)
1.1% (6/556)
0.5% (3/556)

4.9% (27/556)
15.8% (88/556)
11.2% (62/556)
6.3% (35/556)
5.6% (31/556)
0.7% (4/556)
14.4% (80/556)
1.4% (8/556)
18.7% (104/556)
0.7% (4/553)
0.2% (1/579)
0.5% (3/576)
0.2% (1/575)
0.0% (0/563)
0.0% (0/556)
3.1% (18/579)

*Control for T AXUS V de novo is the Express Stent.
**Caution: Investigational device limited by United States law to

investigational use.

***The safety and efficacy of the T AXUS Express ? Stent have not
been established in patients with coronary artery reference vessel
diameters less than 2.5 mm or greater than 3.75 mm, in patients

with diabetes, or with multiple overlapping stents.

Control*
(n=120) p-Value
26.1% (31/119) 0.0418
20.2% (24/119) 0.1709
17.6% (21/119) 0.0967
34.9% (37/106) 0.0034
33.0% (35/106) 0.0002
0.63 + 0.63 (106) 0.0002
0.94 + 0.64 (106) <.0001
100.0% (120/120) Undef
16.26 + 8.85 (120) 0.0604
2.64 + 0.52 (120) 0.3808
28.24 + 13.48 (116) 0.4559
Control
(n=53) p-Value
21.2% (11/52) 1.0000
19.2% (10/52) 1.0000
17.3% (9/52) 0.2392
46.7% (21/45) 0.0138
38.8% (17/45) 0.1042
0.59 + 0.57 (45) 0.0085
0.90 £ 0.60 (45) 0.0058
100.0% (53/53) Undef
18.06 + 9.55 (52) 0.2902
2.51 + 0.54 (52) 0.6570
28.45 + 12.83 (53) 0.7523
Control*
(n=579) p-Value
25.9% (146/563) 0.0052
1.1% (6/563) 1.0000
0.2% (1/563) 0.3712
4.4% (25/563) 0.7777
21.8% (123/563) 0.0116
19.0% (107/563) 0.0003
6.2% (35/563) 1.0000
4.8% (27/563) 0.5913
1.4% (8/563) 0.3852
19.4% (109/563) 0.0310
2.7% (15/563) 0.2055
25.0% (141/563) 0.0114
0.7% (4/553) 1.0000
0.2% (1/579) 0.3735
0.5% (3/576) 0.6244
0.2% (1/575) 1.0000
0.0% (0/563) Undef
0.0% (0/556) Undef
3.1% (18/579) 0.4319
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TAXUS VI

Randomized International Complex Trial

Treatment for Challenging Lesions

Objective:

Number of Patients:
Number of Sites:
Lesion Type:

Stent Platform:

Release Kinetics:
Primary Endpoint:

Principal Investigators:

Status:

Evaluate target vessel revascularization (TVR) rate
for TAXUS®Express® Paclitaxel-Eluting MR Stent
for long lesions

448

44

de novo, 1840 mm

Express 8, 16, 24 and 32 mm lengths, 2.5, 3.0 and
3.5 mm diameters

Moderate Release (MR)

9-Month TVR

K. Dawkins, MD and E. Grube, MD

Enrollment complete

TAXUS VI Trial Data (9'M0nth) TAXUS® Express® Paclitaxel-Eluting

Baseline Demographics

MR Stent (n=219)

Age

Males % (n)

Medically T reated Diabetes % (n)
Insulin Requiring % (n)
Non-Insulin Requiring % (n)

Medically T reated Hyperlipidemia

Medically Treated Hypertension

Baseline Lesion Characteristics

61.8+9.7
76.3% (167/219)
17.8% (39/219)
6.8% (15/219)
11.0% (24/219)
70.3% (149/212)
57.5% (126/219)

Lesion Length (mm)

Reference Vessel Diameter (RVD) (mm)
Minimum Lumen Diameter (MLD) (mm)
Diameter Stenosis (%)

*Control for TAXUS VI is the Express Stent.

20.94 £ 7.206
2.81+0.488
0.84 + 0.345
70.2 £ 10.67

Caution: The T AXUS Express Moderate Release Paclitaxel-Eluting
Stent is an investigational device and not approved for sale in the
United States. The safety and efficacy of this device have not been

established.

