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information concerning use of this product, potential safety
complications, or efficacy outcomes. A copy of this VNS Therapy
manual is posted at www.livanova.com.
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VNS Therapy® Accessory Pack Model 502

1. DESCRIPTION

The VNS Therapy® System, used for vagus nerve stimulation
(VNS), consists of an implantable VNS Therapy pulse generator,
implantable VNS Therapy lead, and an external programming
system used to change stimulation settings.

The VNS Therapy Accessory Pack Model 502 contains
replacement components for the VNS Therapy System. These
components are replacements for items that may become
unusable during routine surgery. The hex screwdriver can also be
used during an explantation of a pulse generator.

1.1. Intended Use

The items in the accessory pack are supplied as replacements for
VNS Therapy System components.

1.2. Package Contents

Each accessory pack contains the following items, as shown in
Figure 1:

m 4 tie-downs

m 1 resistor assembly (dual-pin)
m 1 resistor assembly (single-pin)
m 1 hex screwdriver

Figure 1. VNS Therapy Accessory Pack Contents

G

A Single-pin Test Resistor C Tie-Down

B Dual-pin Test Resistor D Hex Screwdriver

2. PRECAUTIONS

Follow these precautions when using the accessory pack and its
components:

A Always open the accessory pack using sterile technique.
A Always verify that the accessory pack's expiration (use-
before) date has not passed; if it has passed, do not use any

of the components.

@ Never resterilize or reuse items in the accessory pack.
Once the pack is opened, discard all unused components.
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3. STERILIZATION

Refer to the exterior package label to ascertain the method of
sterilization. The sterilization method is indicated by the hydrogen
peroxide gas plasma (H,0,) sterility symbol or the ethylene oxide

(EO) sterility symbol, as described in Section 2 of these directions.

The accessory pack has been sterilized using H,O, or EO and is
supplied in a sterile package to permit direct introduction into the
operating field. A sterilization process indicator is included in the
package. The accessory pack should be used only if the color of
the indicator is in the range of gold to bronze (in the case of
product sterilized with H,O,)—or gray to green (in the case of
product sterilized with EQ). An expiration (use-before) date is
indicated on the package.

The implantable components of the accessory pack are
nonpyrogenic.

A Do not use items in the pack if the following occurs:

¢ The outer or inner package has been pierced or
altered, because this could have rendered it
nonsterile.

¢ The expiration (use-before) date has passed,
because this can adversely affect the device's
sterility.

¢ The color of the sterilization process indicator within
the inner package is not in the range of gold to
bronze for product sterilized by H,O,.

¢ The color of the sterilization process indicator within
the inner package is not in the range of gray to green
for product sterilized by EO.

A Do not resterilize or reuse any items in the Accessory Pack.

4. STORAGE AND HANDLING

Follow these guidelines for storing and handling the accessory
pack and its components:

A Store the unopened accessory pack between -20°C (-4°F)
and +55°C (+131°F).

A Do not store the accessory pack where it is exposed to water
or moisture, because water and moisture can damage the
seal integrity of the package materials.

A Do not use items in the pack if the expiration (use-before)
date has passed.

A Leave the package unopened and return it to LivaNova® if
the outer or inner package has been pierced, altered, or
exposed to extreme temperatures, water, or moisture,
because any of these could have rendered the package
nonsterile.



5. DIRECTIONS FOR USE

Directions for opening the accessory pack and using its
components are provided below. Additional information about
individual components can be found in the pulse generator
physician’s manual and the lead physician’s manual.

A If the inner or outer package has been opened, damaged, or
altered, do not use any of the items. Instead, return the
accessory pack and all its components to LivaNova.

To open the package, do the following:

1. Grasp the tab, and peel back the outer cover.

2. Observing sterile technique, lift out the sterile inner tray.

3. Grasp the inner tray’s tab, and carefully peel off the cover to
expose the contents without dropping them.

4. Remove the hex screwdriver, a resistor assembly or tie-
downs by pushing down on one end of the item and grasping
the opposite (raised) end.

5.

