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 DIETARY SUPPLEMENTS

FDA Should Take Further Actions to Improve 
Oversight and Consumer Understanding 

Highlights of GAO-09-250, a report to 
congressional requesters 

Dietary supplements and foods 
with added dietary ingredients, 
such as vitamins and herbs, 
constitute multibillion dollar 
industries. Past reports on the 
Food and Drug Administration’s 
(FDA) regulation of these products 
raised concerns about product 
safety and the availability of 
reliable information. Since then, 
FDA published draft guidance on 
requirements for reporting adverse 
events—which are harmful effects 
or illnesses—and Current Good 
Manufacturing Practice regulations 
for dietary supplements. GAO was 
asked to examine FDA’s (1) actions 
to respond to the new serious 
adverse event reporting 
requirements, (2) ability to identify 
and act on concerns about the 
safety of dietary supplements, (3) 
ability to identify and act on 
concerns about the safety of foods 
with added dietary ingredients, and 
(4) actions to ensure that 
consumers have useful information 
about the safety and efficacy of 
supplements. 

What GAO Recommends  

GAO recommends that the 
Secretary of Health and Human 
Services direct the Commissioner 
of the FDA to request additional 
authority to oversee dietary 
supplements, issue guidance on 
new dietary ingredients and to 
clarify the boundary between 
dietary supplements and foods with 
added dietary ingredients, and take 
steps to improve consumer 
understanding of dietary 
supplements. In commenting on 
this report, FDA generally agreed 
with GAO’s recommendations. 
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To view the full product, including the scope 
and methodology, click on GAO-09-250. 
For more information, contact Lisa Shames at 
(202) 512-3841 or shamesl@gao.gov. 
DA has made several changes in response to the new serious adverse event 
eporting requirements and has subsequently received an increased number of 
eports. For example, FDA has modified its data system, issued draft 
uidance, and conducted outreach to industry.  Since mandatory reporting 
ent into effect on December 22, 2007, FDA has seen a threefold increase in 

he number of all adverse event reports received by the agency compared with 
he previous year. For example, from January through October 2008, FDA 
eceived 948 adverse event reports—596 of which were mandatory reports 
ubmitted by industry—compared with 298 received over the same time 
eriod in 2007. Although FDA has received a greater number of reports since 
he requirements went into effect, underreporting remains a concern, and the 
gency has further actions planned to facilitate adverse event reporting.  

DA has taken some steps to identify and act upon safety concerns related to 
ietary supplements; however, several factors limit the agency’s ability to 
etect concerns and remove products from the market. For example, FDA has 

imited information on the number and location of dietary supplement firms, 
he types of products currently available in the marketplace, and information 
bout moderate and mild adverse events reported to industry. Additionally, 
DA dedicates relatively few resources to oversight activities, such as 
roviding guidance to industry regarding notification requirements for 
roducts containing new dietary ingredients. Also, once FDA has identified a 
afety concern, the agency’s ability to remove a product from the market is 
indered by a lack of mandatory recall authority and the difficult process of 
emonstrating significant or unreasonable risk for specific ingredients. 

lthough FDA has taken some actions when foods contain unsafe dietary 
ngredients, certain factors may allow potentially unsafe products to reach 
onsumers. FDA may not know when a company has made an unsupported or 
ncorrect determination about whether an added dietary ingredient in a 
roduct is generally recognized as safe until after the product becomes 
vailable to consumers because companies are not required to notify FDA of 
heir self-determinations. In addition, the boundary between dietary 
upplements and conventional foods containing dietary ingredients is not 
lways clear, and some food products could be marketed as dietary 
upplements to circumvent the safety standard required for food additives. 

DA has taken limited steps to educate consumers about dietary supplements, 
nd studies and experts indicate that consumer understanding is lacking. 
hile FDA has conducted some outreach, these initiatives have reached a 

elatively small proportion of dietary supplement consumers.  Additionally, 
urveys and experts indicate that consumers are not well-informed about the 
afety and efficacy of dietary supplements and have difficulty interpreting 
abels on these products. Without a clear understanding of the safety, efficacy, 
nd labeling of dietary supplements, consumers may be exposed to greater 
United States Government Accountability Office

ealth risks associated with the uninformed use of these products. 

http://www.gao.gov/cgi-bin/getrpt?GAO-09-250
http://www.gao.gov/cgi-bin/getrpt?GAO-09-250
mailto:shamesl@gao.gov


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /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
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -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
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /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
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /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)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /Description <<
    /JPN <FEFF3053306e8a2d5b9a306f300130d330b830cd30b9658766f8306e8868793a304a3088307353705237306b90693057305f00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /FRA <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




