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TITLE: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF
PFOS IN RATS

ARGUS RESEARCH LABORATORIES, INC.
PROTOCOL NUMBER: 418-015
SPONSOR'S STUDY NUMBER: T-6295.14

1. SUMMARY AND CONCLUSION

A. Methods'

Twenty-fourpresumed pregnant CH:CD@BR VAF/Plus@ (Sprague-Dawley)rats
were assigned tothreedosage groups (Groups Ithrough 111),eightratsper
dosage group. The ratswere administeredthe testarticle,PFOS (FC-95),or
the vehicle,0.5% Tween@ 80 inreverseosmosis membrane processed
deionizedwater(R.O.deionizedwater),orally(viagavage),once dailybeginning
43 days priortocohabitationuntilconfirmedevidenced ofmating. Dosages of
0 (Vehicle),0.1and 1.6mg/kg/day were administeredata dosage volume of
5 mukg.

A.I. Fo Generation Rats:

The female ratswere observed forviabilityatleasttwiceeach day ofthestudy.
The ratswere examined forclinicalobservationsofeffectsofthetestarticle,
abortions,premature deliveriesand deaths beforeand approximatelyone hour
afterdosage. Rats were observed forclinicalobservationsand general
appearance once dailyduringallotherperiodsofstudy. Body weightswere
recordeddailyduringthe dosage and postdosage periodsand atsacrifice.Feed
consumption valueswere recordedweekly priortocohabitation,dailyduring
gestationand on days 1,4,7,10 and 14 oflactation(DLs 1,4,7,10 and 14).

The female ratswere evaluatedfordurationofgestation,liftersizesand pup
viabilityatbirth.Pups thateitherappeared stillbomorthatdiedbeforeinitial
examinationofthe littersforviabilitywere examined forvitalstatusatbirth.
Matemal behaviorofthedams was evaluateddailywhen the pups were
examined duringthe 21-day postpartumperiod.Observed maternalbehavior
was recordedon DLs 1,4,7,10,14 and 21.

a. Detaileddescriptionsofallproceduresused inthe conduct ofthisstudy
are providedintheappropriatesectionsofthisreportand inAPPENDIX C
(PROTOCOL AND AMENDMENT).
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Urineand fecalsample were collectedfrom female ratsforthefollowing
intervals:one day priortoinitiationofcohabitationtothefollowingmorning,days
6 to7,14 to 15 and 20 to21 ofpresumed gestation(DGs 6 to7,14 to 15 and
20 to21),and DLs 21 to22. Followingeach 24-hourcollectioninterval,samples
were shippedtotheSponsor foranalysis.Blood samples were collectedfrom
each ofthe matemal ratson the day cohabitationwas initiated(priorto
cohabitation),DGs 7,15 and 21,and DLs 14 and 22. Serum samples were
shipped totheSponsor foranalysis.

Allsurvivingratsassigned tothe studywere sacrificedon DL 22 followingthe
finalcollectionintervalforurineand fecalsamples and bloodsample collection
and a gross necropsy ofthe thoracic,abdominal and pelvicviscerawas
performed.Tissueswithgross lesionswere retained.The number and
distributionofimplantationsiteswas recorded.A liversectionfrom each dam
was collectedand shipped tothe Sponsor foranalysis.

A.2. Fl Generation Lifters:

Day 1 oflactation(postpartum)was definedas theday ofbirthand was alsothe
firstday on which allpups ina lifterwere individuallyweighed. The lifterswere
observed forviabilityatleasttwiceeach day duringthepostpartumperiod.
Lifterswere observed forclinicalobservationsand generalappearance once
dailyduringthepostpartum period.The pups ineach lifterwere counted once
daily.Body weightswere recordedon DLs 1 (birth),4,7,14 and 21.

Pups found dead were examined forgross lesionsand forthecause ofdeath.
For allpups found dead on DLs 2 to4,alllungswere preserved.

