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CAUTION: United States Federal law restricts this device to 
sale by or on the order of a physician. 

 
DESCRIPTION 
OptiMesh® is a sterile mesh graft containment device knitted 
from polyester yarn made of polyethylene terephthalate 
(PET) thread.  OptiMesh is offered in a range of shapes and 
sizes.  Each mesh is supplied on a disposable holder for 
ease of handling and placement.  OptiMesh is packaged into 
double Tyvek/Mylar film pouches, placed in a carton, and 
then terminally sterilized by gamma radiation. 

The OptiMesh PET material is not bioresorbable. 

OptiMesh is designed to maintain the relative position of 
bone graft materials, thereby limiting the migration of the 
graft materials into unintended areas.   

Spineology Inc. expressly warrants that these devices are 
fabricated from the foregoing material specifications.  No 
other warranties, expressed or implied, are made. 
 
 
INTENDED USE / INDICATIONS 
OptiMesh is intended to maintain the relative position of 
bone graft material (such as autograft or allograft) within a 
vertebral body defect (e.g. tumor) that does not impact the 
stability of the vertebral body and does not include the 
vertebral endplates. 

The safety and effectiveness of this device used for fusion of 
the interbody space has not been established. 

CONTRAINDICATIONS 
• Do not use this device in patients with instability (e.g. 

resected or collapsed vertebral bodies or fracture of the 
anterior column). This device does not provide structural 
support. 

• Infection, systemic or local, to the surgical site is a 
contraindication for placement of any surgical implant. 

• Any medical condition that would preclude the patient 
from having surgery or would impede the benefit of 
implant surgery. 

• Any patient unable or unwilling to adhere to physician’s 
postoperative instructions. 

• Circulatory problems, such as thrombophlebitis, 
lymphedema, uncorrectable coagulopathy, or vascular 
deficiency at the implant site are contraindications for 
bone grafting. 

PRECAUTIONS 
• Spineology’s OptiMesh instruments are to be used as 

directed for proper filling of the mesh. 
• The surgeon should be familiar with the use of OptiMesh 

instruments prior to surgery. 
• OptiMesh is provided sterile.  Product packaging should 

be inspected for continuity and the components should 
be handled appropriately to ensure sterility. 

• Resterilization of OptiMesh is not recommended under 
any circumstances. 

• OptiMesh should never be reused. 
• OptiMesh is not intended to be trimmed or cut. 

 
CLEANING AND DECONTAMINATION 
Cleaning Instructions 
Cleaning and decontamination of previously used 
instruments is required before subsequent introduction into 
the sterile field. 
• Following use, disassemble devices as instructed for 

cleaning. 
• Preventing drying prior to cleaning will facilitate cleaning. 
• Soak in enzymatic detergent (mixed per manufacturer's 

recommendations) for one (1) minute or longer. 
• Use a soft brush for manual cleaning and a soft bottle 

brush to clean the tube devices.  Pay special attention to 
inner diameters and crevices during cleaning. 

• Ultrasonic cleaning is acceptable, per established 
hospital methods. 

• Rinse thoroughly under running water for one (1) minute 
or longer. 

 
Surgical instruments must be handled with care.  Improper 
handling may result in damage and may impair proper 
functioning of the device.  Instruments which exhibit signs of 
damage or deterioration, including discoloration or corrosion, 
must be replaced.  Ensure that all components of the system 
are available for use prior to surgery.  Instruments must be 
sterilized before use and are to be cleaned and resterilized 
immediately after use. 

STERILIZATION 
All instruments must be sterilized by the hospital before use 
and following any cleaning and decontamination procedures.  
Instrument trays are provided for storing and sterilizing the 
instruments.  Sterilization can be performed on wrapped 
trays with the following cycle parameters: 

Sterilization Method: Steam 
Sterilizer Type/Cycle: Prevacuum 
Temperature: 132 degrees C Minimum 
 270 degrees F Minimum 
Exposure Time: 4 Minutes Minimum 

Deviations from the recommended methods of cleaning and 
decontamination are not advised.  It is the sole responsibility 
of the user to qualify such deviations. 
 
A surgical technique manual will be available, including 
information regarding instrument use, size selection and 
filling of the device. 
  
FURTHER INFORMATION OR PRODUCT COMPLAINTS: 
Contact Spineology at:  

Spineology Inc. 
7200 Hudson Blvd. N., Suite 205 
Saint Paul, MN  55128-7055 
Phone:  1.651.256.8500 
Fax:      1.651.256.8505 

 
DEVICE RETRIEVAL 
Contact Spineology to discuss Revision / Retrieval. 
 
E.U. AUTHORIZED REPRESENTATIVE 
Quality First International 
Bexhill-on-Sea, United Kingdom 
 
SYMBOL DEFINITIONS 

 
Quality First International: E.U. Authorized 
Representative 
 

Refer to package insert included with implants 
for indications for use. 
 

Method of Sterilization: Irradiation 
 

Expiration Date 
 

Lot Code (for traceability) 
 

Single Use Only 
 
 

Catalog Number 

 
 0120 



<<
  /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 [612.000 792.000]
>> setpagedevice




