Skin repigmentation, e.g. due to non-progressive vitiligo
or hypochromic post-traumatic scars.

—— A NEW APPROACH TO VITILIGO ——
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Vitiligo affects between 0.5 and 2% of the general population’'.
This skin condition is characterised by its visibility when certain
parts of the body are affected. Its effects on quality of life and
self-esteem are now widely recognised . Patients live with the
fear of it worsening, accompanied by a feeling of anger,
embarrassment or shame ', For more than one in four patients,
vitiligo has repercussions on their social life!. The prevalence of
alexithymia is up to 24% and that of depression may reach
39% '. The impact of the condition is such that one study has
shown that, in women, it is comparable to that of psoriasis?.

Moreover, standard treatments are not without problems. The
recent European recommendations from the European
Dermatology Forumin 201 3 reiterate the need to avoid the use
of topical corticosteroids on the face, that calcineurin inhibitors
still benefit from only a limited number of quality studies, and
that phototherapy remains long and demanding .

In this context, an autologous graft is a particularly interesting
therapeutic option in the case of stable, segmental or focal
pattern vitiligo. Various studies show significant repigmentation
in mare than 70% of patients treated?, the best results reaching
84% in the case of segmental vitiligo®.

Strictly limited to a hospital environment for a long time, this
technique is now available in independent practice so that the
best of the latest technologies can give patients suffering from
vitiligo their colours of life back.
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Viticell® is a medical device that makes autologous grafting
possible at the patient’s convenience. It is indicated for skin
repigmentation, e.g. due to non-progressive vitiligo or for
hypochromic post-traumatic scars.

From a thin skin biopsy (0.2-0.3 mm thick), Viticell® disaggregates
the tissue to generate a cell suspension consisting of a mixed
population of cells, mainly basal keratinocytes but also
Langerhans cells, melanocytes and fibroblasts.

From a biopsy of 4-10 cm? of thin skin, Viticell® makes it possible
to graftasurface areaof 5 to 10 times greater, ie. 20-100 cm? .

Viticell® provides the reagents and equipment needed to prepare
an autologous epidermal cell suspension to be applied dropwise
10 the surface being treated.

Viticell® should be used under medical recommendation. The skin
biopsy, the handling and application of the autologous cell
suspension for therapeutic purposes must be conducted by a
physician in accordance with current legislation.
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* The surface to e treated should not exceed this ratio of 10; the recommended ratio being 5 times the size
of the biopsy.
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Viticell®is a single-use, self-contained device for the preparation
of an autologous cell suspension to reseed a patch of
depigmented skin after dermabraison.

The Viticell® device should be handled on a prepared sterile area.

Once opened, Viticell® must be used immediately and disposed
of after use.

In order to maximise cell viability, the biopsy should be pracessed
immediately after removal and used for grafting as soon as
possible, Do not use disinfectants containing ammonium salts on
the skin to be treated.

The cell suspension is only to be used on the patient the biopsy
was taken from.

Contraindications

The cell suspension should not be applied on to an infected or
necrotic wound.

Viticell® should not be used in patients who are hypersensitive
to hyaluronic acid or trypsin.

Storage

Viticell® should be stored between 2and 8 C.

The components of the device should be stored in their
packaging until use;. The enzyme is highly sensitive to light and
should be kept in its original vial.
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Viticell® is a Class /Il medical device consisting of reagents and
ancillary equipment; enzyme solutions and application solutions,
sterile instruments. The device also includes a portable instant
heat pack containing a saturated aqueous sodium acetate
solution which generates heat when it crystallises.

Viticell kit components:

4 pre-filled syringes for the cell suspension and for application
containing:

- 1 Digesting buffer ‘
- 1 Wasing buffer :]

- 1 Collecting buffer .
- 1 Hyaluronicacid ~ (HA

1 vial containing trypsin

1 compartmentalised Petri dish for digestion and washing
1 empty container for the cell suspension

3 x 18G transfer needles

1 instant heat pack

All components of the kit are sterile apart from the heat pack.
The components are identified by a coloured patch with the
initials (in English) of the contents.