On DL 4,lifterswere culledtofivemale pups and fivefemale pups per lifter,
where possible.The lungsand theliverswere collectedfrom thefirsttenpups
culleddeterminedtobe atDL 4 from each dosage group (irrespectiveoflifter).
The lungsand theliverswere individuallyretained.Remaining culledpups were
sacrificedand discardedwithoutevaluation.

Allremainingpups on studywere sacrificedand examined forgross lesionson
DL 21. Gross lesionswere retained.The liverfrom each pup was collected,
pooled(perlifter)and shippedtotheSponsor foranalysis.Blood samples were
collectedand pooled(perlifter).Serum samples were shippedtotheSponsor
foranalysis.
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B. Results

No deaths or premature deliverieswere attributedto PFOS treatment.One
vehiclecontrolgroup ratwas injuredand died afterorbitalsinusbleedingon
DG 15. Allotherratssurvivedtoscheduled sacrifice.Alladverse clinical
observationsdudng the precohabitation,gestationand lactationperiodswere
r,onsideredunrelatedtothetestarticle.A redsubstance was found inthe
thoraciccavityoftheratthatdied. Allotherratsappeared normal atnecropsy.

Rats administeredthe 1.6mg/kg/day dosage ofthetestarticlehad reduced body
weightgainsor body weightlossesineach week ofthe precohabitationperiod.
Dams inthe 1.6mg/kg/day dosage group had reduced body weightgainsduring
thefirstweek ofthegestationperiod(DGs 0 to7). Body weightgainswere then
increasedas compared tothe controlgroup valueon DGs 7 to 10,13 to15 and
15 to18. Reflectingthisrebound effect,body weightgainswere increasedfor
theentiregestationperiod(DGs 0 to20) inthe 1.6mg/kg/daydosage group,as
compared tothe controlgroup value. Body weightgainsfordams administered
the 1.6mg/kg/day dosage ofthetestarticleduringtheprecohabitationperiod
generallycontinuedtobe increasedduringthelactationperiod.

Absolute(g/day)and relative(g/kg/day)feed consumptionvalueswere
reduced inthe 1.6mg/kg/day dosage group ineach week oftheprecohabitation
period.Dams inthe 1.6mg/kg/day dosage group had reduced absoluteand
relativefeed consumption valuesduringthe firstweek ofthegestationperiod
(DGs 0 to7). Feed consumption valueswere then generallycomparable to
controlgroup valuesforthe remainderofthe gestationperiod.Absoluteand
relativefeed consumption values inthisdosage group were slightlyreduced,as
compared tocontrolgroup values,fortheentiregestationperiod(DGs 0 to20).
Absoluteand relativefeed consumption valuesduringthe lactationpedod were
reduced inthegroups administered0.1or1.6mg/kg/day ofthetestarticleduring
the precohabitationperiod,however the reductionswere notstrictlydosage-
dependent.

Administrationofthetestarticleatdosages as highas 1.6mg/kg/day didnot
adverselyaffectany parameter evaluatedatnaturaldeliveryordudng the22-day
lactationperiod.No clinicalornecropsy observationsinthe Fl generationpups
were attributabletodosages ofthetestarticleas highas 1.6mg/kg/day.
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C. Conclusion

The purpose ofthestudy,as statedintheprotocol,was toevaluatethe
pharmaco kineticsofPFOS inFo generationpregnantfemale ratsfollowing
PFOS treatmentduringthepre-cohabitationperiod.Thisreportincludesstudy
datafrom thein-lifeportionwhich was conducted atArgus Research
laboratories,Inc.The pharmacokineticsamples thatwere collectedduringthe
in-lifeportionofthestudywere senttothe Sponsor foranalysisand willbe
reportedseparately.Itisthe responsibilityofthe Sponsor, 3M Corporate
Toxicology,tocombine thein-liferesultswiththe analyticalresultsintoa final
pharmacokineticreport.

