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A Checklist for Life Sciences Licensing Agreements 
 
1. Types of Licensing Arrangements 
 

 Traditional License Arrangements include: (i) market valuation based on current stage of development; 
(ii) asset removed from control of licensor; (iii) long term commitment/relationship between 
licensor/licensee. 

 Soft Licenses include: (i) co-promotions; (ii) co-developments. 
 
2. Positioning to License 
 

 Define the asset to be licensed. 
 Have all intellectual property claims established (the structure and breadth of claims make a 

difference). 
 Be prepared to “partner”: (i) establish quality management; (ii) distinguish the asset to license (and the 

company); (iii) update your strategic business plan; (iv) research comparable deals; and (v) set 
reasonable expectations on terms. 

 
3. Meeting With a Licensee 
 

 Be prepared to respond quickly to reasonable requests of a potential licensee. 
 Have prepared a nondisclosure/confidentiality agreement. 
 Present the asset in a realistic, positive manner. 
 Have an internal working term sheet based on the company’s needs, comparable deals and a 

reasonable valuation. 
 Define the type of license that best fits the assets: (i) co-promote; (ii) co-development; (iii) exclusive 

license; or (iv) nonexclusive license. 
 
4. Scope of License 
 

 Define whether the license is exclusive or nonexclusive. 
 Define the geographic scope of the license. 
 Define options to expand the geographic scope of the license if appropriate. 
 Define the indicated use of the asset in the license. 
 Set out clear terms on off-label promotions and secondary post market approvals for additional 

indications of the asset and which party is entitled to develop such post market indications. 
 Define whether the license extends to affiliates, wholly owned subsidiaries or independent contractors 

(in the case of outsourced marketing and advertising). 
 Define whether the licensed rights are transferable in the event of a sale of the licensee, a merger or 

divestiture. 
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 Define the scope for any sublicensing rights. 
 Define any reversionary interests in the licensed asset in the event of a sale, merger, divestiture or 

bankruptcy. 
 Define any reversionary interests in the event that developmental or marketing milestones are not met 

by the licensee. 
 Define developmental milestones by clearly articulating each milestone. Common milestone definitions 

include permission to commence clinic trials, permission to move from one phase of clinical trials to the 
next, the filing of New Drug Applications and approval to market. 

 If the license includes post approval sales, set targets for sales performance.   
 Depending on the type of license, define whether the licensee is solely responsible for the regulatory 

filing costs and fees.   
 Define any reversionary interests should the licensee fail to obtain regulatory approval to market the 

asset. 
 If the deal is a co-promotion arrangement, define the resources needed to promote the asset and each 

Party’s responsibility in how the promotion is done, both geographically and in the marketing and sales 
techniques to be used.  

 
5. Payment Terms 
 

 Define upfront payments. These payments should be reasonably related to the stage of the assets 
development when licensed. 

 Set forth milestone payments. 
 Define royalty payments. If royalties are based on sales, be careful to include certain performance 

criterion which includes a required threshold market penetration. Also define whether royalties are 
based on gross or net sales values and if net, then define net sales.   

 Define the currency to be used for payment, and account for exchange rate fluctuations if applicable. 
 
6. Term, Termination and Renewal 
 

 Define the initial term of the license. 
 Define renewal terms. 
 Define the grounds for termination for cause, without cause and immediate termination. 
 Define the effects of termination including, but not limited to, the disposition of the asset in 

development, ownership of clinical data developed during the license and ownership of any information 
related to the regulatory filings. 

 
7. Confidential and Proprietary Information and Intellectual Property 
 

 Define confidential and proprietary information. Define the intellectual property which is the subject of 
the license. 

 Define the standard of care with respect to all such information. 
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 Provide for the disposition of confidential information upon the termination of the license. 
 Define which party owns improvements or new inventions related to the asset or which are discovered 

during the development of the asset.  
 Define who is responsible for all intellectual property maintenance fees. 

 
8. Disputes 
 

 Define how disputes between the parties are to be resolved. 
 If the dispute resolution provision contains a mediation or arbitration procedure, be sure to define: (i) 

what rules apply to the arbitration; (ii) how is the mediator or arbitrator chosen; (iii) the controlling law; 
and (iv) the place that the mediation or arbitration is to be held. 

 When the parties choose not to include an arbitration proceeding, then for purposes of litigation define 
the applicable law and the jurisdiction in which the litigation is to take place. 

 
9. Indemnification and Hold Harmless Clauses 
 

 Decide whether the terms of the license require an indemnification provision and/or hold harmless 
clause. If such a clause is determined to be desirable, then consider under what circumstances one 
party will indemnify and hold harmless the other party.  

 Define the limitations on indemnification: (i) what and who is covered; (ii) all costs incurred versus final 
judgment; and (iii) process and procedures.  

 
10. General Contractual Terms 
 

 Include language which indicates that the license agreement is the entire agreement between the 
parties and supersedes any and all other agreements, whether oral or written.   

 Include assignment language defining whether and under what circumstances the license can be 
assigned. 

 Include how the license can be amended. 
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Life Sciences 
 
The Troutman Sanders Life Sciences Practice Team serves a diverse group of clients within the life sciences 
and high technology industry from discovery and development onward through clinical testing and regulatory 
approval to sales and marketing. Members of the practice group provide counsel to the firm’s life sciences 
clients in the areas of corporate, finance, intellectual property protection, clinical development, federal 
regulatory pre- and post-approval issues, compliance, commercialization and risk management (including 
litigation). The life sciences industries the firm serves include the following: 
  

 Pharmaceutical 
 Biotechnology 
 Medical Devices 
 Biologics 
 Veterinarian Medicine 
 Food 

 Dietary Supplements 
 Over-the-Counter Medicines 
 Cosmetics 
 Animal Feed 
 Tobacco 

 
The Troutman Sanders Life Sciences Practice Team represents companies within the life sciences industry 
through all stages of development including the following: 
 

 Corporate Issues 
 Financing 
 Intellectual Property Protection 
 Clinical Development 

 FDA, FTC, USDA, DEA Regulations 
 Post-Approval or Commercialization Issues 
 Risk Management and Litigation

 
For more information on how the Troutman Sanders Life Sciences Practice Team can assist you, contact Diane 
Romza-Kutz at 312.759.1922 or diane.kutz@troutmansanders.com.  



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /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 /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /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 true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /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

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (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
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