Control*
(n=227) p-Value
63.4+9.9 0.0931
76.2% (173/227) 1.0000
22.0% (50/227) 0.2874
8.8% (20/227) 0.4844
13.2% (30/227) 0.4726
73.4% (163/222) 0.5218
58.1% (132/227) 0.9237
20.32 + 7.882 0.3844
2.77 £ 0.464 0.4071
0.87 + 0.332 0.3890
68.6 + 10.65 0.1170
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TAXUS VI

Randomized International Complex Trigcontinued)

TAXUS VI Trial Data (9-Month)  1axuse express® Paclitaxel-Eluting

Effectiveness Measures

MR Stent (n=219)

Clinical Procedural Success
Target Vessel Revascularization
Target Lesion Revascularization
CABG
PCI
TVR, Non-TLR
CABG
PCI
TVF
Stent Thrombosis
Analysis Segment
In-Stent
Analysis Segment Restenosis
MLD (mm), In-Stent
Post Procedure
Follow-Up
MLD (mm), Analysis Segment
Post Procedure
Follow-Up
Diameter Stenosis, In-Stent (%)
Post Procedure
Follow-Up
Diameter Stenosis, Analysis Segment (%)
Post Procedure
Follow-Up
Late Loss, In-Stent (mm)
Late Loss, Analysis Segment (mm)

Safety Measures

92.7% (203/219)
9.1% (20/219)
6.8% (15/219)

0.9% (2/219)
5.9% (13/219)
3.2% (7/219)
0.9% (2/219)
2.7% (6/219)
16.0% (35/219)

12.4% (26/210)
9.1% (19/209)
12.4% (26/210)

2.59 + 0.407 (209)
2.20 + 0.604 (209)

2.21 + 0.520 (210)
1.97  0.575 (210)

8.1 + 10.43 (209)
22.2 + 19.15 (209)

22.6 + 11.67 (210)
30.4 + 17.38 (210)
0.39 + 0.560 (209)
0.24 + 0.567 (210)

In-Hospital MACE
Out-of-Hospital MACE to 9 Months
MACE to 9 Months, Overall
TLR to 9 Months
TVR (Non-TLR) to 9 Months
TVR to 9 Months
TVF to 9 Months
Stent Thrombosis
In-Hospital
Out-of-Hospital to 30 Days
31180 Days
181300 Days
In-Hospital MACE
Out-of-Hospital MACE to 300 Days

*Control for TAXUS VI is the Express Stent.

6.8% (15/219)
9.6% (21/219)
16.4% (36/219)
6.8% (15/219)
3.2% (7/219)
9.1% (20/219)
16.0% (35/219)
0.5% (1/219)
0.0% (0/219)
0.5% (1/219)
0.0% (0/219)
0.0% (0/219)
6.8% (15/219)
9.6% (21/219)

Caution: The TAXUS Express Moderate Release Paclitaxel-Eluting
Stent is an investigational device and not approved for sale in the
United States. The safety and efficacy of this device have not been

established.

Control*
(n=227) p-Value
95.2% (216/227) 0.3232
19.4% (44/227) 0.0027
18.9% (43/227) 0.0001
1.8% (4/227) 0.6857
17.6% (40/227) 0.0001
0.9% (2/227) 0.1004
0.0% (0/227) 0.2406
0.9% (2/227) 0.1688
22.0% (50/227) 0.1174
35.7% (74/207) <0.0001
32.9% (68/207) <0.0001
35.7% (74/207) <0.0001
2.57 + 0.367 (207) 0.6274
1.58 + 0.661 (207) <0.0001
2.18 + 0.482 (207) 0.5732
1.51 + 0.627 (207) <0.0001
7.7 £9.99 (207) 0.6419
42.8 + 20.90 (207) <0.0001
22.8 + 10.20 (207) 0.9019
45.4 + 19.66 (207) <0.0001
0.99 + 0.585 (207) <0.0001
0.66 + 0.619 (207) <0.0001
4.8% (11/227) 0.4219
19.4% (44/227) 0.0046
22.5% (51/227) 0.1208
18.9% (43/227) 0.0001
0.9% (2/227) 0.1004
19.4% (44/227) 0.0027
22.0% (50/227) 0.1174
1.3% (3/227) 0.6236
0.4% (1/227) 1.0000
0.9% (2/227) 1.0000
0.0% (0/227)
0.0% (0/227)
4.8% (11/227) 0.4219
19.4% (44/227) 0.0046
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TAXUS VI

Randomized International Complex Trigcontinued)

TAXUS VI Trial Data (9-Month)  1axyse express® Paclitaxel-Eluting

Subgroup Analysis

MR Stent (n=219)

Diabetes (Med. Treated)
MACE
TVR
TLR
In-Stent Restenosis
Analysis Segment Restenosis
Late Loss D In-Stent
Late Loss B Analysis Segment

Diabetes (Non-Insulin Req)
MACE
TVR
TLR
In-Stent Restenosis
Analysis Segment Restenosis
Late Loss B In-Stent
Late Loss B Analysis Segment

Diabetes (Insulin Req)
MACE
TVR
TLR
In-Stent Restenosis
Analysis Segment Restenosis
Late Loss B In-Stent
Late Loss B Analysis Segment