23 -rv)9y

MildredS. Christian,Ph.D.,Fellow,ATS Date
ExecutiveDirectorofResearch

Alan M. Hoberman, Ph.D.,DABT Date
DirectorofResearch

exond G. York@Ph@..,DABT Date
AssociateDirectc e@ irchand
Study Director
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li. DESCRIPTION OF TEST PROCEDURES

A. Conduct of Stud

A.l. Sponso:

3M CorporateToxicoloigy,3M Center,Building220-2E-02, St.Paul,
Minnesota 55144-1000

A.2. TestingFacilit

Argus Research Laboratories,Inc.,905 Sheehy Ddve, BuildingA, Horsham,
Pennsylvania 19044-1297

A.3. Study Number:

418-015

A.4. Sponsoes Study Number:

T-6295.14

A.5. Purpose ofthe Study:

The purpose ofthisstudywas toevaluatethe pharmacokineticsofPFOS in
Fo generationand Fl generationratsdudng gestationand lactationfollowing
cessationofPFOS treatmentof Cd:CD@)BR VAF/Plus@ female ratsat confirmed
mating.

A.6. Study Design:

The requirementsofthe U.S. Food and Drug Administration(FDA)(')were used
as the basisofstudydesign.

A.7. Regulato[y Comr)liance:

The studywas conducted incompliancewithGood LaboratoryPractice(GLP)
regulationsofthe U.S.Food and Drug Administration(FDA)(2), the Japanese
MinistryofHealthand Welfare(MHW)(1)and the European Economic Community
(EEC)(4).There were no deviationsfrom theGLP regulationsthataffectedthe
qualityorintegrityofthe study.QualityAssurance Unitfindingsderivedfromthe
inspectionsduringtheconduct ofthisstudyare documented and have been
providedtothe Study Directorand theTestingFacilityManagement.
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A.8. OwnershiR of the Stud

The Sponsor owns the study. Allraw data,analyses, reportsand preserved

tissuesare the propertyofthe Sponsor.

A.g. Study Monitor:

Marvin T. Case, D.V.M., Ph.D.

A.10. Alternate Study Monito

Andrew M. Seacat, Ph.D.

A.11. Study Director:

Raymond G. York, Ph.D.,DABT (AssociateDirectorofResearch)

A.12. Technical Performance:

John F.Barnett,B.S. (DirectorofLaboratory Operations)
Paul E. Ciotti(Team Leader)

Todd J.Killino,B.S. (LaboratoryTechnician)

A.13. Rer)ortPreg)aration:

Raymond G. York,Ph.D.,DABT
Jo Ann Frazee, M.S. (StudyCoordinator)
Denise P. Gasiorowski(Data Management Specialist)
Karen G. Parker,A.A. (ReportAdministrator)

A.14. Report Review:

MildredS. Christian,Ph.D.,Fellow,ATS (ExecutiveDirectorof Research)
Alan M. Hoberman, Ph.D, DABT (Directorof Research)

A.15. Date Protocol Signed:

16 November 1998
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A.16. Dates of Technical Performance:

Rat ArrivalDate 17 NOV 98
Dosage Period[43days priortothefirst
day ofcohabitation'untilconfirmed
mating(DG 0)] 23 NOV 98 -08 JAN 99

CohabitationPeriod 04 JAN 99 PM - 09 JAN 99 AM
DG b 0 05 JAN 99 - 08 JAN 99
DeliveryPeriod(DLc 1) 26 JAN 99 - 30 JAN 99
SacrificeofFo generationratsnotselected
forcontinuedevaluation 15 JAN 99

DL 4 Culling(pups notselectedforcontinued
observation) 29 JAN 99 -02 FEB 99
DG 25 Sacrifice(dam withno confirmeddate
ofmating) 02 FEB 99
DL 21 Scheduled Sacrifice(Fl generationpups) 15 FEB 99 - 19 FEB 99
DL 22 Scheduled Sacrifice(Fo generationdams) 16 FEB 99 - 20 FEB 99

A.17. Records Maintained:

The originalreport,raw data and reservesamples ofthetestarticleand vehicle
components areretainedinthe archivesofArgus Research Laboratories,Inc.
Any preservedtissuesareretainedinthearchivesofthe TestingFacilityforone
yearafterthe mailingofthefinalreport,afterwhich timetheSponsor willdecide
theirfinaldisposition.Allunused prepared formulationswere discardedatthe
TestingFacility.Allremainingbulktestarticlewas returnedtotheStudy Monitor
upon completionofallwork withthe testarticle.

