
     
 
 

 
Aprea reports completion of the Phase I/II safety study with 
APR‐246 in cancer patients 
 
Stockholm, Sweden – February 23, 2011. Aprea has conducted a Phase I/II dose‐escalating 
safety study with APR‐246 in patients with refractory hematological malignancies or 
prostate cancer. The results show that the compound is safe at predicted therapeutic 
plasma levels.  
 
“The results from this first‐in‐man study provides the base for further development of APR‐
246 in cancer patients”, says Ulf Björklund, CEO at Aprea AB. 
 
Aprea´s drug candidate APR‐246 belongs to a novel class of anticancer compounds shown to 
induce programmed cell death (apoptosis) through p53, a protein frequently changed in a 
wide range of tumors.  The compound has been tested in a phase I/II clinical trial at seven 
clinics in Sweden. The open labeled, dose‐escalating study included 22 patients with advanced 
blood or prostate cancer.  The study was designed to reveal the highest feasible dose of APR‐
246 (primary endpoint) after 2 hours iv‐infusions for up to four consecutive days in escalating 
doses. Dose limiting toxicity was shown at plasma levels well above predicted therapeutic 
plasma levels. The study also demonstrated dose and time independent pharmacokinetics of 
APR‐246 over the dose range studied.  
 
“Karolinska Development has five oncology drug development companies in its portfolio, 
making it an important area for the company. Aprea, of which Karolinska Development owns 
43%, has now completed its Phase I/II trial, which is an important step for Aprea and hence 
for Karolinska Development "says Torbjørn Bjerke, CEO of Karolinska Development. 
 
For further information, please contact:  
Ulf Björklund, CEO  
Aprea AB 
Phone: +46 705 335 137 
ulf.bjorklund@aprea.com 
 
Torbjørn Bjerke, CEO 
Karolinska Development AB 
Phone: +46 (0)72 744 41 23 
torbjorn.bjerke@karolinskadevelopment.com 
 
 
 
 
 
 



     
 
 
 
 
TO THE EDITORS 
 
About Aprea 
Aprea AB is a Swedish biotech company focusing on discovery and development of novel anticancer compounds 
targeting the tumor suppressor protein p53. Aberrations in p53 are common in many various cancer forms and 
are associated with increased resistance to standard chemotherapy and thus poor prognosis. Aprea is a 
Karolinska Development AB (publ) portfolio company. The other main owners are Industrifonden, 
Östersjöstiftelsen and Praktikerinvest. 
 

About APR‐246 
APR‐246 has been developed based upon results from researcher at the Karolinska Institute. The researchers 
have discovered that the substance is more efficacious in cancer cells than normal cells, which indicates it could 
produce significantly fewer side effects than conventional cancer treatments. By inducing the protein p53 the 
compound makes sure that the cellular suicide program is activated to eliminate the cancer cells. This has been 
shown in laboratories and animal studies with good results. A unique characteristic of the substance is that it can 
activate p53 even when the gene is inactivated due to a mutation. Cancers with mutated p53 are often resistant 
to conventional treatment. 
 

About Karolinska Development 
Karolinska Development aims to create value for investors, patients, and researchers by developing innovations 
from world class research into products that can be sold or out‐licensed with high returns. The business model is 
to: SELECT the most commercially attractive medical innovations; DEVELOP these to the stage where the greatest 
return on investment can be achieved; and COMMERCIALIZE the innovations through the sale of companies or 
out licensing of products. This will result in upfront payments, milestone payments and royalties. 

An exclusive deal flow agreement with Karolinska Innovations, along with cooperation agreements with other 
leading Nordic universities, ensures the first right of refusal to a continuous flow of innovations. 

Karolinska Developments flexible exit strategy enables projects to be exited at whichever stage of development 
offers the greatest return on investment, usually after Phase II clinical trials have indicated the desired 
pharmaceutical effect on patients – this being an important value enhancing step. 

Today, the portfolio consists of over 40 projects at various stages, from concept development to Phase II clinical 
trials, twelve projects are in clinical trials with six in Phase II. The portfolio is particularly strong in the areas of 
cancer, dermatology, inflammation, cardiovascular disease, women’s health and diseases that affect the central 
nervous system. www.karolinskadevelopment.com 

 



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (Adobe RGB \0501998\051)
  /CalCMYKProfile (Coated FOGRA27 \050ISO 12647-2:2004\051)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.5
  /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 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 150
  /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 150
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages false
  /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 ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /ENU ([Based on '[High Quality Print]'] 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
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName (Coated FOGRA27 \(ISO 12647-2:2004\))
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PageMarksFile /RomanDefault
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /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


