
Instructions For Use

Device Tracking Labels
Please complete and return Atrium's Patient Registration/Implant Tracking
Report provided.  The enclosed Device Tracking Labels should be
attached to the patient/hospital records.

Description
The iVena Vascular Patch is constructed from expanded polytetrafluo-
roethylene.  All iVena Vascular Patches are supplied sterile and non-pyro-
genic unless the package is opened or damaged.  This is a single use
device.

Indications For Use
The iVena Vascular Patch is indicated for use in the repair and closure of
the vascular system.

Contraindications
The iVena Vascular Patch is not indicated for: 

� Reconstruction of hernias and tissue deficiencies.
� Reconstruction and repair of passive biological membranes such as

dura mater, pericardium, or peritoneum.

Use of this prosthesis in nonvascular applications can cause potentially
serious complications, such as suture pull out, failure of closure or repair,
or undesired healing to surrounding tissues.

Warnings
1. The iVena Vascular Patch is not elastic.  Care must be taken to cut the

patches sufficiently large enough to eliminate anastomotic stresses.
2. Do not resterilize the iVena Vascular Patch using radiation.

Precautions
1. Federal (U.S.A.) law restricts this device to sale by or on the order of

a physician.
2. Do not prewet the iVena Vascular Patch by exposure to organic sol-

vents such as alcohol or force aqueous solutions through the material
as the hydrophobic properties of the material may be effected, which
may result in excessive serum leakage and/or perigraft seroma forma-
tion.

3. Do not subject the patch to excessive manipulation or pressure, which
would force fluid or blood through the patch wall.

4. Do not use absorbable sutures.
5. Do not use less than a 1mm suture bite in peripheral vascular applica-

tions.
6. Do not suture two patches together to make a larger patch.
7. Do not contaminate or damage the patch. 
8. Do not patch in areas that may be subject to repeated punctures.
9. Do not expose the patch to either an open flame or to a laser without

first providing adequate ventilation since highly toxic decomposition
products will be produced at temperatures above 752°F (400°C).

Adverse Reactions
Possible complications with the use of any vascular patch include, but
are not limited to: infection, thrombus formation, anastomotic blood leak-
age, peripatch seroma formation, pseudoaneurysm formation, and
hematomas.

Sizing:
Proper sizing of patches is critical for closure or repair.  The iVena
Vascular Patch is provided in a variety of sizes to minimize cutting of the
patch.  Cutting the patch too small increases the tension on the suture
line which may result in elongated suture holes, thus causing increased
suture line bleeding.  Never suture two patches together to form a larger

patch.  This is not an accepted design criteria of the iVena Vascular Patch
and may result in an inadequate repair or closure.  

Suturing
Use only a non-cutting tapered needle with a non-absorbable monofilament
suture approximately the same size as the needle.  Follow the curve of the
needle to minimize suture hole elongation and bleeding from suture holes.
Application of a topical hemostatic agent will aid in controlling any bleeding
that may occur.  The manufacturer's instructions for these products should be
followed.

When placing a suture, avoid excessive tension on the suture line and incor-
porate sufficient material in the stitch.  Use a minimum 1mm suture bite for
peripheral vascular applications.

Resterilization 
Should the original sterile package be inadvertently opened or damaged prior
to use, iVena vascular patches may be resterilized using either validated
steam or ETO sterilization methods, up to a maximum of one (1) time.
Suitable lot number traceability must accompany the product through all
phases of handling, repackaging, and sterilization.  Do not resterilize or reuse
any vascular patch that has been in contact or contaminated by blood or
other substances.  Avoid placing heavy or sharp objects on or in direct con-
tact with the patch material during any part of handling, repackaging, and/or
sterilization process.  iVena Vascular Patches should never be exposed to
temperatures greater than 482°F (250°C).  Sterility and fitness of resterilized
product will be the sole responsibility of the hospital.  Sterilization recommen-
dations provide no assurance for the sterility of the resterilized product and
serve only as a guide. Do not resterilize this patch using radiation sterilization
techniques.

Steam Sterilization
If an iVena Vascular Patch must be resterilized, place it in a separate con-
tainer suitable for use with steam sterilization.  No part of the original pack-
age should be in direct contact with the patch during steam sterilization.  For
gravity displacement and/or prevacuum (flash) steam sterilizers, autoclave at
or above the minimum temperature requirements of 270°F (132°C) for 4 min-
utes at 30 PSI (2 Kg/cm≈).

Ethylene Oxide (ETO) Gas Sterilization
Place the iVena Vascular Patch in a container or package suitable for use
with ETO sterilization.  Selection of a specific, validated, ETO sterilization
cycle and aeration requirements are the responsibility of the hospital.  After
ETO sterilization, it is essential that the iVena Vascular Patch be adequately
aerated prior to use either by an ambient shelf method or mechanical aera-
tion. 
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SYMBOLS USED ON PRODUCT LABELS

REF

STERIL EO

LOTCODE NUMBER LOT NUMBER

STERILE. STERILIZED BY ETHYLENE OXIDE.

EXPIRATION DATE

SINGLE USE ONLYSEE PACKAGE INSERT

DIM DIMENSIONS

Rx ONLY Prescription Only

©2006 iVena and Atrium are trademarks of Atrium Medical Corporation.

ATRIUM EUROPE B.V.
Rendementsweg 24 L
3641 SL Mijdrecht, The Netherlands

31-297-230-420 + 31 297 282 653

ATRIUM MEDICAL CORPORATION
5 Wentworth Drive
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603-880-1433 603-880-6718

003725



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile ()
  /CalRGBProfile ()
  /CalCMYKProfile (Edited Profile_1-16.icc)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.3
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages false
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness false
  /PreserveHalftoneInfo true
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile (None)
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Average
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.00000
  /EncodeColorImages false
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages false
  /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 false
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Average
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.00000
  /EncodeGrayImages false
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages false
  /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 false
  /MonoImageMinResolution 300
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Average
  /MonoImageResolution 300
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /None
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects true
  /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 (Custom)
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /ENU ()
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames false
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks true
      /AddPageInfo true
      /AddRegMarks false
      /BleedOffset [
        9
        9
        9
        9
      ]
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /ClipComplexRegions true
        /ConvertStrokesToOutlines false
        /ConvertTextToOutlines false
        /GradientResolution 300
        /LineArtTextResolution 1200
        /PresetName ([High Resolution])
        /PresetSelector /HighResolution
        /RasterVectorBalance 1
      >>
      /FormElements true
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 9
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PageMarksFile /RomanDefault
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