B. Test ArticleInformation:

B.1. Description:

PFOS (FC-95)-off-whitepowder

B.2. Lot/BatchNumber:

217 (Expirationdate: May 2000)

a. See APPENDIX D (DEVIATIONS FROM THE PROTOCOL AND THE
STANDARD OPERATING PROCEDURES OF THE TESTING FACILITY),
item 1.

b. DG isused as an abbreviationforday of(presumed) gestation.
C. DL isused as an abbreviationforday oflactationorday postpartum.
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B.3. Date Received and Storage Conditions:

The testarticlewas receivedon 21 October 1998, and storedatroom
temperature.

B.4. Special Handling Instructions:

Standard safetyprecautions(use of protectiveclothing,gloves,dust-mist
respirator,safetygogglesor safetyglassesand a face-shield)were takenwhen
handlingthebulk'testarticleand prepared suspensions.

B.5. Analysis of Activi :

Informationregardingthe identity,composition,strengthand purityofthetest
articleison filewiththe Sponsor.

C. Vehicle Information:

C.l. DescriRtion:

0.5% Tween@ 80 inReverse Osmosis Membrane Processed DeionizedWater
(R.O.DeionizedWater).
Tween@ 80 -a clearoryellowviscousliquid

C.2. Lot Numbers:

Tween@ 80 - M29477 and M03HO5

C.3. Dates Received, Source and Storaae Conditions:

Tween@ 80 was receivedfrom J.T.Baker,Phillipsburg,New Jersey,on
17 September 1998 (lotM29477) and 3 December 1998 (lotM03HO5), and
storedatroom temperature.The R.O. deionizedwater isavailablefrom a
continuoussource attheTestingFacilityand ismaintainedatroom temperature.

C.4. Special Handling Instructions:

Standard safetyprecautions(use ofprotectiveclothing,gloves,dust-mist
respirator,safetygoggles orsafetyglassesand a face-shield)were takenwhen
handlingthe vehicle.
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C.S. AnalysisofPuri

NeithertheSponsor northeStudy Directorwas aware ofany potential
contaminantslikelytobe presentinthevehiclethatwould interferewiththe
resultsofthisstudy.

D. Test ArticlePreRaration and Storaue Conditions:

Suspensions of PFOS (PC-95) were prepared dailyatconcentrationsof0,0.02,
and 0.32 mg/mL. Prepared formulationswere storedatroom temperature.

D.l. Sample Information:

Date Storage
Sample Type Size Retained Conditions Shipped To Date Shipped

Concentration(all 2 mL8 22 NOV 98
Frozen Sponsor

23 NOV 98

levels) 07 JAN 99 12 JAN 99

Bulk TestArticle Room
Testing

Reserve 1 g 19 NOV 98 temperature
Facility 27 JAN 99
Archives

VehicleComponents
Reserve
Tween@ 80

Testing
Lot M29477 5 mL 19 NOV 98 Room

Facility
27 JAN 99

Lot M03HO5 5 mL 10 DEC 98 temperature
Archives

27 JAN 99
R.O. Water 5 mL 19 NOV 98 1 1 1 27 JAN 99

a. Duplicatesamples were takenfromthefirstand lastpreparation.One sample of each setwas shippedfor
analysis:theremainingsamples were retainedas backups. Backup samples were storedfrozen(-70*Cor
below)and willbe discardedat theTesbng Facilityupon therequestoftheSponsor.

D.2. AnalyficalResults:

Informationon the stabilityand homogeneity ofthe preparedformulationsand of
thestabilityofthebulktestarticleareon filewiththeSponsor. Data verifyingthe
stabilityofthetestarticleinthevehiclefor48 hours under theconditionsof
administrationare on filewiththe Sponsor. Records were maintainedto
document how thetestarticleformulationswere prepared.

Resultsofthe concentrationanalyseswere notavailableatthetimeofthewriting
ofthisreport.