Diabetes (HbA1c < 7%)
MACE
TVR
TLR
In-Stent Restenosis
Analysis Segment Restenosis
Late Loss B In-Stent
Late Loss B Analysis Segment

Diabetes (HbA1c > 7%)
MACE
TVR
TLR
In-Stent Restenosis
Analysis Segment Restenosis
Late Loss B In-Stent
Late Loss B Analysis Segment

Patients Receiving Multiple Study Stents
MACE
TVR
TLR
In-Stent Restenosis
Analysis Segment Restenosis
Late Loss B In-Stent
Late Loss B Analysis Segment

Long Lesions (> 26 mm)
MACE
TVR, Overall
TLR, Overall
Late Loss (mm) B Analysis Segment

Late Loss (mm) B In-Stent

Binary Restenosis Rate B Analysis Segment

Binary Restenosis Rate b In-Stent

15.4% (6/39)
7.7% (3/39)
2.6% (1/39)
8.1% (3/37)
10.8% (4/37)
0.39 + 0.552 (37)
0.19 + 0.425 (37)

16.7% (4/24)
4.2% (1/24)
4.2% (1/24)
8.7% (2/23)
8.7% (2/23)
0.35 + 0.611 (23)
0.14 + 0.413 (23)

13.3% (2/15)
13.3% (2/15)
0.0% (0/15)
7.1% (1/14)
14.3% (2/14)
0.45 + 0.453 (14)
0.27 + 0.448 (14)

8.3% (1/12)
8.3% (1/12)
0.0% (0/12)
0.0% (0/12)

8.3% (1/12)
0.23 + 0.504 (12)
0.22 + 0.422 (12)

19.2% (5/26)

7.7% (2/26)

3.8% (1/26)
12.0% (3/25)

12.0% (3/25)

0.47 + 0.567 (25)
0.17 + 0.434 (25)

10.8% (9/83)
4.8% (4/83)
3.6% (3/83)

8.6% (7/81)

11.1% (9/81)
0.41 + 0.453 (81)
0.23 + 0.434 (81)

13.3% (6/45)
6.7% (3/45)
4.4% (2/45)

0.26 + 0.441 (43)
(-0.75, 1.74)

0.41 + 0.472 (43)
(-0.58, 1.74)
9.3% (4/43)

7.0% (3/43)

Patients Receiving Multiple Overlapping Study Stents

MACE

TVR

TLR

In-Stent Restenosis

Analysis Segment Restenosis
Late Loss B In-Stent

Late Loss B Analysis Segment

*Control for T AXUS VI is the Express Stent.

9.5% (6/63)
1.6% (1/63)
1.6% (1/63)
4.8% (3/62)
8.1% (5/62)
0.43 + 0.443 (62)
0.24 + 0.426 (62)

Caution: The TAXUS Express Moderate Release Paclitaxel Eluting
Stent is an investigational device and not approved for sale in the
United States. The safety and efficacy of this device have not been

established.

Control*

(n=227) p-Value
28.0% (14/50) 0.2037
22.0% (11/50) 0.0826
22.0% (11/50) 0.0103
40.5% (17/42) 0.0015
47 .6% (20/42) 0.0005
1.16 + 0.550 (42) <0.0001
0.81 + 0.587 (42) <0.0001
30.0% (9/30) 0.3428
23.3% (7/30) 0.0633
23.3% (7/30) 0.0633
45.8% (11/24) 0.0078
54.2% (13/24) 0.0013
1.22 + 0.598 (24) <0.0001
0.88 + 0.636 (24) <0.0001
25.0% (5/20) 0.6722
20.0% (4/20) 0.6804
20.0% (4/20) 0.1186
33.3% (6/18) 0.1037
38.9% (7/18) 0.2349
1.09 + 0.487 (18) 0.0006
0.72 £ 0.519 (18) 0.0140
38.5% (5/13) 0.1602
23.1% (3/13) 0.5930
23.1% (3/13) 0.2200
16.7% (2/12) 0.4783
33.3% (4/12) 0.3168
0.91 + 0.590 (12) 0.0058
0.60 + 0.534 (12) 0.0667
25.0% (7/28) 0.7471
21.4% (6/28) 0.2531
21.4% (6/28) 0.1021
48.0% (12/25) 0.0121
52.0% (13/25) 0.0054
1.25 + 0.513 (25) <0.0001
0.91 + 0.553 (25) <0.0001
25.3% (21/83) 0.0254
25.3% (21/83) 0.0003
24.1% (20/83) 0.0002
41.9% (31/74) <0.0001
45.9% (34/74) <0.0001
1.10 + 0.586 (74) <0.0001
0.80 + 0.623 (74) <0.0001
26.3% (10/38) 0.1679
26.3% (10/38) 0.0174
26.3% (10/38) 0.0097
0.89 + 0.630 (34)
1 164020,250
+
(0.05. 2.49) <0.0001
52.9% (18/34) <0.0001
50.0% (17/34) <0.0001
24.6% (15/61) 0.0316
24.6% (15/61) <0.0001
23.0% (14/61) 0.0002
45.5% (25/55) <0.0001
50.9% (28/55) <0.0001
1.13 + 0.582 (55) <0.0001
0.86 + 0.617 (55) <0.0001
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TAXUS VI

