
NOTE TO DOCKET READER:

Thesepagesareexcerptedfrom theEPA
PreliminaryPFOAECA Frameworkdocument
andarespecific for Fluoropolymerchemicals.
Thecompletedocument,includingthe
appendices,is availablefrom EPA DocketNo.
OPPT-2003-0056.Incinerationtestingis
identifiedasEPA dataneednumber8 in the
accompanyingtable.



U.S. EPA Preliminary PFOA ECA Framework for June 6, 2003 Meeting May 20, 2003
• Preliminary Framework for Enforceable ConsentAgreementData

Developmentfor PFOA and Telomers

Background

As indicatedin theAgency’sFederalRegisternotice(68 FR 18626;April 16, 2003)on
perfluorooctanoicacid(PFOA)andfluorinatedtelomers,EPAis interestedin developing
enforceableconsentagreements(ECAs)undersection4 oftheToxic SubstancesControlAct
(TSCA) to Identify environmentalfateandtransportinformation,aswell asotherrelevant
informationto enhanceunderstandingofthe sourcesofPFOAin theenvironmentandtheY
pathwaysby whichhumanexposureto PFOAis occurring.

EPAanticipatesthat theECA processwill focuson dataneedsissuesbeyondor
supplementalto thosecontainedin the industryletteEsof intent(LOIs) (3M, OPPT-2003-0012-
0007;FluoropolymerManufacturersGroup(FMG), OPPT-2003-0012-0012;TelomerResearch
Program(TRP), OPPT-2003-0012-0013;andall threegroupsjointly, OPPT-2003-~0012-0016).
All documentsreferencedin thisFrameworkwith OPPT-2003-0012designationnumberscanbe
foundin theelectronicdocketon EPA’s websiteatwww.epa.gov/edo.cketlby usingthe“Quick
Search”featureto locatethespecific documentnumber.

EPA will notpursueadditionalhealtheffectstestingofPFOAthroughthisECAprocess.
At this time, andfor thepurposeofthisECA process,EPAconsidersthattheexistingdatabase
ofhazardinformation,asaugmentedby additionalstudiesalreadyunderway,presentsan
adequateunderstandingofPFOAtoxicity.

Independentlyof this.ECA process,EPAhasnominatedanumberoffluorochemicalsfor
inclusionin thenextNationalHealthandNutrition ExaminationSurvey(NHANES) conducted
by theCentersfor DiseaseControlandPrevention(CDC). If theCDCincludesthesechemicals
in theNHANES survey,theNHANES datawouldprovideanationalbaselinefor currentgeneral
populationexposuresto thesechemicalsviahumanbloodsamples.If bloodsamplesare
analyzedfor fluorochemicalsovertime, this wouldallow thetrackingoftrendsto determine
whetherexposuresareincreasingor decreasingovertime.Accordingly,EPA will notpursue
humanbiomonitoringthroughtheseECAs, althoughtargetedsamplingmightbe consideredin
thefuture if warrantedby dataproducedthrough.ECAs,voluntaryactivities, CDC studies,or
otherinformationavailableto EPA..

EPA anticipatesthat multipleECAsmayresultfrom thisprocess.For example,separate
ECAsmaybenegotiatedfor telomerchemicalsandproductsandforfluoropolymerchemicals
andproducts,wheretheissuespresentedby thesechemicalsand.productsproveto bedifferent
andwheretestbatteriesdiffer. In addition,it maybepossibleto comerapidly to agreementand
closureon certaindataneedsinvolving standardtestprotocolsandscreening-leveldata.Inthat
instance,anECA for thegenerationof screening-leveldatamaybe signedwhile negotiations
continueon.theneedfor otherdatato bedevelopedby moreadvancedand/ornewprotocols.For
example,biodegradationtestingmaybe an areafor which anECA couldbe developedrapidly.
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Similarly, ECA testingrequirementsmaybetiered,providingthatsubsequenttestingin certain
areaswould dependon theoutcomeof screeningstudies.