E. Test System:

E.l. Species:

Rat
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E.2. Strain:

CH:CD@BR VAF/Plus@ (Sprague-Dawiey)

E.3. SuRplier(Source):

Chades-RiverLaboratories,Inc.,Raleigh,NorthCarolina

E.4. Sex:

Female (Note: Male ratswere used onlyforthe purposes ofbreedingand are
notconsideredpartoftheTestSystem.)

E.5. RationaleforTest System:

The CH:CD@)BR VAF/Plus@ (Sprague-Dawley) ratwas selectedas theTest
System because: 1)thisstrainofratwas used inthereproductiveand
developmentaltoxicitystudies;2)historicaldata and experienceexistatthe
TestingFacilit/");and 3)thetestarticleispharmacologicallyactiveinthe
speciesand strain.

E.6. Test System Data:

Number ofRats 37
Approximate Date ofBirth 14 SEP 98
Approximate Age atArrival 65 days
Weight (g)on the Day AfterArrival 181-222
Weight (g)atStudyAssignment 192-231

E.7. Breeder Male Rat Data:

Number of Rats 112
Approximate Date ofBirth 13 JAN 98
ApproximateAge atArrival 78 days
Weight (g)on the Day AfterArrival 300-356
Weight (g)atCohabitation 515-893

E.8. Method of Randomization:

Upon arrival,ratswere assigned toindividualhousing on the basisofcomputer-
generated random units.Afteracclimation,36 virginfemale ratswere placed
intogroups on thebasisofphysicalappearance and body weightsrecorded
duringacclimation.Female ratswere assigned tothreedosage groups
(Groups Ithrough111),12 ratsper dosage group,usinga computer-generated
(weight-ordered)randomizationprocedure. Afterthese 36 ratswere cohabitated,



418-015:PAGE 11-7

eightmated femalerats(thosewithconfirmedevidenceofmating)were selected
forthestudyfrom each dosage group.

On DL 4,a tableofrandom unitswas used tocullthe lifterstofivemale pups
and fivefemale pups perlifter,where possible.

E.9. System of Identification:

E.9.a.Fo Generation Rats:

Male ratswere given unique permanent identificationnumbers upon assignment
totheTestingFacility'sbreedermale ratpopulation.Female ratswere assigned
temporary numbers atreceiptand given unique permanent identification
numbers beforecohabitation.Each ratwas individuallyidentifiedwitha Monel@
self-piercingeartag (Gey Band and Tag Co.,Inc.,No. MSPT 2010 1).

E.9.b.Fl Generation Pups:

Pups were notindividuallyidentifiedduringlactation;allparameterswere
evaluatedinterms ofthe lifter.

F. Husbandry:

F.l. Research FacililyRegistration:

USDA RegistrationNo. 23-R-099 under theAnimal Welfare Act,7 U.S.C.2131
etseq.

F.2. Study Rooms:

The studyrooms were maintainedunder conditionsofpositiveairflowrelativeto
a hallwayand independentlysuppliedwitha minimum oftenchanges perhour of
100% freshairthathad been passed through99.97% HEPA filters.Room
temperatureand humiditywere monitoredconstantlythroughoutthe study.
Room temperaturewas targetedat 64OF to 790F (180C to260C);relative
humiditywas targetedat30% to70%. See APPENDIX E (TEMPERATURE
AND RELATIVE HUMIDITY REPORTS).

F.3. Housing:

Allcage sizesand housingconditionswere incompliance withthe Guide forthe
Care and Use ofLaboratoryAnimals(').Fo generationratswere individually
housed instainlesssteel,wire-boftomedcages,except duringthecohabitation
and postpartum periods.Duringcohabitation,each pairofratswas housed in
themale rat'scage.Beginning no laterthan DG 20,Fo generationfemale rats
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were individuallyhoused innestingboxes,exceptduringcollectionintervalsfor
udne and fecalsamples. Duringthese collectionintervals,thefemale ratswere
housed individuallyinmetabolism cages. Each dam and deliveredlifterwere
housed ina common nestingbox duringthepostpartumperiod.

