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August 6, 2008 

 
FDA Announces Significant Policy Changes Regarding Conflict 
of Interest Management and Conduct of Advisory Committees 

 
Issues Five New Guidance Documents  

 
On August 4, 2008, the U.S. Food and Drug Administration (FDA) 
issued major new policies and procedures regarding its management 
of FDA advisory committees and conflicts of interest.  Public 
comments are due by October 6, 2008.  
 
FDA announced that its intent is to make the process for seeking 
advice from independent experts as open, public, and transparent as 
possible in order to ensure the highest public confidence. The 
centerpiece is a new approach to the review and management of 
potential financial conflict of interest and eligibility for participating 
in FDA advisory committees.  In addition, FDA has redesigned its 
website so that advisory committee meeting announcements, 
briefing documents, and other information related to meetings are 
posted in a single location and more easily accessible to the public. 
 
FDA provided details about these policy changes regarding advisory 
committees in four final guidance documents and one draft guidance 
document on these topics:  
 

 Procedures for determining conflict of interest and eligibility 
for participation (final guidance)   

 Public availability of financial interest information and 
waivers (final guidance)  

 Voting procedures at advisory committee meetings (final 
guidance)  

 Preparation and public availability of information (final 
guidance)  

 Clarification of FDA decision-making on when an advisory 
committee is convened (draft guidance) 

For more information, contact: 

Laura Loeb 
(202) 661-7836 

lloeb@kslaw.com 

Beverly Lorell, M.D. 
(202) 383-8937 

blorell@kslaw.com 
 

Christina M. Markus 
(202) 626-2926 

cmarkus@kslaw.com 

King & Spalding 
Washington, DC 

1700 Pennsylvania Avenue, NW 
Washington, DC  20006-4706 

Tel:  (202) 737-0500 
Fax: (202) 626-3737 
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The major changes, outlined in the final guidance documents, include FDA’s new approach for 
consideration of conflict of interest, the voting strategy that will be used at advisory committee meetings, 
and commitments for disclosure of information.  FDA stated on its website that it believes that its final 
policies regarding conflict of interest are stricter than the requirements that were enacted in the FDA 
Amendments Act of 2007.   
 
Further, FDA identified four major differences from its earlier 2000 Waiver Criteria:  
 

 If an individual, spouse, or minor child has potential conflicting financial interests of more than 
$50,000 regarding the matter that will be considered at the meeting, the individual will not be 
allowed to participate in the committee meeting. 

 Four scenarios are identified where the FDA does not intend to issue a waiver, even if the potential 
conflicting financial interest is below $50,000. 

 Before issuing any waiver, FDA will require demonstration that the waiver is necessary to provide 
essential expertise needed for the committee meeting. 

 As required by the FDA Amendments Act of 2007, FDA will progressively limit the number of 
waivers that are granted. 

FDA has also announced several changes regarding the conduct of advisory committee meetings and public 
disclosure of information. A key change is that committee members will vote simultaneously on the formal 
questions that FDA asks the committee to answer.  FDA identified this as a modification to ensure integrity 
of the voting process. It is a major change from previous sequential voting in which there was the potential 
for a voter to be influenced by the vocal voting decision, as well as comments about the vote, of those who 
preceded them.  In addition, FDA committed to a timeline for notifying the sponsor that a meeting will be 
conducted and publicly posting all briefing materials no later than two full business days before the 
scheduled day of the meeting.  
 

 The FDA press release and all new policies and procedures can be viewed at, 
http://www.fda.gov/bbs/topics/NEWS/2008/NEW01871.html     

 The new FDA Advisory Committee Home Page can be viewed at, http://www.fda.gov/oc/advisory/ 

Stakeholders with an interest in the topic of when FDA should refer a matter to an advisory committee 
should consider taking advantage of this opportunity to comment on FDA’s proposed plan.  Although FDA  
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is required by statute to make referrals in some situations, FDA also has discretionary authority to decide 
whether to refer a matter to an advisory committee in most instances.  The draft proposal can be accessed at, 
http://www.fda.gov/OHRMS/DOCKETS/98fr/FDA-2008-D-0417-gdl.pdf. 
 
Please contact us if you have questions or we can assist you in the preparation of public comments. 

 

King & Spalding is an international law firm with more than 800 lawyers in Abu Dhabi, Atlanta, Austin, Charlotte, Dubai, Frankfurt, Houston, London, New 
York, Riyadh (affiliated office), San Francisco, Silicon Valley and Washington, DC. The firm represents half of the Fortune 100 and in a Corporate Counsel survey in 
September 2007 was among the top firms representing Fortune 250 companies. For additional information, visit www.kslaw.com.  

This alert provides a general summary of recent legal developments. It is not intended to be and should not be relied upon as legal advice. 



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.6
  /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 false
  /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 (Color Management Off)
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages false
  /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 false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages false
  /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 false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /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 (None)
  /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