All datato be developedunderthisECA processwill besubjectto therequirementsof
EPA’s Quality AssuranceGuidelines(EPA Order5360.1A2,May2000),whichcanbe foundat
www.epa.gov/ciualitv/.Theseguidelinesmayrequirethepreparationofawritten Quality
AssuranceProjectPlan(QAPP)describingtheprojectdesign,themethodsto beused,theproject
organizationandresponsibilities,andspecificqualityassuranceandquality controlactivitiesthat
will be implementedto achievespecifieddataquality goalsor requirements.Informationon
QAPPsandotherquality managementandquality assurancetoolsareavailableon EPA’s
websiteatwww.ena.gov/qualitv/ciatools.html.In addition,all testingrequiredby aTSCA
Section4 ECA will beconductedin accordancewith theEPAGoodLaboratoryPractice
Standards(GLPS)foundat40 CFRpart792.

TSCAincludesprovisionswhich allow manufacturers,processors,anddistributorsto
designatedatawhichtheybelieveareentitledto confidentialtreatment,making themexempt
from public disclosure,andto submitthosedataseparatelyfrom informationwhichwill be
publicly accessible(15 USC2613).EPA’sregulationsregardingconfidentialbusiness
information(CBI) arefoundat40 CFRPart2, SubpartB (seealso,5 USC 552).EPA anticipates
thatcertainitems referencedin thisPreliminaryFrameworkDocumentmaybeclaimedasCBI,
possiblyincludingspecificchemicalidentities,productformulations,andproductionvolumes.
No CBI informationwill bediscussedor disclosedin public meetingsor documents.WhereCBI
informationis involved in this ECA process,EPA will work directlywith thesubmittertoensure
boththat CBI is protectedandthatthegoalsofthisECA processwill bemet.

Introduction

In this document,EPApresentsfor discussionapreliminaryframeworkfor the
developmentof datathat theAgencybelieveswouldbe appropriateto addresstheoutstanding
PFOA sourceandexposurequestionsidentifiedin theFederalRegisternotice.This documentis
intendedasadiscussionguidefor theJune6, 2003meeting,notasapredeterminedlist of
informationneedsdefiningtheoutcomeoftheECA process.

Thisdocumentis presentedin two parts,accompaniedby two appendices.Thetwo
documentsections,TelomerData NeedsandFluoropolymerDataNeeds,presentbrief
identificationsof overarchingneeds,with tableslisting possibletestsubstancesandstudy
protocols.AppendixA, Rationalesfor ProposedFateTestingandMonitoring andSampling
Activities,providesmoredetailedexplanationsof andrationalesfor thespecific testsand
protocolsidentifiedin thetablesin thefirst two sections.AppendixB, DeterminationofTest
Substances,providesexamplesandexplanationsof howspecifictestsubstances,which areonly
identifiedgenerallyin thetablesin thePreliminaryFrameworkDocument,maybe determined
duringtheECA process.
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FluoropolymerDataNeeds

Thefluoropolyrnersof concernto theAgencyarethosefor whichPFOA(generallyin the
form of ammoniumperfluorooctanoate,APFO)is usedasapolymerizationaid. Information
currentlyavailablesuggeststhatthesefluoropolymerswouldnotbreakdownto form PFOAasa
degradationproduct.The industryhasindicatedthat PFOAis notexpectedto bepresentin
fluoropolymerproductsmanufacturedusingPFOAasafluoropolymerprocessingaid,andhas
proposedin theirLOT (OPPT-2003-0012-0012)to testproductsfor thepresenceofPFOA. Such
informationmaybehelpful in constructinganunderstandingof PFOA’s massbalancein these
processes.QuestionsremainconcerningpotentialreleasesofPFOAfrom theincinerationof
fluoropolymerproducts.EPA’s concernis forpotentialreleasesofPFOAfrom fluoropolymer
andPFOAmanufacturingprocesses,andfrom anypotentialpresenceofresidualPFOAin
fluoropolymerproductsor resultingfrom theincinerationof suchproducts. -

EPArequestedclarificationofcertainof 3M’s andFMG’s LOl commitmentsonApril
30, 2003 (OPPT-2003-00l2-0028and0029,respectively).3M respondedonMay 7, 2003
(OPPT-2003-0012-0035),andFMG andDuPontrespondedon May 5 andMay7, 2003(OPPT-
2003-0012-0036through0044).

Fate,Biodegradation,andIncineration

EPAhasidentifiedsomequestionswith respectto thepotentialfor fluoropolymer
degradation,andwith thefateanddegradationoftheproductsoffluoropolymerincineration.
Accordingly,EPA is suggestingcertainphysicallchemicalproperty,fate,andincineration
testing,asshownon thefollowing table.