F.4. Lighting:

An automatically-controlledfluorescentlightcyclewas maintainedat12-hours
light:12-hoursdark,witheach darkpedod beginningat1900 hours EST.

F.5. Sanitization:

Cage pan linerswere changed approximatelythreetimeseach week. Cages
were changed approximatelyeveryotherweek.

F.6. Feed:

Ratswere givenad libitumaccesstoCertifiedRodentDiet@#5002 (PMI
NutritionInternational,St.Louis,Missouri)inindividualfeeders.

F.7. Feed Analysis:

Analyses were routinelyperformed by thefeed supplier.No contaminantsat
levelsexceeding themaximum concentrationordeviationsfrom expected
nutritionalrequirementswere detectedby these analyses. Copies oftheresults
ofthefeed analysesare availableintheraw data.

Neitherthe Sponsor northeStudy Directorwas aware ofany potential
contaminantslikelytohave been presentinthefeedthatwould have interfered
withthe resultsofthisstudy.

F.8. Water:

Localwater thathad been processed by passage througha reverseosmosis
membrane (R.O.water)was availabletotheratsad libitumfrom an automatic
wateringaccess system and/orindividualwater bottles.Chlorinewas added to
the processed water as a bactedostat.

F.9. Water Analysis:

The processed water isanalyzed twiceannuallyforpossiblechemical
contamination(LancasterLaboratories,Lancaster,Pennsylvania)and monthly
forpossiblebacterialcontamination(AnalyticalLaboratodes,Inc.,Chalfont,
Pennsylvania).Copies ofthe resultsofthewater analysesare availableinthe
raw data.
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Neitherthe Sponsor nor theStudy DirectornortheSponsor was aware ofany
potentialcontaminantslikelytohave been presentinthewater thatwould have
interferedwiththe resultsofthisstudy.

F.10. Bedding:

Bed-o'cobs@ was used as the nestingmaterial(The Andersons' Industrial
ProductsGroups, Maumee, Ohio).

F.11. Beddina Analysis:

Bedding was changed as oftenas necessary tokeep the animalsdryand clean.
Analyses forpossiblecontaminationwere conducted annuallyand documented
inthe raw data.

NeithertheStudy DirectornortheSponsor was aware ofany agent presentin
thebedding thatwas known tointerferewiththe resultsofthisstudy.

G. Methods:

G.l. Dosage Administration:

Dosage Number
Dosage Dosage Concentration Volume of Female
Group (mg/kg/dayr (mg/mL) (mukg) Rats Assigned Rat Numbers

1 0 (Vehicle) 0 5 8
13726 - 13728,13731,

13734 -13737

11 0.1 0.02 5 8
13739 - 13741, 13744 - 13746,

1 1 1 1 13748- 13749

111 1 1.6 1 0.32 5 1 8 1 13751 - 13756, 13758 - 13859

a. The testarticlewas considered100% pure forthe purpose ofdosage calculations.

G.2. RationaleforDosage Selection:

Dosages were selectedon thebasisofa previousstudyconducted withthetest
article(ArgusResearch Laboratories,Inc.,Protocol418-008). Inthisstudythe
Fo generationmatemal and paternalno-observable-effect-level(NOEL) ofPFOS
was 0.1mg/kg/day (0.4mg/kg/day and higherdosages caused reductionsin
body weightgainand reduced feed consumption values).

The Fo generationreproductiveNOEL was greaterthan 3.2mg/kg/day;no
effectson mating,fertilityorestrouscyclingoccurred.The NOEL forviabilityand
growthintheFl generationoffspringwas 0.4mg/kg/day (1.6mg/kg/dayand
higherdosages caused preimplantationlossand reductionsinliftersize,pup
viability,growthand survival).
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The Fl generationmatemal and patemal NOEL ofPFOS was 0.1mg/kg/day
(0.4mg/kg/day dosage caused reductionsinbody weightgain and reduced feed
consumption values).The Fl generationrepmductiveNOEL was greaterthan a
dosage of0.4 mg/kg/day;no effectson matingorfertilityoccurred.The NOEL
forviabilityand growth inthe F2 generationoffspringwas 0.1mg/kg/day
(0.4mg/kg/day dosage caused stillbirthsand reductionsinliftersize,pup
viability,growthand survival).

