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FOOD LABELING 
FDA Needs to Reassess Its Approach to Protecting 
Consumers from False or Misleading Claims 

Why GAO Did This Study 

The Food and Drug Administration 
(FDA) oversees federal requirements 
to prohibit false or misleading food 
labels; the Federal Trade Commission 
enforces the prohibition against false 
or misleading advertising. By statute, 
health claims on food labels must 
have significant scientific agreement, 
but in 2002, in response to a court 
decision, FDA decided to allow 
qualified health claims with less 
scientific support. Structure/function 
claims refer to a food’s effect on body 
structure or function and are also 
used on food. Congress directed GAO 
to study FDA’s implementation of 
qualified health claims for food. GAO 
examined (1) the results of FDA’s 
efforts to allow the use of qualified 
health claims and oversight of these 
claims and (2) consumers’ 
understanding of the claims. GAO 
also examined FDA’s oversight of 
structure/function claims. GAO 
reviewed FDA documents and 
consumer studies and interviewed 
stakeholders from health, medical, 
industry, and consumer groups.  

What GAO Recommends 

GAO recommends FDA identify and 
request from Congress authorities to 
access companies’ evidence for 
potentially false or misleading 
structure/function claims on food to 
establish scientific support, provide 
guidance to industry on the evidence 
it needs to support such claims, and 
provide direction to FDA inspectors 
to help identify claims for further 
review. FDA generally agreed with 
the first two recommendations but 
found the third to be impractical; 
GAO clarified that recommendation.

What GAO Found 

FDA’s efforts to protect consumers from false or misleading claims are 
conducted in a complex and challenging legal and regulatory environment. 
From 2002, when FDA announced its decision to allow qualified health claims 
on food labels—following a court decision involving its authority to regulate 
dietary supplements—through September 2010, FDA received 16 petitions 
from companies proposing 60 claims on food labels. After reviewing the 
scientific evidence presented in the petitions, FDA determined that there was 
enough credible scientific evidence for the agency to allow the use of 12 
qualified health claims, by modifying language to qualify the claims and 
characterize in detail the strengths and limitations of the scientific support for 
those claims. In overseeing qualified health claims for food labels, FDA has 
issued two warning letters to food companies—both in 2010—for citing health 
benefits that were not in the allowed qualified health claims or supported by 
scientific evidence. 

Research showed, and stakeholders indicated, that consumers find it difficult 
to understand the differences between health claims with significant scientific 
agreement and the lower level of scientific support for qualified health claims. 
Research also showed that consumers find it difficult to distinguish among the 
many different types of claims on food labels, including health claims, 
qualified health claims, and structure/function claims.   

FDA data indicate that companies now minimally use qualified health claims 
on foods but more widely use structure/function claims to convey their foods’ 
health benefits. Companies’ use of structure/function claims is subject to the 
general statutory requirement that labeling not be false or misleading.  
However, FDA has not given companies guidance on the scientific support 
needed to prevent false or misleading information for a structure/function 
claim for food or given its inspectors instructions for identifying potentially 
false or misleading information in such claims when examining food labels as 
part of food facility compliance inspections. Even if FDA were to provide such 
guidance, structure/function claims pose a serious oversight dilemma for the 
agency.  That is because FDA—unlike the Federal Trade Commission (FTC), 
which can require companies to submit any relevant evidence as part of an 
investigation of whether claims are substantiated—does not have the ability to 
compel companies to turn over their substantiation documents.  GAO’s work 
indicates that FDA’s efforts to meet that burden are hampered by the lack of 
access to the evidence that a company relies on to make such a claim.  In 
particular, while FDA may ask a company to provide its scientific support for 
a claim, FDA does not have express legal authority to compel the company to 
provide such information. FTC, on the other hand, which is responsible for 
protecting consumers from false advertising generally, has the authority to 
compel companies to provide the support. FTC officials said that the 
Commission would have difficulty taking enforcement actions against 
companies for alleged false structure/function claims on food labels and in 
advertisements without access to companies’ proprietary market and 
scientific research. 

View GAO-11-102 or key components. 
For more information, contact Lisa Shames at 
(202) 512-3841 or shamesl@gao.gov. 

http://www.gao.gov/products/GAO-11-102
http://www.gao.gov/products/GAO-11-102
mailto:shamesl@gao.gov


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /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 /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness false
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages false
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /Warning
  /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 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages false
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /Warning
  /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 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages false
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /Warning
  /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 (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  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 true
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AllowImageBreaks true
      /AllowTableBreaks true
      /ExpandPage false
      /HonorBaseURL true
      /HonorRolloverEffect false
      /IgnoreHTMLPageBreaks false
      /IncludeHeaderFooter false
      /MarginOffset [
        0
        0
        0
        0
      ]
      /MetadataAuthor ()
      /MetadataKeywords ()
      /MetadataSubject ()
      /MetadataTitle ()
      /MetricPageSize [
        0
        0
      ]
      /MetricUnit /inch
      /MobileCompatible 0
      /Namespace [
        (Adobe)
        (GoLive)
        (8.0)
      ]
      /OpenZoomToHTMLFontSize false
      /PageOrientation /Portrait
      /RemoveBackground false
      /ShrinkContent true
      /TreatColorsAs /MainMonitorColors
      /UseEmbeddedProfiles false
      /UseHTMLTitleAsMetadata true
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /BleedOffset [
        0
        0
        0
        0
      ]
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName (U.S. Web Coated \(SWOP\) v2)
      /DestinationProfileSelector /UseName
      /Downsample16BitImages true
      /FlattenerPreset <<
        /ClipComplexRegions true
        /ConvertStrokesToOutlines false
        /ConvertTextToOutlines false
        /GradientResolution 300
        /LineArtTextResolution 1200
        /PresetName ([High Resolution])
        /PresetSelector /HighResolution
        /RasterVectorBalance 1
      >>
      /FormElements true
      /GenerateStructure true
      /IncludeBookmarks true
      /IncludeHyperlinks true
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MarksOffset 6
      /MarksWeight 0.250000
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /UseName
      /PageMarksFile /RomanDefault
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