Randomized International Complex Trigkontinued)

9-Month Data
IVUS 9-Month Data

TAXUS Express Paclitaxel-Eluting

Stent (n=87)

% In-Stent Net Volume Obstruction

2-Year Data
Safety Measures

10.71 £ 10.78

TAXUS® Express® Paclitaxel-Eluting

Stent (n=217)

MACE
Cardiac Death
Ml
Q-Wave MI
Non-Q-Wave Ml
TVR, Overall
TLR, Overall
TLR, PCI
TLR, CABG
Non-TLR, Overall
Non-TLR, PCI
Non-TLR, CABG
Stent Thrombosis
0B30 Days Post-Procedure
31D365 Days Post-Procedure
1D2 Years Post-Procedure
In-Hospital MACE
Out-of-Hospital MACE to 2 Y ears

*Control for T AXUS VI is the Express Stent.

21.4% (46/215)
0.5% (1/215)
8.8% (19/215)
1.4% (3/215)
7.4% (16/215)
14.0% 930/215)
9.8% (21/215)
9.3% (20/215)
0.5% (1/215)
6.0% (13/215)
5.6% (12/215)
0.9% (2/215)
0.9% (2/216)
0.5% (1/217)
0.0% (0/217)
0.5% (1/216)
6.5% (14/217)
15.5% (33/216)

Caution: The TAXUS Express Moderate Release Paclitaxel Eluting
Stent is an investigational device and not approved for sale in the
United States. The safety and efficacy of this device have not been

established.

Control
(n=92) p-Value
32.95 + 15.13 <0.0001
Control*

(n=223) p-Value

25.5% (55/216) 0.3632
1.4% (3/216) 0.6233
6.9% (15/216) 0.4811
1.4% (3/216) 1.0000

5.6% (12/216) 0.4424
22.2% (48/216) 0.0330
21.3% (46/216) 0.0013
19.4% (42/216) 0.0037
2.3% (5/216) 0.2155
2.3% (5/216) 0.0578
1.9% (4/216) 0.0447
0.5% (1/216) 0.6233
0.9% (2/215) 1.0000
0.9% (2/223) 1.0000

0.0% (0/223)

0.0% (0/215) 1.0000
4.0% (9/223) 0.2891
0.0390

23.6% (51/219)
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TAXUS Il

In-Stent Restenosis Feasibility Trial

Expanding Understanding

Objective:

Evaluate feasibility of slow rate release TAXUS®

NIRx® Paclitaxel-Eluting Stent to treat and reduce
recurrent restenosis of previously implanted stents

Number of Patients: 28
Number of Sites: 2
Lesion Type:

In-Stent restenosis, < 30 mm length,

3.0 and 3.5 mm diameters

Stent Platform:
Release Kinetics:

Primary Endpoint: 30-Day MACE

NIR® Conformer 15 mm
Slow Release (SR)

Principal Investigators: E. Grube, MD and P. Serruys, MD

Status: Enrollment complete

Baseline Demographics

TAXUS NIR®
Paclitaxel-Eluting Stent (n=28)

Male

Age (year)

Unstable Angina
Stable Angina

Silent Ischemia
Smoking, Current
Smoking, Previous
Medically Treated Diabetes
Insulin Requiring
Non-Insulin Requiring
Hypercholesterolemia
Hypertension

Family History of CAD

67.9% (19/28)
63.2 + 10.5
7.1% (2/28)
78.6% (22/28)
0.0% (0/28)
7.4% (2/27)*
37.0% (10/27)*
14.8% (4/27)*
3.7% (1/27)*
11.1% (3/27)*
71.4% (20/28)
64.3% (18/28)
17.9% (5/28)

TAXUS NIR®
TAXUS lll Trial Results 30-Day Paclitaxel-Eluting Stent (n=28)
MACE 3.6%
MI, Q-Wave & Non-Q-W ave 3.6%
TVR, Non-Target Lesion 0%
TLR 0%
CABG 0%
Cardiac Death 0%
Stent Thrombosis 0%
TAXUS NIR®

TAXUS Il Trial Results 3-Year

Paclitaxel-Eluting Stent (n=28)

MACE (Hierarchical)
MI, Q-Wave & Non-Q-Wave
TVR, Non-Target Lesion
TLR
CABG
Cardiac Death

Stent Thrombosis

*Information on one patient not available.