G.3. Route ofAdministration:

Oral(gavage)

G.4. RationaleforRoute of Administration:

The oral(gavage)mute was selectedforuse because: 1)thiswas therouteof
administrationinthedevelopmental and reproductivetoxicologystudies;and 2)it
isone ofthepossibleroutesofhuman exposure.

G.5. Freguency ofAdministration:

G.5.a.Fo Generation Female Rats:

Appropriatedosagesa ofthetestarticleorvehiclewere administeredorally(via
gavage) once dailytofemale ratsbeginning43b days priortocohabitationuntil
DG 0 (confirmedevidenced ofmating,such as observationofspermatozoa ina
smear ofthevaginalcontentsora copulatorypluginsitu).Female ratswere not
giventhetestarticleorvehicleon DG 0. Dosages were adjusteddailyon the
basisofthe individualbody weights recordedbeforeintubation.The ratswere
intubatedonce dailyatapproximatelythesame timeeach day.

G.5.b.Fl Generation Pups:

Fl generationpups were notdirectlygiventhetestarticle,butmay have been
possiblyexposed tothetestarticleduringmatemal gestation(inuteroexposure)
orviamatemal milkduringthe lactationperiod.

G.6. Length of Study:

Approximately14 weeks

a. See APPENDIX D, item2.
b. See APPENDIX D, item1.
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G.7. Method of Study Performance:

G.7.a. Fo Generation Rats:

Afteracclimationand 43 days ofdosage administration,36 healthyvirginfemale
ratswere placedintocohabitationwith36 breedermale rats(one male ratper
female ratinthe male rat'scage). The cohabitationperiodconsistedofa
maximum offivedays. Matingwas evaluateddailyduringthecohabitation
period.Female ratswithspermatozoa observed ina smear ofthevaginal
contentsora copulatorypluginsituwere consideredtobe atDG 0 and returned
toindividualhousing. Twenty-fourmated female rats,eightperdosage group,
were selectedforthe study,as previouslydiscussed.

The female ratswere observed forviabilityatleasttwiceeach day ofthestudy
and forgeneralappearance atleastonce duringacclimation.The ratswere also
examined forclinicalobservationsofeffectsofthetestarticle,abortions,
premature deliveriesand deaths beforeand approximatelyone hour after
dosage. Rats were observed forclinicalobservationsand generalappearance
once dailyduringallotherperiodsofstudy.

Body weightswere recordedonce duringacclimation.Body weightswere
recordeddailyduringthedosage and postdosage periodsand atsacrifice.Feed
consumption valueswere recordedonce duringacclimation,weekly priorto
cohabitation,dailyduringgestationand on DLs 1,4,7,10 and 14. Feed
consumption was nottabulatedafterDL 14,when itwas expected thatpups
would begintoconsume matemal feed.

The female ratswere evaluatedfordurationofgestation(DG 0 totheday the
firstpup was observed),liftersizes(definedas allpups delivered),liveliftersize
(livebom pups only)and pup viabilityatbirth.Pups thateitherappeared stillbom
orthatdiedbeforeinitialexaminationofthe liftersforviabilitywere examined for
vitalstatusatbirth.The lungswere removed and immersed inwater. Pups with
lungsthatsank were consideredstillbom;pups withlungsthatfloatedwere
consideredlivebomand to have diedshortlyafterbirth.Matemal behaviorofthe
dams was evaluateddailywhen the pups were examined duringthe
21-day postpartumperiod.Observed matemal behaviorwas recordedon DLs 1,
4,7,10,14 and 21. Deviationsfrom expected matemal behaviorwere recorded,
ifand when present,on allotherdays duringthepostpartumperiod.

