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Why GAO Did This Study

The Food and Drug Administration
(FDA) oversees the clinical
investigators who conduct research
involving new drugs, biologics, and
medical devices to ensure that their
conduct does not compromise the
safety of clinical trial participants
or the integrity of clinical trial data.
FDA can debar or disqualify
investigators who have engaged in
misconduct such as submitting
fraudulent data. Debarred or
disqualified investigators cannot
engage in certain activities related
to clinical research. GAO was
asked to review FDA’s debarment
and disqualification processes.
GAO examined the length of time
debarment and disqualification
processes have taken and factors
for those time frames, and the
statutory and regulatory limitations
of debarment and disqualification.
GAO reviewed laws, regulations,
and FDA files through November 5,
2008, for (1) all investigators, study
coordinators, and sub-investigators
for whom FDA pursued debarment
since receiving debarment
authority in 1992; and (2) all
clinical investigators for whom
FDA pursued disqualification since
FDA adopted its current process
for initiating proceedings in 1998.

What GAO Recommends

To improve its oversight, the
Commissioner of FDA should
pursue extending FDA’s debarment
authority; extend disqualification to
include drugs, biologics, and
medical devices; and ensure the
timely completion of debarment
and disqualification proceedings.
FDA agreed with GAO’s
recommendations.

View GAO-09-807 or key components.
For more information, contact Marcia Crosse
at (202) 512-7114 or crossem@gao.gov.

OVERSIGHT OF CLINICAL INVESTIGATORS

Action Needed to Improve Timeliness and Enhance
Scope of FDA’s Debarment and Disqualification
Processes for Medical Product Investigators

What GAO Found

More than half of the debarment proceedings in GAO’s review took 4 or more
years, and factors contributing to these time frames included internal control
weaknesses in the debarment process and competing priorities among
responsible staff. FDA has statutory authority to debar individuals who have
been convicted of felonies or certain misdemeanors related to the
development, approval, or regulation of a drug or biologic. For the 18
proceedings GAO reviewed, the length of time from an individual’s conviction
through debarment (or as of November 5, 2008, for pending proceedings)
ranged from about 1 year to nearly 11 years. Factors that contributed to delays
included that FDA staff faced competing priorities and FDA had not
established internal controls, such as time frames for the completion of steps
in the debarment process. FDA has made or planned changes that could
improve timeliness (e.g., by establishing time frames in March 2009), but the
effects of such actions have yet to be seen.

The time taken for disqualification proceedings varied and proceedings took
longer when the investigator contested disqualification. FDA may disqualify
investigators who repeatedly or deliberately failed to comply with FDA
regulations or submitted false information to FDA or the sponsor of a clinical
trial. For the 52 disqualification proceedings GAO reviewed, the length of time
from initiation of a disqualification proceeding to its conclusion (or as of
November 5, 2008, for pending proceedings) ranged from 26 days to more than
a decade, with about one-third taking more than 2 years. In general, the more
steps taken by the investigator to contest disqualification, the longer it took to
complete the proceeding. Disqualification proceedings initiated in 1998
through 2001 generally took longer than proceedings that were initiated more
recently. FDA officials told us that a lack of time frames for these
proceedings—an internal control weakness—may have contributed to longer
proceedings. FDA made changes to its disqualification process (e.g., by
establishing time frames in June 2008 and January 2009) that could further
improve timeliness, but the full effect of these changes remains to be seen.

FDA’s debarment authority does not fully extend to involvement with medical
devices, and its regulations do not extend disqualification for drugs and
biologics to medical devices and vice versa. As a result, an individual may be
debarred from involvement with drugs and biologics, but not from
involvement with medical devices, regardless of the kind of misconduct in
which the individual engaged. FDA’s disqualification regulations allow an
investigator who is disqualified for conduct related to drugs or biologics to
serve as an investigator for medical devices; likewise, an individual who FDA
disqualified for conduct related to medical devices remains able to serve as a
clinical investigator for drugs and biologics.

United States Government Accountability Office


http://www.gao.gov/products/GAO-09-807
http://www.gao.gov/cgi-bin/getrpt?GAO-09-807

	September 2009


<<
  /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


