
 
 

 
 
 
 

 
 

Association for Molecular Pathology Publishes Recommendations to Facilitate 
Design and Implementation of Clinical Pharmacogenomic DPYD Genotyping Assays 

 
Latest joint consensus guideline authored by representatives from AMP, ACMG, CPIC, CAP, DPWG, 

ESPT, PharmGKB, and PharmVar 
 

ROCKVILLE, Md. – July 22, 2024 – The Association for Molecular Pathology (AMP), the premier global molecular 
diagnostic professional society, today published consensus recommendations to aid in the design and validation 
of clinical DPYD genotyping assays, promote standardization of testing across different laboratories, and improve 
patient care. The manuscript, “DPYD Genotyping Recommendations: A Joint Consensus Recommendation of the 
AMP, American College of Medical Genetics and Genomics (ACMG), Clinical Pharmacogenetics Implementation 
Consortium (CPIC), College of American Pathologists (CAP), Dutch Pharmacogenetics Working Group (DPWG) of 
the Royal Dutch Pharmacists Association, European Society for Pharmacogenomics and Personalized Therapy 
(ESPT), Pharmacogenomics Knowledgebase (PharmGKB®), and Pharmacogene Variation Consortium 
(PharmVar),” was released online ahead of publication in The Journal of Molecular Diagnostics. 
 
The AMP Clinical Practice Committee’s Pharmacogenomics (PGx) Working Group was established to define the 
key attributes of pharmacogenetic alleles recommended for clinical testing, along with a minimum set of variants 
that should be included in clinical PGx genotyping assays. The new DPYD report is the latest in a series of 
recommendations developed by the AMP PGx Working Group to help standardize clinical testing for frequently 
used genotyping assays. It builds on the earlier clinical genotyping recommendations for CYP3A4/CYP3A5, 
TPMT/NUDT15, CYP2D6, genes important for warfarin testing, CYP2C9, and CYP2C19. It is important for 
healthcare providers to implement the recommendations along with other relevant clinical guidelines, such as 
those issued by CPIC and DPWG, both of which have a primary focus on interpreting PGx test results and 
providing therapeutic recommendations for specific drug-gene pairs. 
 
“Testing for variants in the DPYD gene can help identify individuals who may be at increased risk for severe 
fluoropyrimidine-related toxicity,” said Victoria M. Pratt, PhD, Co-Chair of the AMP PGx Working Group, Director 
of the Scientific Affairs for Pharmacogenetics at Agena Bioscience, and Adjunct Professor of Clinical 
Pharmacology at Indiana University School of Medicine. “This new report is intended to improve clinical practice 
and facilitate standardization across clinical laboratories and ensure that the appropriate variants are included 
in clinical PGx DPYD assays.” 
 
The AMP PGx Working Group used a two-tier categorization of variants recommended for inclusion, as with 
previous clinical PGx genotyping assay recommendations. The Tier 1 recommended variants were selected 
because they have a well-characterized effect on functional activity of the protein and/or gene expression, have 
an appreciable minor allele frequency in a population/ancestral group, have available reference materials for 
assay validation, and are technically feasible for clinical laboratories to interrogate using standard molecular 
testing methods. The Tier 2 list of optional variants meet at least one, but not all, of the Tier 1 criteria. These 
recommendations for clinical genotyping assays do not include variants with an unknown effect on protein 
function or gene expression. They are meant to be a reference guide and not a restrictive list. 
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https://doi.org/10.1016/j.jmoldx.2024.05.015
https://www.amp.org/AMP/assets/File/pressreleases/2023/Press_Release_AMP_CYP3A4_CYP3A5.pdf?pass=27
https://www.amp.org/AMP/assets/File/pressreleases/2022/8_24_22AMP_TPMT_NUDT15_Guidelines_Press_Release.pdf?pass=61
https://www.amp.org/AMP/assets/File/pressreleases/2021/AMP_CYP2D6_Guidelines_Press_Release061021.pdf?pass=73
https://www.amp.org/AMP/assets/File/pressreleases/2020/Warfarin_Sensitivity_Genotyping_Press_Release.pdf?pass=63
https://www.amp.org/AMP/assets/File/pressreleases/2019/CYP2C9_Publication_050919.pdf?pass=46
https://www.amp.org/AMP/assets/File/pressreleases/2018/AMP_CYP2C19PGx_FINAL_022618.pdf?pass=1


“Over the past six years, the AMP PGx Working Group has developed an extensive series of joint consensus 
guidelines to promote genotype concordance and test standardization between laboratories for the PGx assays 
most commonly used in clinical practice,” said Karen E. Weck, MD, Chair of the AMP PGx Working Group and 
Director of Molecular Genetics and Pharmacogenomics and Professor of Pathology & Laboratory Medicine and 
Genetics at the University of North Carolina at Chapel Hill. “We will continue to update the full series of 
recommendations as new data and reference materials become available.” 
 
To read the full manuscript, please visit https://doi.org/10.1016/j.jmoldx.2024.05.015. 
 
ABOUT AMP 
The Association for Molecular Pathology (AMP) was founded in 1995 to provide structure and leadership to the 
emerging field of molecular diagnostics. AMP’s 2,900+ members practice various disciplines of molecular 
diagnostics, including bioinformatics, infectious diseases, inherited conditions, and oncology. Our members are 
pathologists, clinical laboratory directors, basic and translational scientists, technologists, and trainees who 
practice in a variety of settings, including academic and community medical centers, government, and industry. 
Through the efforts of its Board of Directors, Committees, Working Groups, and Members, AMP is the primary 
resource for expertise, education, and collaboration in one of the fastest-growing fields in healthcare. AMP 
members influence policy and regulation on the national and international levels, ultimately serving to advance 
innovation in the field and protect patient access to high-quality, appropriate testing. For more information, visit 
www.amp.org and follow AMP on X: @AMPath. 
 
 
MEDIA CONTACT: 
Andrew Noble 
anoble@amp.org 
415-722-2129 

### 

https://doi.org/10.1016/j.jmoldx.2024.05.015
http://www.amp.org/
https://twitter.com/AMPath
mailto:anoble@amp.org

	The AMP Clinical Practice Committee’s Pharmacogenomics (PGx) Working Group was established to define the key attributes of pharmacogenetic alleles recommended for clinical testing, along with a minimum set of variants that should be included in clinic...
	MEDIA CONTACT:
	Andrew Noble


<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /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 /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /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 true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /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 false
  /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 false
  /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

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  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 /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


