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EPA’s Statutory Authority
The Food Quality Protection Act — August 3, 1996

= Amended the Federal Food, Drug, and Cosmetic Act (FFDCA)

* Requires EPA to:

“...develop a screening program, using appropriate validated test
systems and other scientifically relevant information to determine if
certain substances may have an effect in humans that is similar to an
effect produced by a naturally occurring estrogen...”

provide for “...testing of all pesticide chemicals...”
* Authorizes EPA to include:

- “...other endocrine effect[s], as the Administrator may designate.”
(i.e., androgen and thyroid; endocrine effects in species other than
humans)

- Other non-pesticide chemicals that:

“...may have an effect cumulative to that of a pesticide...” and
“...to which a substantial human population may be exposed.”

= = Safe Drinking Water Act (SDWA) Amendments

* Allow EPA to require testing of chemical substances found in
sources of drinking water, if a substantial human population may
be exposed
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= Established following recommendations of:

The Endocrine Disruptor Screening and Testing
Advisory Committee (EDSTAC) of 1996-1998

Public comment

EPA’s Science Advisory Board & FIFRA Scientific
Advisory Panel
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= Assay Validation
* Development and validation of test assays (Tier 1

screening & Tier 2 testing)
= Priority Setting
« Selecting chemicals to be screened

= Procedures
Developing procedures to require and administer EDSP

data
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Assay Development & Q%
Validation

EDSTAC recommended a two-tiered approach
= Tier 1 battery (in vitro and in vivo assays)

To identify substances that have the potential
to interact with the estrogen, androgen, or
thyroid hormone systems

= Tier 2 testing (multigenerational tests)

To identify, and establish a dose-response
relationship for any adverse effects that might
result from the interactions identified through
the Tier 1 assays
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= 11 Assays to be included in the EDSP Tier 1 Screening
Battery as proposed to the FIFRA Science Advisory Panel
(SAP) March 25-27, 2008
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«  Amphibian Metamorphosis (Complete)
* AR Binding (Complete)
* Aromatase (Complete)
- ER Binding (2009-Q2)
* ER Transcriptional Activation (Complete)
* Female Pubertal (Complete)
* Fish Screen (Complete)
« Hershberger (Complete)
« Male Pubertal (Complete)
« Steroidogenesis (Complete)
 Uterotrophic (Complete)

= The FIFRA SAP recommended using the Agency’s
proposed Tier 1 Screening Battery

e FIFRA SAP Report Dated June 11 2008
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Tier 2 Tests

Assays Recommended by EDSTAC

Mammalian 2-generation

Avian reproduction

Amphibian Growth/Reproduction

Fish lifecycle

Mysid lifecycle
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Note: The fact that a substance may be determined to interact
with a hormone based on results from Tier 1 battery assays,
does not mean it will cause adverse effects in humans or wildlife

following Tier 2 testing.
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= Approach to selecting Chemicals for Initial
Screening was established on Sept. 27, 2005,

after considering comments

= Based on potential human exposure

« Chemicals found in multiple pathways

- Pesticide active ingredient presence in:
Food
Water
Residential
Occupational

- High Production Volume (HPV) inerts in:
Human and eco biomonitoring
Water
Air
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Announced the Draft List of Chemicals for Initial
Screening on June 18, 2007 in Federal Register Notice

« Made available for public comment via docket

» 64 Pesticide actives and 9 HPVs / pesticide inerts

* Not a list of “known” or “likely” endocrine disruptors
Public comment period ended on February 11, 2008

* Public comment period had been extended 3 times

Draft List revised after reviewing public comments

The Draft Final List of Chemicals for Initial Screening
has been submitted for Office of Management and
Budget (OMB) review

+ “Response to Public Comments” Document also
submitted for review
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Policies & Procedures
FFDCA §408(p)(5) Directive

= Minimize duplicative testing
* Promotes joint data development
* “To the extent practicable”

= Develop, as appropriate, procedures for fair

and equitable cost sharing
* Promotes sharing of costs by joint data developers
and data compensation by people who enter the
marketplace after data are submitted

= Develop, as necessary, procedures for
handling confidential business information
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Generally, to require the submission of data
under the EDSP, EPA intends to

* Issue test orders under FFDCA §408(p)(5) and/or
FIFRA §3(c)(2)(B)

« Encourage the use of consortia to respond to orders

« Adopt existing procedures to provide CBI protections
and data compensation

The Policies & Procedures outline

« Format and general content for the test orders

« How EPA will determine to whom orders will be
iIssued

 How order recipients should respond to orders,
including procedures for challenging the orders
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Policies & Procedures 394
Status e

Draft Policies, draft order templates & draft
ICR issued on December 13, 2007

Public comment period ended on March 11,
2008

EPA has reviewed all comments and has
prepared a “Response to Public Comments”
document

EPA has revised the Policies and Procedures
In response to the comments
« Submitted to OMB for review
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= Request For Correction (RfC) submitted by the Center
for Regulatory Effectiveness (CRE)

«  Submitted to EPA July 10, 2008

* CRE requested that EPA make several corrections to the
statements made in EPA’s response to the Peer Review
Results for the Amphibian Metamorphosis Assay

» Response submitted to OMB for review
* OMB has requested additional information
= CropLife America (CLA) submitted a petition to EPA
regarding the EDSP
«  Submitted to EPA on July 11, 2008
* Agency currently preparing response to the petition
* Agency will submit the response for OMB review shortly
= OMB Meeting with the Physicians Committee for
Responsible Medicine (PCRM)
* Meeting held on July 16, 2008

*Received after all public comment periods had ended
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EDSP Timeline

|

Proposed Chemical Draft Initial
Selection Strategy Initial List List
Development of Procedural i
Final

Framework

...2002 2003 2004 2005 2006 2007 2008 2009 2010 2011

Tier | Validation

Tier |
Screening

Tier |l Validation

Slide 14 of 15



Slide 15 of 15



	Endocrine Disruptor Screening Program (EDSP)� �Presentation for��The Pesticide Program Dialogue Committee (PPDC)
	EPA’s Statutory Authority
	Endocrine Disruptor Screening Program (EDSP)
	Current EDSP Activities
	Assay Development & Validation
	Tier 1 Screens
	Tier 2 Tests
	Priority Setting�Approach
	Priority Setting�Draft List → Final List
	Policies & Procedures�FFDCA §408(p)(5) Directive
	Policies & Procedures�Approach
	Policies & Procedures�Status
	Additional Stakeholder�Questions/Comments*
	For More Information


<<
  /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
  ]
  /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


