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Health Care Reform Legislation Makes 
Significant Changes to Fraud & Abuse Laws 
by Douglas A. Grimm 

The recently enacted health care reform law, the Patient Protection and 
Affordable Healthcare Act (the “Act”) (Pub. L. No. 111-148), includes sub-
stantial modifications to federal fraud and abuse laws. One such change is  
to the physician self-referral law, commonly referred to as the “Stark Law,” 
which regulates the financial relationships between physicians and the health 
care entities to which the physicians refer. A brief summary of the more signifi-
cant changes follows.  

Overview of the Stark Law 
The Stark Law prohibits the referral of a patient by a physician to an “entity”1 for the provision of desig-
nated health services (“DHS”) if the physician (or an immediate family member) has a financial relationship 
with the entity, absent application of an ownership, compensation, or investment interest exception to the 
law. 42 U.S.C. § 1395nn. Entities may not submit a claim or bill to a federal health care program for DHS 
furnished pursuant to a prohibited referral.  

Modifications to the Stark Law 

Medicare Self-Referral Disclosure Protocol 
The Act requires that the Department of Health and Human Services (“HHS”), in conjunction with the 
Office of the Inspector General, implement a disclosure protocol for use by providers that discover actual 
or potential Stark law violations. See § 6409 of the Act. The Self-Referral Disclosure Protocol (“SRDP”) 
must be developed and effective by September 30, 2010. Instructions for use will be posted on the Centers 
for Medicare and Medicaid Services’ website, and will identify the specific person or office to whom disclo-

 
1 “Entities” are generally defined as physician practices, hospitals, health plans, or any other health care provider that furnishes 

DHS. 
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sures should be made, as well as the effect of the SRDP on existing corporate integrity or corporate com-
pliance agreements. 

Significantly, HHS is authorized to consider the facts and circumstances related to the actual or potential 
violation, and to exercise its discretion in reducing the amounts due for any violations. HHS may consider 
the following factors in its analysis: 

1. The nature and extent of the improper or illegal practice; 

2. The timeliness of self-disclosure by the provider; 

3. The provider’s level of cooperation in providing additional information; and 

4. Such other factors as HHS deems appropriate.  

HHS is required to monitor the effectiveness of the SDRP, and make a report to Congress by September 
30, 2011, regarding its implementation and usage. The report will include the volume of providers making 
disclosures, amounts of penalties collected, and the types of violations reported. 

Limitation on Stark Exception for Physician Ownership of Hospitals 
The Act curtails the Stark Law exception allowing physicians to hold ownership interests in hospitals. See 
§ 6001 of the Act. The Act limits physical expansion of current facilities, expansion of physician aggregate 
ownership percentages, and requires facilities currently under construction to obtain Medicare provider 
numbers by December 31, 2010 or face permanent exclusion from Medicare.  

Specifically, unless a facility meets a narrowly defined set of criteria involving geographic location and 
Medicaid payor mix percentages, existing facilities are prohibited from adding operating rooms, procedure 
rooms, and beds after March 23, 2010. “Procedure rooms” is defined broadly by the Act to “include rooms 
in which catheterizations, angiographies, angiograms, and endoscopies are performed.” Existing facilities 
should pay close attention to the implementing regulations of this broad statutory provision to determine 
whether the forthcoming regulatory language broadens or narrows the statute’s breadth. 

Disclosure Requirements for Use of the In-Office Ancillary Services Exception for Imaging Services 
The Act also increased the requirements for use of the in-office ancillary services exception by requiring  
a physician making a referral for MRI, CT or PET services (or other services to be designated by HHS  
in the implementing regulations) to inform the patient in writing, at the time of the referral, that the patient 
may obtain these services from a physician other than the referring physician. See § 6003 of the Act.  
In addition, the physician must provide the patient with a list of providers that furnish these services in  
the area in which the patient resides. The amendment applies to services furnished on or after January  
1, 2010. However, the statute makes no comment on the method of retroactive application of this 
requirement. 

