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To view the full product, including the scope 
and methodology, click on GAO-09-190. 
For more information, contact Marcia Crosse  
at (202) 512-7114 or crossem@gao.gov. 
n fiscal years 2003 through 2007, as part of its premarket review to determine 
hether devices should be permitted to be marketed in the United States, 
DA 

 reviewed 13,199 submissions for class I and II devices via the 510(k) 
process, clearing 11,935 (90 percent) of these submissions; 

 reviewed 342 submissions for class III devices through the 510(k) process, 
clearing 228 (67 percent) of these submissions; and 

 reviewed 217 original and 784 supplemental PMA submissions for class III 
devices and approved 78 percent and 85 percent, respectively, of these 
submissions.  

lthough Congress envisioned that class III devices would be approved 
hrough the more stringent PMA process, and the Safe Medical Devices Act of 
990 required that FDA either reclassify or establish a schedule for requiring 
MAs for class III device types, this process remains incomplete. GAO found 

hat in fiscal years 2003 through 2007 FDA cleared submissions for 24 types of 
lass III devices through the 510(k) process. As of October 2008, 4 of these 
evice types had been reclassified to class II, but 20 device types could still be 
leared through the 510(k) process. FDA officials said that the agency is 
ommitted to issuing regulations either reclassifying or requiring PMAs for the 
lass III devices currently allowed to receive clearance for marketing via the 
10(k) process, but did not provide a time frame for doing so.  

lass III Device Submissions with FDA Review Decisions in Fiscal Years 2003 through 2007, 
y FDA Review Process and Review Decision 
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ource: GAO analysis of FDA data.

otes: 510(k) includes traditional and abbreviated 510(k) submissions. Supplemental PMA includes 
ertain types of submissions for changes to devices that were previously approved through the PMA 
rocess. Not cleared/not approved includes 510(k) submissions that were denied or other (e.g., 
ithdrawn) and PMAs that were withdrawn or otherwise not approved.   
he Food and Drug Administration 
FDA) within the Department of 
ealth and Human Services (HHS) 

s responsible for oversight of 
edical devices sold in the United 

tates. Regulations place devices 
nto three classes, with class III 
ncluding those with the greatest 
isk to patients. Unless exempt by 
egulation, new devices must clear 
DA premarket review via either 

he 510(k) premarket notification 
rocess, which determines if a new 
evice is substantially equivalent to 
nother legally marketed device, or 
he more stringent premarket 
pproval (PMA) process, which 
equires the manufacturer to 
upply evidence providing 
easonable assurance that the 
evice is safe and effective.  
lass III devices must generally 
btain an approved PMA, but until 
DA issues regulations requiring 
ubmission of PMAs, certain types 
f class III devices may be cleared 
ia the 510(k) process. The FDA 
mendments Act of 2007 mandated 

hat GAO study the 510(k) process. 
AO examined which premarket 

eview process—510(k) or PMA—
DA used to review selected types 
f device submissions in fiscal 
ears 2003 through 2007. GAO 
eviewed FDA data and regulations, 
nd interviewed FDA officials.  

What GAO Recommends  

GAO recommends that FDA 
expeditiously take steps to issue 
regulations for class III device 
types currently allowed to enter the 
market via the 510(k) process by 
requiring PMAs or reclassifying 
them to a lower class. HHS agreed 
with GAO’s recommendation. 
United States Government Accountability Office

http://www.gao.gov/cgi-bin/getrpt?GAO-09-190
http://www.gao.gov/cgi-bin/getrpt?GAO-09-190


<<
  /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