5.1. Using Items in the VNS Therapy
Accessory Pack

5.1.1. Tie-downs

Tie-downs are used to secure the lead to fascia during
implantation and to help form the strain-relief bend and loop that
provide the slack necessary for neck movement. The four tie-
downs in the accessory pack are in addition to the four tie-downs
provided in the lead package. The tie-downs in the accessory pack
are provided for use in the event that the tie-downs supplied with
the lead become unusable during the surgical procedure.

For specific instructions on the use and placement of the tie-
downs, refer to the lead physician’s manual.

5.1.2. Resistor Assembly

The resistor assembly is used for testing the pulse generator
during the Pre-Implant (pulse generator) Test. For specific
instructions on using the resistor assemblies, refer to the pulse
generator physician’s manual.

5.1.3. Hex Screwdriver

The hex screwdriver is used to loosen, retract (back out), and
tighten the setscrew(s) and to allow the escape of back pressure
created by inserting the lead connector pin(s) into the lead
receptacle(s) of the pulse generator.

A When using the hex screwdriver to tighten a setscrew, turn
the screwdriver clockwise until a click (ratcheting) is heard,
and always push down to ensure that the hex screwdriver is
fully inserted into setscrew.

A When using the hex screwdriver, grasp it by the handle only
as shown in Figure 2. Do not grasp any other portion of the
hex screwdriver during use as this may affect its proper
function.

VNS Therapy® Accessory Pack Model 502

Figure 2. Using the Hex Screwdriver

A Setscrew Plug

B Hex Screwdriver

5.2. Returned Product Form

A Returned Product Report form is included in the accessory pack.
It is used for the return of any VNS Therapy System component.

Please call first for a Return Goods Authorization (RGA) number,

available from Technical Support (see phone numbers under
“Information and Support”).

6. PRODUCT SPECIFICATIONS

The specifications and product information for the implantable tie-
downs included in the accessory pack are presented in Table 1.

Table 1. Product Specifications

Component* Description
Tie-downs
Relaxed Radius .04in (1.0 mm)
Material Radiopaque silicone

*No component of the VNS Therapy System is
made with natural rubber latex.
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VNS Therapy® Accessory Pack Model 502

7. INFORMATION AND SUPPORT

If there are questions regarding use of the VNS Therapy System
or any of its accessories, contact LivaNova:

o

LivaNova USA, Inc.
100 Cyberonics Boulevard
Houston, Texas 77058 USA

Telephone: +1 (281) 228-7200
1 (800) 332-1375 (US and Canada)
Fax: +1(281) 218-9332

[ EC [REP |

LivaNova Belgium NV
lkaroslaan 83
1930 Zaventem, BELGIUM

Telephone:+32 2 720 95 93
Fax: +32 2 720 60 53

For 24-hour Clinical and Technical support, call:

Telephone: 1 (866) 882-8804 (US and Canada)
+1 (281) 228-7330 (Worldwide)

Internet
www.livanova.com

© Copyright 1998 - 2021 LivaNova, PLC, London, UK
All rights reserved.

LivaNova, NCP, Demipulse, Demipulse Duo, Perennia, VNS Therapy, AspireHC,
PerenniaFLEX, PerenniaDURA, AspireSR, and SenTiva are registered United States
trademarks of LivaNova, Inc. Pulse, Pulse Duo, Symmetry and SenTiva DUO are
trademarks of LivaNova USA, Inc. Corresponding foreign trademarks may also be
registered or pending.

The year of authorization to affix the CE mark: 2003

4 of 4 — 26-0005-4600/13 (Worldwide)



	1. Description
	1.1. Intended Use
	1.2. Package Contents

	2. Precautions
	3. Sterilization
	4. Storage and Handling
	5. Directions for Use
	5.1. Using Items in the VNS Therapy Accessory Pack
	5.1.1. Tie-downs
	5.1.2. Resistor Assembly
	5.1.3. Hex Screwdriver

	5.2. Returned Product Form

	6. Product Specifications
	7. Information and Support


<<
  /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
  /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

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /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 <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /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


