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PRESCRIPTION DRUGS 

Enhanced Efforts and Better Agency 
Coordination Needed to Address Illegal 
Importation 

 
 

Highlights of GAO-06 175T, a testimony 
before the Subcommittee on Oversight 
and Investigations, Committee on Energy 
and Commerce, U.S. House of 
Representatives 

This testimony summarizes a GAO 
report on federal efforts to address 
the importation of prohibited 
prescription drugs through 
international mail and carrier 
facilities for personal use. U.S. 
Customs and Border Protection 
(CBP), in the Department of 
Homeland Security (DHS), and the 
Food and Drug Administration 
(FDA), in the Department of Health 
and Human Services (HHS), work 
with other federal agencies at 
international mail and express 
carrier facilities to inspect for and 
interdict these drugs. This 
testimony addresses (1) available 
data about the volume and safety of 
these drugs, (2) the procedures and 
practices used to inspect and 
interdict them, (3) factors affecting 
federal efforts to enforce the laws 
governing these drugs, and (4) 
federal agencies’ efforts to 
coordinate enforcement of the 
prohibitions on personal 
importation of these drugs. 

What GAO Recommends  

GAO recommends that (1) CBP and 
other task force agencies develop a 
strategic framework to enhance 
their enforcement efforts and (2) 
HHS assess the effect of modifying 
the requirement that FDA notify 
addressees about unapproved drug 
imports. DHS and most task force 
agencies generally supported the 
idea of a strategic framework. HHS 
agreed to assess modifying the 
notification requirement, and the 
U.S. Postal Service said that any 
proposal should consider 
international postal obligations. 
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www.gao.gov/cgi-bin/getrpt?GAO-06-175T-. 
 
To view the full product  
click on the link above. 
For more information, contact Richard Stana 
at (202) 512-8777 or StanaR@gao.gov. 
he information currently available on the safety of illegally imported 
rescription drugs is very limited, and neither CBP nor FDA systematically 
ollects data on the volume of these imports. Nevertheless, on the basis of 
heir own observations and limited information they collected at some mail 
nd carrier facilities, both CBP and FDA officials said that the volume of 
rescription drugs imported into the United States is substantial and 

ncreasing. FDA officials said that they cannot assure the public of the safety 
f drugs purchased from foreign sources outside the U.S. regulatory system. 

DA has issued new procedures to standardize practices for selecting 
ackages for inspection and making admissibility determinations. While 
hese procedures may encourage uniform practices across mail facilities, 
ackages containing prescription drugs continue to be released to the 
ddressees. CBP has also implemented  new procedures to interdict and 
estroy certain imported controlled substances, such as Valium. CBP 
fficials said the new process is designed to improve their ability to quickly 
andle packages containing these drugs, but they did not know if the policy 
ad affected overall volume because packages may not always be detected.  

AO identified three factors that have complicated federal enforcement of 
aws prohibiting the personal importation of prescription drugs. First, the 
olume of imports has strained limited federal resources at mail facilities. 
econd, Internet pharmacies can operate outside the U.S. regulatory system 
nd evade federal law enforcement actions. Third, current law requires FDA 
o give addressees of packages containing unapproved imported drugs 
otice and the opportunity to provide evidence of admissibility regarding 
heir imported items. FDA and HHS have testified before Congress that this 
rocess placed a burden on limited resources. In May 2001, FDA proposed to 
he HHS Secretary that this legal requirement be eliminated, but according to 
DA and HHS officials, as of July 2005, the Secretary had not responded with 
 proposal. FDA officials stated that any legislative change might require 
onsideration of such issues as whether to forgo an individual’s opportunity 
o provide evidence of the admissibility of the drug ordered.   

rior federal task forces and working groups had taken steps to deal with 
nternet sales of prescription drugs since 1999, but these efforts did not 
osition federal agencies to successfully address the influx of these drugs 

mported from foreign sources. Recently, CBP has organized a task force to 
oordinate federal agencies’ activities to enforce the laws prohibiting the 
ersonal importation of prescription drugs. The task force’s efforts appear to 
e steps in the right direction, but they could be enhanced by establishing a 
trategic framework to define the scope of the problem at mail and carrier 
acilities, determine resource needs, establish performance measures, and 
valuate progress. Absent this framework, it will be difficult to oversee task 
orce efforts; hold agencies accountable; and ensure ongoing, focused 
ttention to the enforcement of the relevant laws. 
United States Government Accountability Office

http://www.gao.gov/cgi-bin/getrpt?GAO-06-175T
http://www.gao.gov/cgi-bin/getrpt?GAO-06-175T


<<
  /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 1.3
  /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


