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In August of 2006 a 4” x 6” piece of C-QUR™
Coated Mesh was implanted in a patient in an
open procedure to repair a ventral hernia
defect which had occurred from a previous
operation involving a composite PTFE implant
intraperitoneally. Approximately 3 months fol-
lowing the surgery, it was noted that the
wound was not healing properly and that
there was an infection present below the sur-
face of the wound. The abdomen was
reopened in order to clear the infection 91
days after the initial C-QUR™ Coated Mesh
implantation. At this time, the infected area
was discovered to be inferior to and not
involving the C-QUR™ Coated mesh, but
involving the tissue adjacent to the original
composite PTFE material and surrounding tis-
sue adjacent to the C-QUR™ Coated Mesh.
This composite PTFE material was found to
be contracted and exhibit multiple folds, caus-
ing the adventitial surface of the implant to be

-

exposed to the viscera. A bowel fistula had
developed and had to be resected. The
physician made the decision to remove all
prosthetic materials including the non-involved
C-QUR™ Coated Mesh to allow the infection
to clear.

The surgeon dissected the C-QUR™ Coated
Mesh from the fascia. The mesh was found to
be very well incorporated everywhere except
for one small region directly below the original
incision. The visceral side of the mesh was
covered with neoperitoneum. The only tena-
cious adhesions requiring sharp dissection
were located in the area of the C-QUR™
Coated Mesh immediately adjacent to the fold-
ed, infected composite PTFE material. Gross
examination of the explanted C-QUR™ Coated
Mesh showed no signs of infection. Portions
of the explanted sample were placed in forma-
lin and sent for full histopathology analysis.
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The explanted C-QUR™ Coated Mesh samples
were processed and stained with various his-
tochemical agents for pathological evaluation.
Standard H&E staining was used for a general
histological assessment (4X; Figures 1 & 2). A
complete capsule of fibrous tissue formed
around the implants. The C-QUR™ Coated
Mesh was completely incorporated into the
underlying muscular layer. The position of the
coating verified that the smooth coated sur-
face was implanted towards the peritoneal
cavity space and the fibers toward the abdom-
inal wall. Evidence of neovascularization was
seen throughout the formed tissue capsule.
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Higher magnification (20X; Figures 3 & 4)
revealed a smooth continuous cellular surface
on the implant surface associated with the
peritoneal cavity, consisting mainly of cells
characteristic of fibroblasts (cells that make up
connective tissue). Overall there were very
few adherent red cells and no apparent inflam-
matory response. The fibers of the mesh
material exhibited complete incorporation with
tissue and close association with the muscular
layer. Localized areas of inflammation were
observed in association with some surfaces of
the polypropylene fibers while other fiber sur-
faces were covered with fibroblasts. There
was also evidence of neovascularization of the
tissue in association with the fibers.

Additional sections were processed for further
evaluation with other stains. Evaluation of sec-
tions stained with trichrome (Figures 5a-d)
revealed extensive evidence of new collagen
synthesis and deposition in the tissue that
formed in association with the C-QUR™
Coated Mesh. This collagen deposition (blue
stain) was observed in the tissue formed
between the mesh and the peritoneal space,
within the mesh, and in the new tissue that
formed between the mesh and the abdominal
muscle.
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Sections stained with antibodies against
human von Willebrand factor (Figures 6 & 7), a
marker of human endothelium, showed the
presence of newly formed vascular endotheli-
um in the explanted tissue. This can be seen
by the presence of the brown colored sec-
tions in the referenced figures.
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Summary

Gross assessment of the C-QUR™ Coated
Mesh explanted after 91 days due to an infec-
tion showed minimal adhesion formation on
the visceral surface and good incorporation
into the abdominal wall. No signs of infection
were present in the C-QUR™ Coated Mesh
despite being located immediately adjacent to
a previously implanted infected device.

Histopathology revealed that this explanted
C-QUR™ Coated Mesh demonstrated excel-
lent healing and abdominal wall incorporation
characteristics. The mesh was completely
incorporated with new tissue forming a com-
plete capsule. This new tissue exhibited mini-
mal inflammatory response, was well vascular-
ized, and showed no evidence of infection.
New collagen deposition was observed within
the mesh as well as within the tissue between
the mesh and the visceral space and within
the tissue between the mesh and the abdomi-
nal muscle.

Data on file at Atrium Medical Corporation.







<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /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 /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /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 false
  /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 <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. 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 for quality printing on desktop printers and proofers.  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 /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [8.000 9.500]
>> setpagedevice




