INDICATIONS

The TAXUS® Express2™ Paclitaxel-Eluting Coronary Stent System is indicated for improving luminal

diameter for the treatment of de novo lesions <28mm in length in native coronary arteries 22.5mm to

<3.75mm in diameter.

CONTRAINDICATIONS

Use of the TAXUS Express2 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 Express2 Paclitaxel-Eluting Coronary Stent System have not

been blished in the ing patient lati

+ 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 <2.5mm or >3.75mm.

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 12 month follow-up.
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.
CAUTION
Federal law restricts this product to sale by or on the order of a physician.

Boston
crentific

Delivering what's next.’

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

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

© 2006 Boston Scientific Corporation

or its affiliates. All rights reserved. TAXUS

and Express? are trademarks of Boston
Scientific Corporation or its affiliates.
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TAXUS V'ISR US Randomized Pivotal

ISR Trial

Addressing In-Stent Restenosis’

Objective: To demonstrate superior or
non-inferior 9-month target
vessel revascularization (TVR)
rate for TAXUS® Express2™
Paclitaxel-Eluting SR Stent
compared to intracoronary
brachytherapy (beta source)

Number of Patients: 488
Number of Sites: Up to 40

Lesion Type: In-stent restenosis (ISR) of
previously implanted stent;

length <46mm

Express?; 8, 16, 20, 24 and
32mm lengths; 2.25, 2.5, 3.0,
3.5 and 4.0mm diameters

Stent Platform:

Release Kinetics: Slow (SR)
Primary Endpoint:  9-month TVR

Pl. and Co Pl.: G.W. Stone, MD and
S. Ellis, MD

*Caution: The TAXUS Express? Stent is an investigational device for coronary
artery reference diameters of 2.256mm and 4.0mm. This product is currently under
US IDE for investigational use in in-stent restenosis.

The safety and effectiveness of the TAXUS Express? Stent has not been proven in
patients with coronary artery lesions longer than 28mm, in overlapping stents or
in patients with diabetes.



TAXUS V'ISR US Randomized Pivotal

ISR Trial

Baseline Demographics and Clinical Characteristics Brachytherapy TAXUS® Express2™
Intent-to-Treat, All Patients (N=396) (N=201) Paclitaxel-Eluting Stent (N=195) p-Value
Age (yrs) 62.72+12.07 (201) 62.10£11.11 (195) 0.5961
Male (%) 70.1% (141/201) 62.1% (121/195) 0.0886
Diabetes Requiring Medication 30.3% (61/201) 40.0% (78/195) 0.0442
Insulin Requiring 10.4% (21/201) 19.5% (38/195) 0.0116
Non-insulin requiring 19.9% (40/201) 20.5% (40/195) 0.8794
Baseline Lesion Characteristics Determined by QCA
Reference Vessel Diameter (RVD, mm) 2.63+0.46 (201) 2.68+0.47 (193) 0.2498
Lesion Length (mm) 1740+9.21 (200) 18.54+9.52 (191) 0.2302
QCA Measurements: Paired Lesion Analysis,
9-Month Follow-Up
Clinical Procedural Success 90.5 (182/201) 98.5 (192/195) 0.0006
9-Month Binary Restenosis (%)
In-Stent” NA 7.0% (12/172) NA
Injury Segment™ 20.1% (34/169) 7.0% (12/171) 0.0004
Analysis Segment’ 31.2% (53/170) 14.5% (25/172) 0.0002
9-Month Late Loss (mm)
In-Stent” NA 0.38+0.49 (172) NA
Injury Segment™ 0.28+0.67 (169) 0.38+0.45 (171) 0.1270
Analysis Segment’ 0.40+0.58 (170) 0.29+0.54 (172) 0.0694
9-Month Min. Lumen Diameter (mm)
In-Stent” NA 2.16+0.60 (172) NA
Injury Segment™ 1.76+0.73 (169) 2.15+£0.59 (171) <0.0001
Analysis Segment’ 1.46+0.66 (170) 1.90+0.63 (172) <0.0001
9-Month Diameter Stenosis (%)
In-Stent” NA 21.04+20.55 (172) NA
Injury Segment™ 32.27+27.12 (169) 21.52+19.79 (171) <0.0001
Analysis Segment’ 44.61+22.89 (170) 30.83+20.23 (172) <0.0001
Percent In-Stent Net Volume Obstruction 32.35+11.74 (41) 12.21£10.26 (42) <0.0001
9-Month Results
9-Month MACE 20.1% (39/194) 11.5% (22/191) 0.021
Cardiac Death 0.5% (1/194) 0.0% (0/191) 1.0000
Ml 4.6% (9/194) 3.7% (7/191) 0.6320
Q-Wave Ml 0.0% (0/194) 0.5% (1/191) 0.4961
Non-Q-Wave M| 4.6% (9/194) 3.1% (6/191) 0.4476
TVR, Overall 175% (34/194) 10.5% (20/191) 0.0463
TLR, Overall 13.9% (27/194) 6.3% (12/191) 0.0130
TLR, PCI 12.4% (24/194) 4.2% (8/191) 0.0036
TLR, CABG 2.6% (5/194) 2.6% (5/191) 1.0000
9-Month TVF 19.6% (38/194) 11.5% (22/191) 0.0291
Target Vessel Thrombosis' Stent Thrombosis?
Target Vi | or Stent Thrombosis (Brachytherapy) (TAXUS Express2)
Any 2.6% (5/193) 1.6% (3/191) 0.7237
In-Hospital 0.0% (0/201) 0.0% (0/195) Undef
Discharge to 30 Days 0.5% (1/199) 0.5% (1/194) 1.0000

“In-Stent Definition: TAXUS Express?2: Area covered by the newly placed stent; Brachytherapy: Not Applicable.

“Injury Segment Definition: Area in which the index procedure balloon is inflated against the vessel wall (for both TAXUS Express?2 and brachytherapy).

*Analysis Segment Definition: TAXUS Express?2: Stented segment plus 5mm on each edge; Brachytherapy: Radiation Segment (area exposed to brachytherapy, by definition).

1. Target Vessel Thrombosis (independent adjudication by CEC subcommittee) — Brachytherapy group only: (1) Clinical presentation of acute coronary syndrome with angiographic
documentation of occlusion or thrombus; or (2) Acute Ml in the target vessel territory; or (3) Cardiac death within 30 days.

2. Stent Thrombosis (CEC adjudication) - TAXUS Express?2 group only: (1) Clinical presentation of acute coronary syndrome with angiographic evidence of stent thrombosis; or (2) Ml in
distribution of treated vessel; or (3) Death in first 30 days without obvious cause.

Caution: The TAXUS Express? Stent is an investigational device for coronary artery reference diameters of 2.25mm and 4.0mm. This product is currently under US IDE for

investigational use in in-stent restenosis.

The safety and effectiveness of the TAXUS Express? Stent has not been proven in patients with coronary artery lesions longer than 28mm, in overlapping stents or in patients with

diabetes.




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