35.7% (10/28)

3.6% (1/28)
3.6% (1/28)
25% (7/28)
3.6% (1/28)
3.6% (1/28)

0% (0/28)

The TAXUS NIR " Stent is currently under investigation pursuant to

an approved U.S. IDE for use in this indication.

Caution: The safety and efficacy of the TAXUS Express 2 Stent have
not been established for the treatment of in-stent restenosis.

TAXUS

V - ISR

US Randomized Pivotal ISR Trial

Addressing In-Stent Restenosis

Objective:

Number of Patients:
Number of Sites:
Lesion Type:

Stent Platform:

Release Kinetics:
Primary Endpoint:
Principal Investigators:
Status:

To demonstrate superior or noninferior 9-month
target vessel revascularization (TVR) rate for
TAXUS® Express™ Paclitaxel-Eluting SR Stent
compared to intracoronary brachytherapy

421

37

In-Stent restenosis (ISR) of previously implanted
stent; length < 46 mm

Express? 8, 16, 20, 24 and 32 mm lengths,
2.5,3.0,3.5 and 4.0 mm diameters

Slow Release (SR)

9-Month TVR

G.W. Stone, MD and S. Ellis, MD

Enroliment complete

Data table found on next page.

*The safety and effectiveness of the TAXUS Express ? Stent have
not been established in patients with coronary artery reference
diameter less than 2.5 mm or in lesions longer than 28 mm or in

patients with diabetes.

Caution: The safety and efficacy of the T AXUS Express ? Stent have
not been established for the treatment of in-stent restenosis.
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TAXUS V - ISR

US Randomized Pivotal ISR Trial

TAXUS® Express™
Baseline Demographics Paclitaxel-Eluting Stent (n=220)
Age 62.22 + 11.00 (220)
Males % (n) 61.8% (136/220)
Medically Treated Diabetes % (n) 37.3% (82/220)
Insulin Requiring % (n) 17.7% (39/220)
Non-Insulin Requiring % (n) 19.5% (43/220)
Medically Treated Hyperlipidemia % (n) 90.9% (200/220)
Medically Treated Hypertension % (n) 83.69% (184/220)
Blinded 30-Day Safety Results Group X
Clinical Procedural Success 98.2% (216/220)
MACE 2.3% (5/219)
Cardiac Death 0.0% (0/219)
MI 1.8% (4/219)
Q-Wave MI 0.5% (1/219)
Non-Q-Wave M 1.4% (3/219)
TVR, Overall 0.9% (2/219)
TLR, Overall 0.9% (2/219)
TLR, PCI 0.9% (2/219)
TLR, CABG 0.0% (0/219)
TVF 2.3% (5/219)

In-Hospital MACE
Out-of-Hospital MACE to 30 Days

1.4% (3/220)
0.9% (2/219)

Caution: The safety and efficacy of the TAXUS Express 2 Stent have
not been established for the treatment of in-stent restenosis.

*Control for TAXUS V ISR is the Express Stent.

Control*
(n=201) p-Value
62.72 + 12.07 (201) 0.6579
70.1% (141/201) 0.0806
30.3% (61/201) 0.1496
10.4% (21/201) 0.0365
19.9% (40/201) 1.0000
91.5% (184/201) 0.8644
79.1% (159/201) 0.2591
Group Y p-Value
90.5% (182/201) 0.0008
2.5% (5/199) 1.0000
0.0% (0/199) Undef
1.5% (3/199) 1.0000
0.0% (0/199) 1.0000
1.5% (3/199) 1.0000
1.5% (3/199) 0.6741
1.0% (2/199) 1.0000
0.5% (1/199) 1.0000
0.5% (1/199) 0.4795
2.5% (5/199) 1.0000
1.5% (3/201) 1.0000
1.0% (2/199) 1.0000
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AR R IVE 1 1-Year Results

