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The economics of patent settlement agreements

The European Commission’s Pharmaceutical Sector Inquiry raised significant concerns regarding patent
settlement agreements, in particular those involving value transfers from the originator to the generic
producers—the so-called reverse payment or pay for delay settlements.

Charles River Associates has provided economic evaluations regarding the Sector Inquiry and litigation
support for reverse payment investigations, including those that were challenged by regulatory agencies
and those that were not. This short article describes types of information or economic evidence that might
facilitate consideration of the competitive aspects of these settlements.

Patent settlement agreements

When a patent owner and a potential generic entrant disagree regarding whether entry is legal given
existing patent protection, the issue can be determined by pursuing litigation or by a settlement agreement
between the parties. A settlement may allow the parties to reduce uncertainty and avoid the costs of
litigation. However, this gives rise to competition concerns because a settlement agreement might allow
the originator to enjoy extended marketing exclusivity, thereby preventing generic entry that would lower
prices for payers and create higher short-term surplus to consumers.

Five questions might be useful in determining whether a settlement is beneficial for consumers and tax
payers.

Could the agreed date of entry determine whether the settlement harms consumers and
taxpayers?

In practice, the terms of patent settlement agreements are expected to reflect the parties’ expectations of
prevailing in patent litigation (including assessments of the strength of the patent case, the vagaries of
litigation and expected litigation costs) and the consequent implications (profits for the innovator and the
generic entrant).

Unfortunately, beliefs about the probable outcome of litigation are subjective and not directly observable.
Incumbent patent holders are likely to have private information about the strength of their patents and the
conditions in their market segment. Generic challengers may be overly optimistic about their chances to
win litigation or may lack the financial resources to risk pushing for an earlier entry date. In practice,
therefore, it is unlikely that an assessment of the time of entry alone could determine whether a settlement
agreement is pro- or anti-competitive.



Does a value transfer in the form of cash compensation determine whether the agreement
harms competition?

Agreements of this kind often raise significant concerns. However, payments have a role in facilitating
agreements under circumstances that would otherwise hamper or impede a pro-competitive settlement.
Cash is certain and both parties equally perceive its value. Accordingly, cash payments could facilitate
settlements that would otherwise not be possible due to asymmetries between the generic and the
originator. The mere existence of a payment from the originator to the generic producer does not
determine whether consumers and taxpayers are harmed.

Does the magnitude of the value transfer matter?

In general, pro-competitive agreements are assumed to involve payments that the originator is willing to
make in order to avoid litigation costs and uncertainty. Where payments represent a sharing of profits
between a potential generic entrant and the incumbent, we might expect the payment to be higher than
otherwise would be the case. However, it is unclear what an excessive payment should be, as it may be
related to the unobserved cost of uncertainty for the originator. Thus, the magnitude of the payment may
contain information regarding the role of the agreement but a determination of intent would need to take
into account the expectations of the parties and their relevant characteristics.

What is the role of other generic entrants?

Other potential entrants affect the consideration of an agreement’s competitive effects. If any were not to have
an exclusionary effect, successive potential entrants may be able to identify the same business opportunity
that led the settling generic producer to first challenge the validity of the patent. Therefore, evidence that other
generics could equally challenge the patent may provide supporting evidence that the agreement is a means
to resolve litigation costs and uncertainty rather than a payment to delay generic entry.

How should we consider the potential effects on innovation?

Patents are the cornerstone of the system to reward innovation. If the method for resolving disputes
artificially favours the early entry of generic competitors or unnecessarily increases uncertainty regarding
the protected period, this lowers returns to innovators and will harm innovation. Patent settlements offer
the originator an alternative method of resolving uncertainty and may therefore avoid the negative impact
on the incentive to innovate that would otherwise exist.

Implications for the role of agreements involving reverse payment

There are circumstances when patent-settliement agreements might be pro-competitive and there are
circumstances where there might be concerns from a competition perspective. An assessment of the
potential impact on competition needs to be based upon a consideration of the facts and circumstances
surrounding the particular agreement.

To read the full version of this article, click here.

About CRA'’s Life Sciences Practice

We provide life sciences companies, law firms and regulatory agencies across the globe with the industry
experience and analytical expertise needed to address the industry’s toughest issues. We have developed
a reputation for rigorous and innovative analysis, careful attention to detail and the ability to work
effectively as part of a wider team of advisers.

CRA has offices throughout the world, including European offices in London, Brussels and Frankfurt;
United States offices in Boston, Chicago, New York, Oakland and Washington DC; and other international
offices in Toronto, Bahrain and Hong Kong.


http://www.crai.com/uploadedFiles/Publications/LS_Insights_PS_UK_long_0710.pdf

Contact details
To learn more about this article, please contact:

Dr. Peter Rankin Tim Wilsdon

Vice President Vice President

+1 202 662 3935 tel +44 20 7664 3707 tel
prankin@crai.com twilsdon@crai.com

www.crai.com/lifesciences

C Charles River
Associates

Lluis Sauri Romero
Consulting Associate
+44 20 7959 1569 tel
Isauri@crai.com

The conclusions set forth herein are based on independent research, and publicly available material. The views expressed herein
do not purport to reflect or represent the views of Charles River Associates or any of the organizations with which the authors are
affiliated. The authors and Charles River Associates accept no duty of care or liability of any kind whatsoever to any party, and no
responsibility for damages, if any, suffered by any party as a result of decisions made, or not made, or actions taken, or not taken,
based on this paper. If you have questions or require further information regarding this issue of CRA Insights: Life Sciences, please
contact the contributor or editor at Charles River Associates. This material may be considered advertising. Detailed information
about Charles River Associates, a registered trade name of CRA International, Inc., is available at http://www.crai.com.

Copyright 2010 Charles River Associates


http://www.crai.com/�
mailto:prankin@crai.com
mailto:twilsdon@crai.com
mailto:lsauri@crai.com
http://www.crai.com/ConsultingExpertise/content.aspx?tID=900

	The economics of patent settlement agreements 
	Patent settlement agreements
	Could the agreed date of entry determine whether the settlement harms consumers and taxpayers?
	Does a value transfer in the form of cash compensation determine whether the agreement harms competition?
	Does the magnitude of the value transfer matter?
	What is the role of other generic entrants?
	How should we consider the potential effects on innovation?
	Implications for the role of agreements involving reverse payment

	About CRA’s Life Sciences Practice
	Contact details



<<
  /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 /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 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


