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Lithera’s Phase Il Fat Reduction Drug Aims to Follow Botox Model

By Trista Morrison
Staff Writer

Lithera Inc. isn’t the only biotech with a generic-drug-
combo product designed to bust fat. But unlike the compe-
tition, this San Diego start-up is focused not on obesity but
on a combination of orphan drug and aesthetic applica-
tions similar to the development path pioneered by
Allergan Inc.’s Botox (onabotulinumtoxin type A).

Lithera was founded in early 2007 based on research
conducted by Frank Greenway, chief of the outpatient clin-
ic at the Pennington Biomedical Research Center at
Louisiana State University. Greenway had established the
efficacy of adrenergic agents in localized fat reduction, but
frequent administrations and slow results made the
approach impractical.

John Dobak, serial CEO and founder of the JAKK Group
life science accelerator, learned about Greenway’s work
and had some ideas for improving the efficacy while
decreasing the dosing frequency. The result was LIPO-102, a
subcutaneous formulation of the generic drugs salmeterol
xinafoate and fluticasone propionate.

Salmeterol, a long-acting beta2-adrenergic agonist,
stimulates the natural pathway for metabolism of fat,
Dobak explained. Fluticasone is a corticosteroid that “up-
regulates the machinery that salmeterol turns on,” he
added.

The two drugs have been combined in an inhaled for-
mulation for the treatment of asthma, but Dobak said
Lithera believes it has freedom to operate with its complex
subcutaneous formulation.

Several biotechs are pursing combinations of generic
drugs for the treatment of obesity. Orexigen Therapeutics
Inc.’s Contrave combines long-acting versions of naltrex-
one, an opioid blocker approved for opioid and alcohol
addiction, and bupropion, a dopamine stimulator approved
for depression and smoking cessation. The combination is
designed to affect the reward pathways associated with
food addictions while increasing energy burn.

Orexigen also has Empatic, which combines bupropion
with zonisamide, a seizure drug intended to prevent
weight gain by inhibiting energy storage and hunger.

There’s also Vivus Inc.’s Qnexa, which combines the
generic diet drug phentermine with epilepsy drug topira-

mate to decrease appetite while increasing energy usage
and fullness.

Both Contrave and Qnexa are under FDA review for
obesity. But Dobak, who serves as Lithera’s CEO, explained
that LIPO-102 is not targeting obesity. It shrinks fat in a local
area, such as the abdomen, but it doesn’t cause overall
weight loss.

Dobak and Greenway had initially envisioned using
LIPO-102 for exophthalmos, an orphan condition associated
with thyroid disease in which fat accumulates around the
orbit of the eye, causing the eyeball to bulge. The only
treatment is surgery. Dose-ranging studies are under way
in Australia, and Dobak said the initial feedback has been
positive.

Other potential applications for LIPO-102 could include
fatty tumors known as lipomas and certain lipodystro-
phies associated with HIV, in which fat redistributes to
form a hump on the back. Lithera is not yet pursuing those
indications.

What the company is pursuing, however, is what Dobak
refers to as “body contouring.” The drug would be given to
healthy people who, despite diet and exercise, have a bulge
of fat they’d like to get rid of. It’s an application where “a lot
of snake oil is being sold, if you will, and we’d like to bring
a little science,” Dobak said.

Phase lla data released in March showed that the opti-
mal dose of LIPO-102 was well tolerated and reduced mean
abdominal circumference by 3.47 cm (p = 0.017) after eight
weeks.

Data from a second Phase lla trial released last week
showed mean abdominal circumference reductions of 12
cmvs. 0] for placebo (p =0.048). The effects were sustained
for six to 12 weeks.

Dobak said Lithera plans to initiate Phase Ilb studies
soon and hopes to conduct its end-of-Phase-Il meeting with
the FDA by late 201 Lithera plans to pursue a 505(b)(2)
pathway for approval.

While insurance providers would likely cover LIPO-102’s
orphan indications, the body contouring application would
be an out-of-pocket expense for patients.

In this way, the business model would be similar to
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Botox, which is approved for medical conditions like cervi-
cal dystonia pain, eyelid spasms (blepharospasm) and eye
muscle problems (strabismus) as well as for cosmetic wrin-
kle reduction.

Botox garnered $13 billion last year. Dobak believes the
opportunity for LIPO-102 as an alternative to liposuction
surgery in the body-contouring market could be similarly
lucrative. He explained that about 150,000 people undergo
anti-wrinkle surgery annually, while seven times that
amount, or more than 1 million, opt for Botox. Since 350,000

people get liposuction annually, applying the seven-times
multiple leads to a LIPO-102 patient population of roughly
2.5 million.

Lithera, a largely virtual operation with 10 employees,
has raised $21 million in two rounds of venture capital from
Domain Associates and Alta Partners.

The biotech plans to raise a Series C round in the next
six to 12 months. Dobak noted that while Lithera is pre-
pared to advance its programs as far as necessary alone, it
is also talking to potential partners. l

To subscribe, please call BoWorLD® Customer Service at (800) 688-2421; outside the U.S. and Canada, call (404) 262-5476.
Copyright © 2010 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