US Safety Registry*

Objective: US peri-approval safety surveillance study
Number of Patients: 2,585
Number of Sites: 50
Lesion Type: All'inclusive and open registry of
consecutive patients
Stent Platform: TAXUS® Express™ Paclitaxel-Eluting Stent
Release Kinetics: Slow Release (SR)
Primary Endpoint: 1-Year site reported cardiac events
Principal Investigators: D. Cox, MD and J. Lasala, MD, PhD
Status: Enroliment complete
ARRIVE 1 (1-Year) TAXUS Express®
Baseline Demographics Paclitaxel-Eluting Stent (n=2585) 010 00%
0, .1%
':;Ige (vears) 63.9+ 115 (12;/513)9) o (571353) (42/421)
ales (%) 68% (17/242) 6.1%
Diabetes (%) 31% (10/165)
Medication Requiring (%) 25%
Insulin Treated (%) 10%
Multi-V essel Disease (%) 38%
TAXUS Express’
Baseline Lesion Characteristics Paclitaxel-Eluting Stent (n=3768)
Reference Vessel Diameter (mm) 3.0+x04
Average Lesion Length (mm) 16.0+9.2
Lesion Type
A 13.1% (492/3764)
Bl 33.9% (1276/3764)
B2 32.6% (1228/3764)
c 20.4% (768/3764)
TAXUS Express’
1-Year Data Paclitaxel-Eluting Stent (n=2585)
TAXUS-Related Cardiac Event (Death, MI, TLR) 6.9% (169/2458)
Cardiac Death 1.1% (27/2458)
M 1.7% (43/2458)
Q-Wave Ml 0.7% (16/2458)
Non-Q-W ave Ml 1.1% (28/2458)
TAXUS-Related Re-Intervention 5.4% (132/2458)
Stent Thrombosis (per patient) 2.1% (51/2458)
0-30 Days 0.8% (34/2522)
31-180 Days 0.2% (7/2511)
181-365 Days 0.3% (10/2461)

0.8%
(n=20) 0.5% 0
(n=14) 0.2% 3%

(=6 0-04% (n=16) 0.1%

(n=1) (n=28)

*The Directions For Use require proper preparation of the vessel
prior to stent placement. This includes predilatation of the
lesion/vessel with an appropriate diameter balloon. The safety
and effectiveness of the TAXUS Express ? Stent have not been
proven with direct stenting, SVG, AMI, bifurcations or ISR.
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ARRIVE 2

US Safety Registry

Objective:

Number of Patients:
Number of Sites:
Lesion Type:

Stent Platform:
Release Kinetics:
Primary Endpoint:
Principal Investigators:
Status:

US post-approval safety surveillance study
5,000

Up to 60

All'inclusive and open registry of
consecutive patients

TAXUS® Express™ Paclitaxel-Eluting Stent
Slow Release (SR)

1-Year site reported cardiac events

D.Cox, MD and J. Lasala, MD, PhD
Enroliment complete

Data available late 2006.

MILESTONE Il

International Registry*

Objective:

Number of Patients:
Number of Sites:
Lesion Type:

Stent Platform:
Release Kinetics:
Primary Endpoint:

Principal Investigator:
Status:

Established physician’s usage patterns by lesion
type and patient subsets for the TAXUS® Express*™
Paclitaxel-Eluting Coronary Stent System

3,688

164 sites in 31 countries

de novo

TAXUS® Express™ Paclitaxel-Eluting Stent

Slow Release (SR)

Real world physician usage by lesion type and

patient subset
K. Niemela, MD
Enrollment complete

. . TAXUS Express’
Baseline Demographlcs Paclitaxel-Eluting Stent
Age (years) 60.7 +/- 11.3
Males 77.4%
Diabetes 34%

Insulin T reated 8.4%
Medically Treated Hypertension 59.2%
Medically Treated Hypercholesterolemia 61.0%
Adjudicated 1-¥ar AXUSRelated
Cardiac Adverse Event Rates TAXUS Express’

1-¥ear Data Paclitaxel-Eluting Stent
MACE, Overall 7.5% (248/3303)
Cardiac Death 1.5% (51/3303)
Q-Wave MI 0.3% (11/3303)
Non-Q-W ave Ml 1.4% (46/3303)
TVR, Overall 5.5% (183/3303)

Angiographically Confirmed

Stent Thrombosis

Angiographically Confirmed

Presumed
Sudden Death

MI In Region or T AXUS Treated Vessel

Adjudicated 1-Year TAXUS Related
Cardiac Adverse Event Rates
1-Year Subgroup Analysis

1.3% (42/3303)
1.3%
0.3% (10/3303)
0.09% (3/3303)

TAXUS Express’
Paclitaxel-Eluting Stent

Cardiac Adverse Events

Diabetes

Acute MI < 24 hours

RVD, £ 2.5 mm

Lesion Length > 20 mm

Total Occlusion
Multiple Stents

Cardiac Death
Diabetes

Acute MI < 24 hours

RVD, £ 2.5 mm

Lesion Length > 20 mm

Total Occlusion
Multiple Stents

Mi
Diabetes

Acute MI < 24 hours

RVD, £2.5 mm

Lesion Length > 20 mm

Total Occlusion
Multiple Stents

TVR
Diabetes

Acute MI < 24 hours

RVD, £2.5 mm

Lesion Length > 20 mm

Total Occlusion
Multiple Stents

9.4% (103/1098)
8.3% (11/132)
10.3% (76/740)
7.3% (56/767)
5.5% (12/219)
8.8% (80/908)

