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CERTIFEED NUIL
Document ProcessingCenter(7407)
ATTN: Section8(e)Coordinator
OfficeofPollufionPrevenfionandToxics
US EnvironmentalProtecfionAgency
401 M Strea@SW_
Washington,DC 20460

Re: TSCA 8(e)NoticeforPerfluorooctaneSulfonylFluoride-basedProductionProcesses

Dear Sir:

PursuanttoSection8(e)oftheToxicSubstancesControlAc@ 3M isreportingthedraftresults
ofan updateofa retrospectivecohortmortalitystudyofworkersattheDecatur,Alabama
manufacturingfacility.The studyupdatewas performedby theUniversityofMnnesota!s
DivisionofEnvironmentaland OccupationalHealthand i@cludedworkerswithatleastone
yearofcumulativeemployment attheplantpriortoDecember 31,1997.The cohortof2,083
employees was followedfrom 1961 through1998.

Thismortalitystudywas originallyinitiatedaspartofanongoingmonitoringprogram of
fluorochemicalproductionworkersthatbeganinthelate1970's.Previousstudyresults
showed a healthyworker effectand no statisticallysignificantelevationsofstandardmortality
ratiosforany causeamong tluorochernicalproductionworkersatDecatur[Mandel,1995].In
addition,testingdone throughregularmedicalmonitoringhasnotassociatedabnormalclinical
chemistryresultswithDecaturemployees'serum levelsforper:fluorooctanesulfonate[Olsen,

1999].

Inthecurrentupdateofthiscohortmortalitystudy,thecohoitwas dividedintothreeexposure
categoriesbasedon jobtitlesintheemployee'sWork historyand knowledge ofserum PFOS
levelsgenerallyfoundinemployeeswiththatjobtitle-no workplaceexposureto
perfluorooctanesulfonylfluoride(POSF)-basedchemistries;low potentialworkplaceexposure
toPOSF-based chemistries;and everhadjob withhighpotentialworkplaceexposuretoPOSF-
based chemistries.Therewere fewerthanexpecteddeathsfrom allcauses(145v.230
expected)and from allcancers(39v.54 expected)intheoverallcohort.Inthehighest
exposed group,therewere fewerthanexpectedoveralldeaths(65v.93 expected)and deaths
from cancer(18v.21 expected).The basisofthissectiong(e)reportisthatthestudydidfind
a statisticallysignificantlyelevatedstandardmoralityratio(SMR) forbladdercancer(codedas
malignantneoplasm ofthebladderand otherurinaryorgans)inthehighexposuregroup. The
SMR forthiscauseinthehighpotentialexposuregroupwas 16.1(3observed,0.2expected,
95% confidenceinterval3.347.1).Allthreeemployeeswho diedfrom bladdercancerworked
inthefacilitybeginninginthe1960'sand thelastretiredby 1989.One diedpriorto1992 and
theothertwo diedbetween 1992 and 1998.
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Although thestudyshows an associationbetween workerseveremployed injobswith high
exposuretoPOSF-based flUOTOChemicalsatDecaturand bladdercancer,existingtoxicology
dataindicateitisunlikelythatPOSF'chemistry exposureisrelatedtothesetumors.
Perfluorooctanesulfonateand N-ethyl-perfluorooctanesulfomaniidoethanolhave bothbeen
extensivelystudied.Neitherisgenotoxicinmultiplestudies.Two-year bloassayson both
compounds, inrats,arenearingcompletion.Preliminaryinfbnnationshows no tumors of the
urinarybladderin thehighdosegroup of eitherstudy.(Finalreportspending.)No acuteor
subchronicstudyforeithercompound hasshown any bladderorurinarytracttoxicity.
Other possibleexplanationsforthestudyfindingarechance,exposureto otherchemicalsin
thework environment and personalriskfactorssuchas smoking orrecurrenturinarytract
stonesor infection.ingeneral,theexposurestrafificationused inthisstudywould applyto
exposureto most chemicalsused on thesite,notjustPOSF-based chemistries.We are
currentlyinvestigatingwhether therehasbeen historicaluseof known orsuspectedbladder

carcinogensatthislocation.

Ile liverhas been thetargetorganinanimalstudiesdone withperfluorooctanesulfonateand
N-ethyl-perfluorooctanesulfonamidoethanol.The two-yearfeedingstudyof N-ethyl-
perfluorooctanesuffonamidoethanolresultedina significantincreaseinbenign liveradenomas
inhigh dose female rats.(Supplemental8(e)noticedatedDecember 4,2000)In thismortality
studytherewere two casesof deathfrom livercancer-one inthelow exposuregroup and one
inthehigh exposuregroup (SMR = 3.1,observed= 2,expected=.65, 95% confidenceinterval
= 0.4-11.1).Inone ofthesecases,thereisstilluncertaintyas towhetherthedeathofthis85-
year-oldmale was relatedtoa primarylivercancerora metastaticprocesstotheliver.Inthe
othercase,theemployment durationwas brief(oneyear)and theworker was young (36years),
raisingthepossibilityof anothercausativeexplanation(viral).

The finalreportwillbe forwardedtoyou when availablefrom theUniversityofMirmesot&

PleasecontactDr.LarryZobel,3M Medical Directorat651-733-5181 ifyou have any

quesfionsconceming thisfiling.

Sincerely,

ExecutiveVice President
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