Conclusion 
In keeping with the federal government’s increased focus on health care fraud and abuse, the Act makes 
substantial changes to the Stark law. These changes have the potential to significantly affect providers’ 
business and compliance strategies. Close attention should be paid to the issuance of HHS’s regulations, 
as they will provide further guidance on implementation of the statutory provisions above. 
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If you have any questions about the content of this advisory, please contact the Pillsbury attorney with 
whom you regularly work or the attorneys below. 
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Northern Virginia 
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This publication is issued periodically to keep Pillsbury Winthrop Shaw Pittman LLP clients and other interested parties 
informed of current legal developments that may affect or otherwise be of interest to them. The comments contained herein 
do not constitute legal opinion and should not be regarded as a substitute for legal advice. 
© 2010 Pillsbury Winthrop Shaw Pittman LLP. All Rights Reserved. 

http://www.pillsburylaw.com/daniel.margolis
mailto:daniel.margolis@pillsburylaw.com
mailto:david.main@pillsburylaw.com
mailto:melissa.starry@pillsburylaw.com
http://www.pillsburylaw.com/melissa.starry
mailto:allen.briskin@pillsburylaw.com
http://www.pillsburylaw.com/allen.briskin
mailto:gerry.hinkley@pillsburylaw.com
http://www.pillsburylaw.com/gerry.hinkley
http://www.pillsburylaw.com/douglas.grimm
mailto:douglas.grimm@pillsburylaw.com
http://www.pillsburylaw.com/david.main