Other equipment required

In addition to a suitable sterile surgical sheet, preparing the graft
and applying it require sterile gloves, sterile tweezers, a sterile
scalpel, eye protection and protective clothing. Other instruments
necessary for the biopsy are a dermatome and associated
equipment (a sterile surgical knife and tweezers), antiseptic,
sterile saline, instruments for dermabrasion and dressings (both
primary and secondary).



How to use

VICICELL

Preparation of the patient

* The area from which the graft is to be removed should be
disinfected and, if  necessary, anaesthetised
(subcutaneously if possible).

Preparation of the digestion solution

e The device should be brought to room temperature
30 minutes before use. The components of the kit are
arranged on a sterile surgical area.

e Prepare the digestion solution by injecting the contents
of the syringe containing the digesting buffer into the vial
containing the digesting cocktail.

e Mix and transfer into one of the compartments of the
Petri dish.

e Activate the heat pack by pressing on the metal button
in the centre of the heat pack. Place the Petridish on it.

Skin biopsy

e Take a thin skin biopsy (0.2 - 0.3 mm thick) with a surface
area of 4-10 cm? from the donor site (the pigmentation
and texture of which should be similar to those of the
treatment site). Use of a dermatome is recommended.

« Clean the donor site with an antiseptic solution then rinse
with a sterile saline solution.

* Dress the donor site as usual.

Enzymatic digestion of the biopsy

e Transfer the biopsy into the compartment of the Petri dish
containing the digestion medium. Close the dish and leave
it on the warm heat pack for 15 minutes.

Rinsing and disaggregation

* Place the rinsing medium into the second compartment
of the Petri dish. Rinse the biopsy in the washing buffer
for a few seconds.

* Remove the biopsy and place it inside the lid of the Petri
dish with the dermo-epidermal junction upwards.

e Separate the dermis from the epidermis using tweezers
and scalpel.




6. Collection of the epidermal cells
* Cover the biopsy fragments with collecting buffer
e Scrape the cells from the junction surface with a scalpel
and cut the epidermal part coarsely to obtain a mixture of
cells,
e Collect the cell suspension in the provided container.

7. Preparation of the site to be treated
e The site to be treated should be abraded using a laser or
another suitable method.
e The area should be disinfected in advance and
anaesthetised as required.

8. Performance of the cell suspension
e Resuspend the hyaluronic acid solution into the cell
suspension
* Mix and collect the cell suspension in the syringe in two
batches (the syringe volume not being sufficient to collect
the entire suspension).

9. Application of the cell suspension -
e Place the suspension dropwise onto the area to be
treated. Do not inject the cell suspension.

10. Post-operative care
* Apply a non-adhesive fine-mesh dressing with low
absorptive capacity to prevent the wound drying out. The
dressing should be kept on for one week.
* A secondary dressing may be applied.
* Phototherapy may be considered one month after the
grafting.

For complete information, refer to the instructions for use



Laboratoires
GENEVRIER

Skin repigmentation, e.g. due to non-progressive vitiligo
or hypochromic post-traumatic scars.

—— A NEW APPROACH TO VITILIGO

ViCICelLL
00000000000
Giving Colors Back To Life

Laboratoires Genévrier - BP 47 - 06901 Sophia Antipolis Cedex
Tél.: 049291 15 60 - Fax : 04 92 91 15 30 - www.laboratoires-genevrier.com
Email : mail@laboratoires-genevrier.com





<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (Apple RGB)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.6
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /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 false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /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 false
  /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 false
  /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 (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /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.)
    /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 <>
  >>
  /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
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /NoConversion
      /DestinationProfileName (U.S. Web Coated \(SWOP\) v2)
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /UseName
      /PageMarksFile /RomanDefault
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
    <<
      /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
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