Monitoring

With respectto characterizingreleasesfrom PFOAmanufacture,from fluoropolymer
manufacture,andfrom theuseoffluoropolymerdispersionsin treatingarticles,EPAbelieves
that screening-levelenvironmentalmonitoringin the immediatevicinity of all PFOAand
fluoropolymermanufacturingfacilities, aswellasa selectionoffacilities from different
industriesthatutilize fluoropolymerdispersionsto coator treatothermanufacturedarticles,are
appropriate.Accordingly,EPA is suggestingpotentialsamplingandmonitoringactivities
addressingthepotentialpresenceofPFOAin air,water,soils,sediments,andbiotaatPFOAand
fluoropolymermanufacturingfacilities, andatfacilitiesutilizing fluoropolymerdispersions.EPA
is also suggestingthesamplingandtestingoffluoropolymerproductsandfluoropolymer-treated
articlesto determinethepotentialresidualpresenceof PFOAorthereleaseof PFOAduringuse
andaging.

Informationconcerningblood levelsin workersmayfurtherhelpto identify and
characterizethesourcesandpathwaysof exposure,atid maybe contemplatedin thefuture
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dependingupontheresultsofmonitoringfor PFOAin thevicinity offluoropolymerandPFOA
manufacturingandusefacilities, andotherinformationavailableto EPA. EPAwill notpursue
blood monitoringaspartofthis ECAprocess~

ProductStewardship

Oneadditionalareaofinformationwhich EPAbelievesis necessaryconcernsan overall
improvedunderstandingofmdustry’sproductstewardshipefforts with respectto theproducts
andissuesfor which PFOAis a concern.Accordingly,EPA considersthereportingofspecific

productstewardshipinformationasadataneedwhich shouldbediscussedduringthis ECA
process.Productstewardshipinformationmayinclude,but is not limited to, descriptionsof
workertraining andlabelingandotherhazardcommunicationtools,descriptionsofguidance
providedto downstreamusersofproductsandarticles(including,for example,specific
processesto beusedduring factoryapplicationsofcoatings),andstepsto controlandreduce
exposures,releases,andwastes.

EPAhasidentifiedpotentialdataneedsfor PFOAandfluoropolymersin TableH. Some
oftheseneedsappearto bemetin wholeor in partunderthe3M andFMG LOIs, andare
identifiedin thefollowingtablewith an asterisk(*). This ECA processofferstheopportunityto
furtherrefineanddeveloprelatedtestingandapproachesto addressneedsor to generatedata
that go beyondthoseexpressedin theexistmg3MandFMG LOT commitments
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Table II. Fluoropolymer Data Needs

Item DataNeedor Issue:Fluoropolymers TestSubstances • SuggestedTestMethods,

1. Comprehensivefluoropolymermarket
information:

CAS numbers
Chemicalnames
Production/importvolumes
Uses/applications .

All fluoropolymersmadeusingPFOA
asfluoropolymerpolymerizationaid
(FPA).

,

Nonerequired.

,

.

2. P-chempropertiesto inform fatetesting
,

Representativefluoropolymers
.

Thefollowing, asappropriate:
Soil adsorptionldesorptionisothermOPPTS835.1220
Hydrolysisasa functionof pH OPPTS 835.2130
UV/visible absorptionOPPTS830.7050

3.

.

.

,

Elucidationof degradationpathwaysand
identification ofdegradationproducts •

•

,

.

•
.

•

Representativefluoropolymers

The choiceof testingmaterialwill be
targetedbasedon structure,
productionvolume,usesand
environmentalexposures. .

.

.

~

The following, as appropriate:
InherentBiodegradabilityZahn-Wellens/EMPATest
835.3200
ActivatedsludgesorptionisothermOPPTS835.1110
AerobicandAnaerobicTransformationsin Soil OECD
307
AerobicandAnaerobicTransformationsinAquatic
SedimentsystemsOECD 308
DirectPhotolysisin Water OPPTS 835.2210
IndirectPhotolysisScreeningTestOPPTS835.5270
Determinationof air/waterpartitioncoefficient/Henry’s
Law Constant(methodto bedetermined)
Simulationtest-AerobicSewageTreatment(Activated
SludgeUnits) OECD 303A
Anaerobicbiodegradabilityof organiccompoundsin
digestedsludge:measurementof gasproduction,OECD
311
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4. Determinationof p-chem,fateandtransport
propertiesof majordegradationproducts

To bedeterminedbasedontest
results ,

.