2.8% (31/1098)
3.0% (4/132)
2.0% (15/740)
1.7% (13/767)

1.4% (3/219)
1.1% (10/908)

1.6% (18/1098)
2.3% (3/132)
2.4% (18/740)

2.2% (17/767)
1.4% (3/219)
2.4% (22/908)

6.7% (74/1098)
4.5% (6/132)
7.8% (58/740)
5.0% (38/767)
3.2% (7/219)

7.0% (64/908)

*The Directions For Use require proper preparation of the vessel
prior to Stent placement. This includes predilatation of the lesion/
vessel with an appropriate diameter balloon. The safety and
effectiveness of direct stenting of the T AXUS Express ? Stent have
not been proven with direct stenting, SVG, AMI, bifurcations or ISR.
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MILESTONE Il

International Registry* (continued)

1-YEAR TAXUS RELATED CARDIAC EVENTS
ACROSS SUBSETS (PER PATIENT)

Overall = 7.5%

7.3%
n=56

Incidence (%)

Diabetics Long Lesions Multi- Multi- Total AMI
n=1098 >20mm  stents vessel  Occlusion  n=132
n=766 n=909 n=359 n=220

TAXUS RELATED RE-INTERVENTION
1-YEAR - ACROSS SUBSETS (PER TREATED VESSEL)

15

=
o

ol

Incidence (%)

Diabetics Long Lesions Multi- Multi- Total AMI
n=1221 >20mm  stents vessels Occlusion  n=143
n=788 n=1288 n=742 n=218

*The Directions For Use require proper preparation of the vessel
prior to Stent placement. This includes predilatation of the lesion/
vessel with an appropriate diameter balloon. The safety and
effectiveness of direct stenting of the TAXUS Express 2 Stent have
not been proven with direct stenting, SVG, AMI, bifurcations or ISR.

WISDOM

International Registry

Objective: Global transitional registry of TAXUS® Express?™
Paclitaxel-Eluting Stent
Number of Patients: 778

Number of Sites: 22 sites in 9 countries

Lesion Type: de novo

Stent Platform: TAXUS Express? and TAXUS Express® Paclitaxel-
Eluting Stent

Release Kinetics: Slow Release (SR)

Primary Endpoint: 1-Year site reported target lesion

re-interventions
Principal Investigator:  Alexandre Abizaid, MD

Status: Enrollment complete

TAXUS Express® & Express

Paclitaxel-Eluting Stent

Site Reported Cardiac Events 5.2% (37/717) patient based
All Cause Death 2.2% (16/717) patient based
Q-Wave MI 0.1% (1/717) patient based
Non-Q-W ave Ml 1.1% (8/717) patient based
Target Lesion Re-Intervention 2.0% (17/832) lesion based
TVR, Non-TLR na
TVR, TLR na
TVR, CABG na
Stent Thrombosis (< 365 days) 0.6% (4/717) patient based
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TAXUS Clinical Trial Glossary of Terms

Analysis Segment

Area within the boundaries of the stent, plus 5 mm proximal to
and distal to the stent boundaries.

Binary Restenosis

> 50% diameter stenosis at the previously treated lesion site,
including the original treated area and adjacent proximal and
distal QCA analysis segment.

Clinical Procedural Success (visual estimate)

Mean lesion diameter stenosis < 30% in 2 near-orthogonal
projections with TIMI 3 flow, as visually assessed by the physician,
without the occurrence of in-hospital MACE.

In-Stent
Area within the boundaries of the stent.

Late Loss
Post procedure minimal lumen diameter (MLD) minus follow-up
MLD as determined by quantitative angiography.

Lesion Length

Measured as distance from the proximal to the distal shoulder

in the view that demonstrates the stenosis in its most elongated
projection; lesion length is recorded as discrete (< 10 mm), tubular
(10-20 mm) and diffuse (> 20 mm).

Major Adverse Cardiac Events (MACE)
Cardiac death, myocardial infarction (M), including Q-W  ave and
non Q-W ave MI, and target vessel revascularization (TVR).

Cardiac Death: Death due to acute myocardial infarction; cardiac
perforation/pericardial tamponade; arrhythmia or conduction
abnormality; cerebrovascular accident through hospital discharge
or cerebrovascular accident suspected of being related to the
procedure; death due to complication of the procedure, including
bleeding, vascular repair, transfusion reaction or bypass surgery;
or any death in which a cardiac cause cannot be excluded.

Myocardial Infarction (M)

1. Q-Wave MI: development of new (i.e., not present on the
patientOs ECG before allocation) pathological Q-Waves in
2 or more leads lasting 0.4 second or more with post
procedure CK-MB levels elevated above normal.

