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Depomed Signs $395M Deal with Solvay for Phase lll Pain Drug

By Trista Morrison
Staff Writer

Depomed Inc. granted an exclusive license to Solvay
Pharmaceuticals Inc. for North American rights to DM-1796
(formerly Gabapentin GR) in pain indications. The drug —an
extended-release version of the active ingredient in Pfizer
Inc.’s marketed seizure and pain drug, Neurontin — is in
Phase lll trials for postherpetic neuralgia (PHN).

Menlo Park, Calif.-based Depomed stands to get $25
million up front and as much as $370 million in milestone
payments, $70 million of which are triggered by regulatory
events and $300 million of which are tied to sales. Solvay
Pharmaceuticals Inc., a subsidiary of Brussels, Belgium-
based Solvay SA, also will pay Depomed a 14 percent to 20
percent royalty on sales.

Depomed President and CEO Carl Pelzel said the deal
resulted from a “highly competitive” partnering process
that involved multiple parties over the past year and culmi-
nated in a “perfect scenario” for Depomed.

First, the deal only includes rights to DM-1796 in the
U.S., Canada, Mexico and Puerto Rico, leaving Depomed
open to negotiate with other partners in Europe, Asia and
the rest of the world. Pelzel pointed out that such deals can
be quite lucrative. XenoPort Inc. was able to negotiate an
$85 million deal with Astellas Pharma Inc. for Asian rights
to its gabapentin derivative, XP13512. (See BioWorld Today,
Dec. 2, 2005.)

But more importantly, Depomed’s deal with Solvay cov-
ers only pain applications for DM-1796 — leaving Depomed
with all rights to the drug in hot flashes. Depomed started
two pivotal Phase Il hot flash trials this fall with
Gabapentin GR, which it refers to as DM-5689 in the hot
flash indication. (See BioWorld Today, Sept.18, 2008.)

Under the deal, Depomed will complete its ongoing
Phase Il trial of DM-1796 in PHN before handing the pro-
gram over to Solvay. The randomized, double-blind, place-
bo-controlled, 450-patient pivotal study was initiated in
March and is expected to wrap up next year.

A previous Phase Il study of DM-1796 in PHN missed sta-
tistical significance, which Pelzel explained likely resulted
from a “huge” placebo effect. He noted that the ongoing trial

includes more patients and is powered to detect a smaller
difference in pain reduction with a less stringent statistical
hurdle. (See BioWorld Today, July 1| 2007.)

Another neuropathic pain drug to fail in Phase lll due to
a stronger-than-expected response in the control group
was NeurogesX Inc.'s capsaicin patch, NGX-4010, which
missed its endpoint in a trial of HIV patients with peripher-
al neuropathic pain. Yet NGX-4010 had met its endpoint in
two previous Phase Il PHN trials, and NeurogesX pushed
forward with its NDA filing last month. (See BioWorld Today,
Feb. 29, 2008.)

Even more setbacks have plagued contenders for treat-
ing diabetic peripheral neuropathy (DPN), for which DM-
1796 is in Phase Il trials. Pelzel said DPN is a “much harder
indication” than PHN because the pain “fluctuates to a
much greater extent.”

Earlier this month, XTL Biopharmaceuticals Ltd. saw its
stock fall almost 95 percent after a Phase Il study of its bici-
fadine for DPN failed, and shares of Sangamo BioSciences
Inc. dropped 65 percent when its Phase Il DPN trial for SB-
509 failed. Additionally, Astellas stopped a Phase Il DPN
trial of XenoPort’s XP13512 after an interim analysis showed
it was unlikely to succeed. (See BioWorld Today, Nov. 7,
2008, Nov. 12, 2008, and Nov. 19, 2008.)

Despite all the setbacks, neuropathic pain remains an
attractive target for biotech and pharma companies, with a
market value estimated to reach $5 billion in 2010 for the
U.S. alone. Depomed believes DM-1796’s slow and steady
delivery may be able to provide less-frequent dosing and
reduced side effects compared to existing treatments.
Pelzel noted that DM-1796 has demonstrated lower rates of
dizziness and somnolence compared to Neurontin, Lyrica
(pregabalin, Pfizer Inc.) and XP13512, although the drugs
have not been compared in head-to-head trials.

Beyond PHN and DPN, Solvay has the right to develop
DM-1796 for other types of pain. If the pharma decides to pur-
sue the drug for fibromyalgia, Depomed has a right of first
negotiation for co-promotion rights in the OB/GYN field.

Pelzel explained that retaining the OB/GYN co-promo-
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tion option fits Depomed’s near-term strategy of “pulling
together a group of products that could be promoted to
OB/GYNs” using a niche sales force.

That basket of products also would include DM-5689
for hot flashes and the FDA-approved diabetes drug
Glumetza (metformin hydrochloride extended-release
tablets). Depomed partnered Glumetza with Santarus Inc.
earlier this year but retained the option to co-promote the
drug to OB/GYNs, which prescribe it for gestational dia-
betes, among other conditions. (See BioWorld Today, July
23,2008.)

Depomed’s pipeline also includes the approved antibi-
otic Proquin XR (ciprofloxacin hydrochloride extended-
release tablets), which is marketed by Watson
Pharmaceuticals Inc. for uncomplicated urinary tract infec-
tions; the Phase Il gastroesophageal reflux disease drug
DM-3458, which is actively being partnered; and the pre-
clinical Parkinson’s disease drug DM-1992, which is slated
to begin clinical trials later this year or early next year.

Shares of Depomed (NASDAQ:DEPO) gained 25 cents,
or 20.2 percent, to close at $149 on Friday. H

To subscribe, please call BoWorLD® Customer Service at (800) 688-2421; outside the U.S. and Canada, call (404) 262-5476.
Copyright © 2008 AHC Media LLC. Reproduction is strictly prohibited. Visit our web site at www.bioworld.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
  /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