P-Chemproperties/Fate/Transportin 2 & 3 above
Determinationof air/waterpartitioncoefficient/Henry’s
Law Constant(methodto bedetermined)
UV/visible absorptionOPPTS830.7050
DirectPhotolysisinWater OPPTS835.2210
IndirectPhotolysisScreeningTestOPPTS835.5270

5. Determinationof PFOAFPA contaminationof
processedfluoropolymer(solid), includinga
detailedmaterialbalancefocusingon interstage
transfersandreleasesto environmental
compartments

Analysis of processedfluoropolymer
products: PTFEhomopolymers,
copolymers,fluoroelastomers. ,

Validationof engineenngmodelswith
analyticaldata Documentationof
PFOAremoval/destruction(asserted
in AR226-1000). •

To bedeterminedbasedon granularvsfine powder
solids.
.

TheTRPproposedmethodfor detectingPFOAimpurity
in carpet/textile/papermay serveasa startingpoint

.

6. *presenceof PFOAin fluoropolymerand
fluoropolymertreatedproductsand articles

.

Representativefluoropolymersand
representativefluoropolymertreated
productsandarticles(paper,textile
andcarpetproducts,PTFEcookware,
engineoil withPTFE)from
manufacturersandimporters.

Samplingandtestingstandardsto bedetermined
Stabilityof productsduring meltprocessingormolding
/extrusionprocedures.

•

.

7. Presenceof PFOA emittedfrom fluoropolymer
treatedproductsandarticlesastheyageduring
use

,

Representativefluoropolymersfrom
manufacturersandimportersin
indoor airadjacentto— anddustfrom
or adjacentto— carpet,textile, and
paper.

Samplebefore,during, andaftersuchactivitiesas
chemicalre-treatmentof carpetandapparel;carpet
vacuuming,steamcleaning,andlaundrywashingand
drying (apparel)

Therangeof chemicalemissionsfrom theseproducts
andarticlescanbe estimatedunderlaboratory
conditionssuchas in testchambersor testhouses.

Samplingandtestingstandardsto bedetermined.
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8.

.

Determinationof incinerationbyproductsof
fluoropolynierandfluoropolymertreated
productsandarticles

.

Representativefluoropolymersand
fluoropolymertreatedproducts,and
articles(paper,textile andcarpet
products,engineoil with PTFE) from
manufacturersandimporters..

“Laboratory” BurnTestProtocol:
1. ASTMEl641:DecompositionKineticsby
Thermogravimetry.
2. Laboratory-ScaleThermalDegradationviaGC/MS
yielding the temperaturefor99%destructionefficiency

@ 2.0secondresidencetime& excessoxygen.

9. Determinationofp-chem,fateandtransport
propertiesof incinerationproducts

Representativeincinerationproducts
from 8 above. ,

To bedeterminedbasedonincinerationtestresults
-

10.

,

*Releaseandexposureassessmentsadjacentto
PFOAandfluoropolymermanufacturingand
usefacilities, alsoof controlareas

Fluoropolymerpolymerizationaids
(FPAs)andrelatedcompoundsin air,
streamandquiet surfacewaters
(surfacefilm andsubsurface)
groundwater,sediments,surfacesoil,
andbiota.

Samplingandtestingstandardstobedetermined.3M
(OPPT-2003-0012-0035)andDuPont(Exygen)(OPPT-
2003 0012 0040)PFOAmethodsin docketmayserve
asinitial pointforwater,buttheylackdifferentiationfor
surfacefilm. Mabury(as describedin OPPT-2003-0012-
0010)mayprovideairstartingpoint.

11. Productstewardshipinformationconcerning
PFOAandfluoropolymerproductandarticle
manufacturing,use,anddisposal

PFOA andfluoropolymerproducts
andarticles

None
.

* Denotesthat3M and/orFMGhavecommittedto providesome,but not necessarilyall, informationconcerningthis particular

dataneedor endpointfor oneormorechemicalsAnalyticalmethodsareto be determined,anddataquality requirementsneed
to be reviewedto determineappropriatenessandacceptabilityin thecontextofthis ECA To theextentthat chemicalsbeyond
thosebeingcoveredundertheLOIs are identifiedaspossibletestcandidates,theneedfor suchtestingwill beconsideredin
thecontextoftheECA process

Testmethodsmay.beamendedandadaptedthroughtheECA process,andwheretestmethodshavenotbeenidentified,they
maybe developedduring theECA process. • ,
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