2. Non-Q-Wave MI: Elevation of post procedure CK levels
to > 2.0 times normal with positive CK-MB. If no assay
for CK-MB was performed, elevation of CK levels to
> 2.0 times normal without new Q-Waves is also considered
a non Q-Wave MI.

For patients undergoing bypass surgery, a peri-operative

MI will be defined as total CK-MB > 5 times upper limits of local
laboratory normal, or presence of new pathologic

Q-Waves (as defined above).

Target Vessel Revascularization (TVR)
Any ischemia-driven repeat percutaneous intervention of the target
vessel or bypass surgery of the target vessel. A TVR was
considered ischemia-driven if the target vessel diameter stenosis
was = 50% by QCA and any of the following were present:
1. The patient had a positive functional study corresponding
to the area served by the target vessel.
2. Ischemic ECG changes at rest in a distribution consistent with
the target vessel.
3. Ischemic symptoms referable to the target lesion.

A TVR for a lesion with a diameter stenosis less than 50% might
also be considered ischemia-driven by the Clinical Events
Committee (CEC) if there was a markedly positive functional study
or ECG changes corresponding to the area  served by the target
lesion.

A TVR was also considered ischemia-driven if the lesion
diameter stenosis was = 70% even in the absence of clinical
or functional ischemia.

MR

Moderate-release kinetics

SR
Slow-release kinetics

Stent Thrombosis
The occurrence of any of the following:
1. Acute coronary syndrome with angiographic evidence of stent
thrombosis:
¥ Angiographic documentation of a complete occlusion of a
previously successfully treated artery and/or
¥ Angiographic documentation of a flow-limiting thrombus
within or adjacent to a previously successfully treated lesion.
2. Acute MI of the treated vessel.
3. Death within first 30 days without other obvious cause.

Acute stent thrombosis: occurring < 24 hours following the study
procedure.

Subacute stent thrombosis: occurring > 24 hours to < 30 days
following the study procedure.

Late stent thrombosis: occurring after 30 days.
Target Lesion Revascularization (TLR)

Any ischemia-driven repeat percutaneous intervention of the target
lesion or bypass surgery of the target vessel. A TLR was considered

ischemia-driven if the target lesion diameter stenosis was > 50% by

QCA and any of the following occurred:
1. The patient had a positive functional study corresponding to
the area served by the target lesion.
2. Ischemic ECG changes at rest in a distribution consistent with
the target vessel.
3. Ischemic symptoms referable to the target lesion.

A TLR for an in-lesion diameter stenosis less than 50% might also
be considered ischemia-driven by the CEC if there was a markedly
positive functional study or ECG changes corresponding to the area
served by the target lesion.

A TLR was considered ischemia-driven if the lesion diameter
stenosis was = 70% in the absence of clinical or functional ischemia.

Target \éssel Failure (TVF)

Any ischemia-driven revascularization of the target vessel, or Ml
(Q-Wave and non Q-Wave) related to the target vessel, or death
related to the target vessel. If it could not be determined with
certainty whether Ml or death was related to the target vessel,

it was considered TVF .
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INDICATIONS

The TAXUS® Express?™ 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 2.5
to £3.75 mm in diameter.

CONTRAINDICATIONS

Use of the TAXUS Express? Paclitaxel-Eluting

Coronary Stent System is contraindicated in patients

with:

* Known hypersensitivity to paclitaxel or structurally
related compounds.

* Known hypersensitivity to the polymer or its
individual components.

Coronary Artery Stenting is contraindicated for

use in:

« Patients in whom antiplatelet and/or anticoagulant
therapy is contraindicated.

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

WARNINGS

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

* The use of this product carries the risks associated
with coronary artery stenting, including subacute
thrombosis, vascular complications, and/or
bleeding events.

« Patients with known hypersensitivity to 316L
stainless steel may suffer an allergic reaction to
this implant.

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

Paclitaxel-Eluting Coronary Stent System have

not been established in the following patient

populations:

*Women who are pregnant or lactating.

* Men intending to father children.

* Pediatric patients.

« Patients with unresolved vessel thrombus at the
lesion site.

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

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

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

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

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

« Patients with multiple overlapping stents.

« Patients with longer than 1-Year follow-up.

Prior to use, please see the complete “Directions for

Use” at www .taxus-stent.confior more information

on Indications, Contraindications, Warnings,

Precautions, Adverse Events and Operator’s

Instructions.

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

TRADEMARKS
Express, Express?, and TAXUS are trademarks of
Boston Scientific Corporation or its affiliates.
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Boston
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Delivering what's next.

Boston Scientific Corporation
One Boston Scientific Place
Natick, MA 01760-1537
www.bostonscientific.com
www.taxus-stent.com

To order product or for
more information, contact
customer service at
1.888.272.1001
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