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GENMAB’S HUMAX-CD38 ENTERS PHASE I/II CLINICAL TRIAL FOR 

MULTIPLE MYELOMA 
 

Summary:  Genmab has initiated a Phase I/II safety and dose finding study of HuMax-CD38 for 
the treatment of multiple myeloma. 
 
Copenhagen, Denmark; December 7, 2007 – Genmab A/S (OMX: GEN) announced today it 
has initiated a Phase I/II safety and dose finding study of HuMax-CD38™ for the treatment of 
multiple myeloma (MM).  The study will include a maximum of 122 patients with MM who are 
relapsed or refractory to at least two different prior treatments and are without further established 
treatment options. 
 
“HuMax-CD38 is the ninth Genmab antibody to enter clinical development,” said Lisa N. 
Drakeman, Ph.D., Chief Executive Officer of Genmab.  “We are looking forward to the results of 
this safety study and hope that HuMax-CD38 may one day offer a new potential treatment for 
multiple myeloma patients who have run out of treatment options.” 
 
About the trial 
This open label dose escalation safety study will consist of two parts.  In Part 1, 26 to 62 patients 
will be enrolled depending on the number of dose levels reached during escalation.   Patients in 
Part 1 will be divided into cohorts at various doses of HuMax-CD38, with each patient receiving 
7 infusions. The first infusion will be followed by a 3 week period of safety monitoring with the 
following 6 doses to be given at weekly intervals.   
 
In Part 2, 60 patients will be enrolled with 20 patients in each of three dose levels.  The highest 
dose in Part 2 will be the highest safe dose in Part 1 and two dose levels below.  Patients in Part 
2 will receive 6 infusions of HuMax-CD38 at weekly intervals.   
 
In each part of the study, patients will attend 12 follow up visits at 2 to 4 week intervals to assess 
safety and efficacy and will be followed every 12 weeks thereafter until disease progression, 
initiation of alternative treatment for MM or death for a maximum total of 2 years from study 
start. 
 
About HuMax-CD38 
HuMax-CD38 is a fully human antibody that targets the CD38 molecule which is highly 
expressed on the surface of multiple myeloma tumor cells.  In preclinical studies, HuMax-CD38 
was more effective in triggering the immune system killing mechanisms Antibody-Dependent 
Cellular Cytotoxicity (ADCC) and Complement Dependent Cytotoxicity (CDC), than other 
human CD38 antibodies when tested on multiple myeloma tumors.  HuMax-CD38 also potently 
killed tumor cells from a patient with a CD38/138 positive plasma cell leukemia which was 
refractory to chemotherapy at the time of analysis.  Furthermore, treatment with HuMax-CD38 
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slowed tumor growth in both preventive and therapeutic settings in SCID mice in animal models. 
HuMax-CD38 is the first antibody known to block the ecto-enzymatic activity of CD38.   
 
About Multiple Myeloma 
Multiple Myeloma is a plasma cell disorder, characterized by uncontrolled and progressive 
proliferation of a plasma cell clone.  The proliferation of myeloma cells causes displacement of 
the normal bone marrow.  MM accounts for approximately 1% of all malignancies and 10% of 
all hematologic malignancies with a higher frequency in African Americans where MM accounts 
for 20% of all hematologic malignancies.  In the US, approximately 11,000 deaths each year are 
related to MM and the estimated number of new cases is rising.  At present, no cure is available, 
and the mean survival is approximately 3-5 years. 
 
About Genmab A/S 
Genmab is a leading international biotechnology company focused on developing fully human 
antibody therapeutics for unmet medical needs.  Using unique, cutting-edge antibody technology, 
Genmab’s world class discovery and development teams have created and developed an 
extensive pipeline of products for potential treatment of a variety of diseases including cancer 
and autoimmune disorders.  As Genmab advances towards a commercial future, we remain 
committed to our primary goal of improving the lives of patients who are in urgent need of new 
treatment options.  For more information on Genmab’s products and technology, visit 
www.genmab.com. 
 
This press release contains forward looking statements. The words “believe”, “expect”, “anticipate”, “intend” and 
“plan” and similar expressions identify forward looking statements. Actual results or performance may differ 
materially from any future results or performance expressed or implied by such statements. The important factors 
that could cause our actual results or performance to differ materially include, among others, risks associated with 
product discovery and development, uncertainties related to the outcome and conduct of clinical trials including 
unforeseen safety issues, uncertainties related to product manufacturing, the lack of market acceptance of our 
products, our inability to manage growth, the competitive environment in relation to our business area and markets, 
our inability to attract and retain suitably qualified personnel, the unenforceability or lack of protection of our 
patents and proprietary rights, our relationships with affiliated entities, changes and developments in technology 
which may render our products obsolete, and other factors. Genmab is not under an obligation to up-date 
statements regarding the future following the publication of this release; nor to confirm such statements in relation 
to actual results, unless this is required by law.  
 
Genmab®; the Y-shaped Genmab logo®; HuMax®; HuMax-CD4®; HuMax-CD20®; HuMax-EGFr™; HuMax-IL8™; 
HuMax-TAC™; HuMax-HepC™; HuMax-CD38™; and UniBody® are all trademarks of Genmab A/S.  
 
 
Contact:  Helle Husted, Sr. Director, Investor Relations 

T: +45 33 44 77 30; M: +45 25 27 47 13; E: hth@genmab.com 
 
 

### 



<<
  /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
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts 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
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -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
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /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
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /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 ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /ENU (Use these settings to create PDF documents with higher image resolution for high quality pre-press printing. The PDF documents can be opened with Acrobat and Reader 5.0 and later. These settings require font embedding.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308030d730ea30d730ec30b9537052377528306e00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /FRA <>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