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /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 /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
    /AgencyFB-Bold
    /AgencyFB-Reg
    /Algerian
    /Arial-Black
    /Arial-BoldItalicMT
    /Arial-BoldMT
    /Arial-ItalicMT
    /ArialMT
    /ArialNarrow
    /ArialNarrow-Bold
    /ArialNarrow-BoldItalic
    /ArialNarrow-Italic
    /ArialRoundedMTBold
    /ArialUnicodeMS
    /BaskOldFace
    /Bauhaus93
    /BellMT
    /BellMTBold
    /BellMTItalic
    /BerlinSansFB-Bold
    /BerlinSansFBDemi-Bold
    /BerlinSansFB-Reg
    /BernardMT-Condensed
    /BlackadderITC-Regular
    /BodoniMT
    /BodoniMTBlack
    /BodoniMTBlack-Italic
    /BodoniMT-Bold
    /BodoniMT-BoldItalic
    /BodoniMTCondensed
    /BodoniMTCondensed-Bold
    /BodoniMTCondensed-BoldItalic
    /BodoniMTCondensed-Italic
    /BodoniMT-Italic
    /BodoniMTPosterCompressed
    /BookAntiqua
    /BookAntiqua-Bold
    /BookAntiqua-BoldItalic
    /BookAntiqua-Italic
    /BookmanOldStyle
    /BookmanOldStyle-Bold
    /BookmanOldStyle-BoldItalic
    /BookmanOldStyle-Italic
    /BookshelfSymbolSeven
    /BradleyHandITC
    /BritannicBold
    /Broadway
    /BrushScriptMT
    /CalifornianFB-Bold
    /CalifornianFB-Italic
    /CalifornianFB-Reg
    /CalisMTBol
    /CalistoMT
    /CalistoMT-BoldItalic
    /CalistoMT-Italic
    /Castellar
    /Centaur
    /Century
    /CenturyGothic
    /CenturyGothic-Bold
    /CenturyGothic-BoldItalic
    /CenturyGothic-Italic
    /CenturySchoolbook
    /CenturySchoolbook-Bold
    /CenturySchoolbook-BoldItalic
    /CenturySchoolbook-Italic
    /Chiller-Regular
    /Code39SlimTT-Regular
    /ColonnaMT
    /ComicSansMS
    /ComicSansMS-Bold
    /CooperBlack
    /CopperplateGothic-Bold
    /CopperplateGothic-Light
    /CourierNewPS-BoldItalicMT
    /CourierNewPS-BoldMT
    /CourierNewPS-ItalicMT
    /CourierNewPSMT
    /CurlzMT
    /EdwardianScriptITC
    /Elephant-Italic
    /Elephant-Regular
    /EngraversMT
    /ErasITC-Bold
    /ErasITC-Demi
    /ErasITC-Light
    /ErasITC-Medium
    /EstrangeloEdessa
    /FelixTitlingMT
    /FootlightMTLight
    /ForteMT
    /FranklinGothic-Book
    /FranklinGothic-BookItalic
    /FranklinGothic-Demi
    /FranklinGothic-DemiCond
    /FranklinGothic-DemiItalic
    /FranklinGothic-Heavy
    /FranklinGothic-HeavyItalic
    /FranklinGothic-Medium
    /FranklinGothic-MediumCond
    /FranklinGothic-MediumItalic
    /FreestyleScript-Regular
    /FrenchScriptMT
    /Garamond
    /Garamond-Bold
    /Garamond-Italic
    /Gautami
    /Georgia
    /Georgia-Bold
    /Georgia-BoldItalic
    /Georgia-Italic
    /Gigi-Regular
    /GillSansMT
    /GillSansMT-Bold
    /GillSansMT-BoldItalic
    /GillSansMT-Condensed
    /GillSansMT-ExtraCondensedBold
    /GillSansMT-Italic
    /GillSans-UltraBold
    /GillSans-UltraBoldCondensed
    /GloucesterMT-ExtraCondensed
    /GoudyOldStyleT-Bold
    /GoudyOldStyleT-Italic
    /GoudyOldStyleT-Regular
    /GoudyStout
    /Haettenschweiler
    /HarlowSolid
    /Harrington
    /HelveticaNeueLT-Black
    /HelveticaNeueLT-BlackCond
    /HelveticaNeueLT-BlackCondObl
    /HelveticaNeueLT-BlackExt
    /HelveticaNeueLT-BlackExtObl
    /HelveticaNeueLT-BlackItalic
    /HelveticaNeueLT-Bold
    /HelveticaNeueLT-BoldCond
    /HelveticaNeueLT-BoldCondObl
    /HelveticaNeueLT-BoldExt
    /HelveticaNeueLT-BoldExtObl
    /HelveticaNeueLT-BoldItalic
    /HelveticaNeueLT-BoldOutline
    /HelveticaNeueLT-Condensed
    /HelveticaNeueLT-CondensedObl
    /HelveticaNeueLT-ExtBlackCond
    /HelveticaNeueLT-ExtBlackCondObl
    /HelveticaNeueLT-Extended
    /HelveticaNeueLT-ExtendedObl
    /HelveticaNeueLT-Heavy
    /HelveticaNeueLT-HeavyCond
    /HelveticaNeueLT-HeavyCondObl
    /HelveticaNeueLT-HeavyExt
    /HelveticaNeueLT-HeavyExtObl
    /HelveticaNeueLT-HeavyItalic
    /HelveticaNeueLT-Italic
    /HelveticaNeueLT-Light
    /HelveticaNeueLT-LightCond
    /HelveticaNeueLT-LightCondObl
    /HelveticaNeueLT-LightExt
    /HelveticaNeueLT-LightExtObl
    /HelveticaNeueLT-LightItalic
    /HelveticaNeueLT-Medium
    /HelveticaNeueLT-MediumCond
    /HelveticaNeueLT-MediumCondObl
    /HelveticaNeueLT-MediumExt
    /HelveticaNeueLT-MediumExtObl
    /HelveticaNeueLT-MediumItalic
    /HelveticaNeueLT-Roman
    /HelveticaNeueLT-Thin
    /HelveticaNeueLT-ThinCond
    /HelveticaNeueLT-ThinCondObl
    /HelveticaNeueLT-ThinExt
    /HelveticaNeueLT-ThinExtObl
    /HelveticaNeueLT-ThinItalic
