
SummaryN-ETFOSERabbitTeratology

StudyNumbers:3M T-6316.8,Argus418-010

Compound & Lot: N-ETFOSE (N-Ethyl-PerfluoroocyanesulfonamidoEthanol)- LotFM3923 (30035,
30037,30039)98.2% pure(SNM AnalyticalRequest52489)AnalyticalDocumentationfiledalongwith
finalreport.Note- same lotasusedintwo-yearratcarcinogenicitystudy(T-6316,Covance 6329-212).

StudyTitle:Oral(StomachTube)DevelopmentalToxicityStudyofN-ETFOSE inRabbits

ReportDate: IIJanuary1999

StudyMonitorSummary: (writtenby MarvinT.Case) Pregnantrabbitfemales,22 pergroup,weregiven
dailyoral(intubation)of N-ETFOSE atdoselevelsof 0,0.1,1.0,2.5,and 3.75mgtkgtdayon days7
through20 ofgestation.The rabbitfetuseswhich had beenexposedinuteroduringorganogensiswere
collectedatday 29 of gestation.Allof thefetuseswere examinedforsofttissue(visceral)changesusinga
dissectionmicroscopeand thenallfetuswere examined forskeletalchanges.
A doserelatedbody weighteffectoccurredinthe1.0,2.5,and 3.75mgtkg dosegroups.The differencein
mean body weightswas statisticallysignificantatthe2.5and 3.75mg/kg doses.A significantreductionin
food consumptionwas alsopresentatthe2.5and 3.75mgtkg doses.No compound relateddeathsoccurred
atanydose level.
Abortionsoccurredinone controldoe,intwo 2.5mgtkg does,and infive3.75mg/kg does.The abortions
atthehighesttwo doseswere consideredtobe compound related.The mean number oflateresorptions
was alsoincreasedinthe2.5and 3.75mgtkg females.The reducedfoodconsumptionand adversebody
weighteffectthatoccurredatthesetwo highestdoselevelwereindicativeofdam toxicity.The increased
number of abortionsand lateresorptionswereprobablysecondarytothedam toxicity.
No compound-relatedsofttissueor skeletalmalformationswerefound atanydoselevel.Thus,the
compound was notfoundtobe teratostenicintherabbit.
The maternaltoxicNOEL was 0.1 mgtkg.
The fetaltoxicNOEL was 1.0mgfkg.
TeratogenicNOEL intherabbitwas > 3.75mg/kg.
NOTE: Dose preparationsampleswerecollectedtwiceduringthestudyand thesesampleswere sentto
3M EvirornmentalAnalyticallaboratoryinBldg2. Likewise,sampleswerecollectedfrom extrafemales
assignedastoxicokineticsatelliteanimals(3/groupexceptlow and highdose5/group).Theseanimals
were killedon gestationday 21 (dayafterlastdose)and thefollowingsampleswerecollected:serum and
liverfrom pregnantdams,fetusesand placentas(pooledby litter)from uterus.Thesesampleswere frozen
and sentto3M EvirommentalAnalyticallaboratoryinBldg 2. At timeof thissummary,March 1999,
analysisofthesesampleshad notbeen done;therefore,theseanalyticalresultswere riotincludedinthe
finalreportnorinthissummary.