    /HelveticaNeueLT-UltraLigCond
    /HelveticaNeueLT-UltraLigCondObl
    /HelveticaNeueLT-UltraLigExt
    /HelveticaNeueLT-UltraLigExtObl
    /HelveticaNeueLT-UltraLight
    /HelveticaNeueLT-UltraLightItal
    /HighTowerText-Italic
    /HighTowerText-Reg
    /Impact
    /ImprintMT-Shadow
    /InformalRoman-Regular
    /Jokerman-Regular
    /JuiceITC-Regular
    /Kartika
    /KristenITC-Regular
    /KunstlerScript
    /Latha
    /LatinWide
    /LucidaBright
    /LucidaBright-Demi
    /LucidaBright-DemiItalic
    /LucidaBright-Italic
    /LucidaCalligraphy-Italic
    /LucidaConsole
    /LucidaFax
    /LucidaFax-Demi
    /LucidaFax-DemiItalic
    /LucidaFax-Italic
    /LucidaHandwriting-Italic
    /LucidaSans
    /LucidaSans-Demi
    /LucidaSans-DemiItalic
    /LucidaSans-Italic
    /LucidaSans-Typewriter
    /LucidaSans-TypewriterBold
    /LucidaSans-TypewriterBoldOblique
    /LucidaSans-TypewriterOblique
    /LucidaSansUnicode
    /Magneto-Bold
    /MaiandraGD-Regular
    /Mangal-Regular
    /MaturaMTScriptCapitals
    /MetaBlack-Caps
    /MetaBlack-Roman
    /MetaBold-Caps
    /MetaBold-Roman
    /MetaBook-Caps
    /MetaBook-Roman
    /MetaMedium-Roman
    /MetaNormal-ItalicCaps
    /MetaNormal-Roman
    /MicrosoftSansSerif
    /Mistral
    /Modern-Regular
    /MonotypeCorsiva
    /MSOutlook
    /MSReferenceSansSerif
    /MSReferenceSpecialty
    /MVBoli
    /NiagaraEngraved-Reg
    /NiagaraSolid-Reg
    /OCRAExtended
    /OldEnglishTextMT
    /Onyx
    /OratorBT-TenPitch
    /PalaceScriptMT
    /PalatinoLinotype-Bold
    /PalatinoLinotype-BoldItalic
    /PalatinoLinotype-Italic
    /PalatinoLinotype-Roman
    /Papyrus-Regular
    /Parchment-Regular
    /Perpetua
    /Perpetua-Bold
    /Perpetua-BoldItalic
    /Perpetua-Italic
    /PerpetuaTitlingMT-Bold
    /PerpetuaTitlingMT-Light
    /Playbill
    /PoorRichard-Regular
    /Pristina-Regular
    /Raavi
    /RageItalic
    /Ravie
    /Rockwell
    /Rockwell-Bold
    /Rockwell-BoldItalic
    /Rockwell-Condensed
    /Rockwell-CondensedBold
    /Rockwell-ExtraBold
    /Rockwell-Italic
    /ScriptMTBold
    /ShowcardGothic-Reg
    /Shruti
    /SnapITC-Regular
    /Stencil
    /Sylfaen
    /SymbolMT
    /Tahoma
    /Tahoma-Bold
    /TempusSansITC
    /TimesNewRomanPS-BoldItalicMT
    /TimesNewRomanPS-BoldMT
    /TimesNewRomanPS-ItalicMT
    /TimesNewRomanPSMT
    /Trebuchet-BoldItalic
    /TrebuchetMS
    /TrebuchetMS-Bold
    /TrebuchetMS-Italic
    /Tunga-Regular
    /TwCenMT-Bold
    /TwCenMT-BoldItalic
    /TwCenMT-Condensed
    /TwCenMT-CondensedBold
    /TwCenMT-CondensedExtraBold
    /TwCenMT-Italic
    /TwCenMT-Regular
    /Verdana
    /Verdana-Bold
    /Verdana-BoldItalic
    /Verdana-Italic
    /VinerHandITC
    /Vivaldii
    /VladimirScript
    /Vrinda
    /Webdings
    /Wingdings2
    /Wingdings3
    /Wingdings-Regular
    /ZWAdobeF
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /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 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /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 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /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 ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000500044004600206587686353ef901a8fc7684c976262535370673a548c002000700072006f006f00660065007200208fdb884c9ad88d2891cf62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef653ef5728684c9762537088686a5f548c002000700072006f006f00660065007200204e0a73725f979ad854c18cea7684521753706548679c300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA <>
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020b370c2a4d06cd0d10020d504b9b0d1300020bc0f0020ad50c815ae30c5d0c11c0020ace0d488c9c8b85c0020c778c1c4d560002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken voor kwaliteitsafdrukken op desktopprinters en proofers. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents for quality printing on desktop printers and proofers.  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 false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /NoConversion
      /DestinationProfileName ()
      /DestinationProfileSelector /NA
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure true
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles true
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /NA
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /LeaveUntagged
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