G.7.b.Fl Generation Rats:

Day 1 oflactation(postpartum)was definedas theday ofbirthand was alsothe
firstday on which allpups ina lifterwere individuallyweighed (pup body weights
were recordedafterallpups ina lifterwere deliveredand groomed by thedam).
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The litterswere observed forviabilityatleasttwiceeach day duringthe
postpartumperiod.Dead pups observed atthese timeswere removed from the
nestingbox.Lifterswere observed forclinicalobservationsand general
appearance once dailyduringthe postpartumperiod.The pups ineach lifter
were counted once daily.Body weightswere recordedon DLs 1 (birth),4,7,14
and 21.

G.8. Pharmacokinetic SamRie Collection:

G.8.a.Fo Generation Rats:

Urineand fecalsample were collectedfrom female ratsforthe following
intervals:one day priortoinitiationofcohabitationtothefollowingmorning,
DGs 6 to7,14 to 15 and 20 to21,and DLs 21 to22. Followingeach 24-hour
collectioninterval,samples were collectedintocentrifugetubes,placedon dry
iceand storedfrozen(-700Cor below)and shipped,frozenon dryice,tothe
Sponsor foranalysis.

Blood samples were collectedfrom each ofthe matemal ratsfollowingremoval
from metabolism caging(priortotestarticleorvehicleadministration)on each of
thefollowingdays: on theday cohabitationisinitiated(priortocohabitation),
DGs 7,15 and 21,and DLs 14 and 22.

On alldays ofcollectionexceptDL 22,blood samples (approximately1 mL each)
were collectedfrom theorbitalsinus.On DL 22, bloodsamples (approximately
4 mL each)were collectedviathe inferiorvena cava. Blood was collectedand
transferredintoserum separatortubes. The samples were spun ina refrigerated
centrifuge.The serum was transferredintopolypropylenetubes labeledwiththe
studynumber, ratidentification,date ofcollection,studyday and collection
timepoint.Allsamples were immediatelyfrozenon dryiceand maintained
frozen(-700Corbelow),and shipped,frozenon dryice,totheSponsor for
analysis.

G.8.b.Fl Generation Lifters:

On DL 21, blood samples were collectedfrom allremaining pups on study.
Blood samples were collectedviathe inferiorvena cava from each pup,pooled
(perlifter)and transferredintoserum separatortubes.The samples were spun
ina refrigeratedcentrifuge.The serum was transferredintopolypropylenetubes
labeledwiththestudynumber, ratidentification,dateofcollection,studyday and
collectiontimepoint.Allsamples were immediatelyfrozenon dry iceand
maintainedfrozen(-700Cor below)and shipped totheSponsor foranalysis.
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G.9. Gross Necrops

G.9.a. Fo Generation Rats:

Female rats,withor withoutconfirmed evidence of mating,thatwere cohabited
butnotassignedtothestudy,were sacrificedby carbon dioxideasphyxiation
and discardedwithoutfurtherevaluation.

Allsurvivingratsassigned tothe studywere sacrificedby carbon dioxide
asphyxiationon DL 22 followingthefinalcollectionintervalforurineand fecal
samples and bloodsample collection.A gross necropsy ofthethoracic,
abdominal and pelvicviscerawas performed. Tissueswithgross lesionswere
preservedinneutralbuffered10% formalinforpossiblefutureevaluation.
Representativephotographsofmatemal lesionsare availableintheraw data.
The number and distributionofimplantationsiteswas recorded.A liversection
(rightlaterallobe)from each dam was collected,frozenand stored(-700Cor
below)untilshipmenttotheSponsor foranalysis.Allothermatemal tissues
were discarded.

The ratthatdidnotdelivera lifterwas sacrificedon DG 25 and examined for
gross lesions.Uteriwere stainedwith10% ammonium sulfidetoconfirmthe
absence ofimplantationsites(').The ratthatwas found dead was examined for
thecause ofdeath on theday ofthe death. The ratwas examined forgross
lesions.A liversection(rightlaterallobe)was collectedand stored,as described
above. Pregnancy statuswas recorded;fetuseswere examined totheextent
possible.

G.9.b. Fl Generation PuRs:

Allpups culledon DL 4 were sacrificedviadecapitation.The lungs and the livers
were collectedfrom thefirsttenpups culleddeterminedto be atDL 4 from each
dosage group (irrespectiveoflifter)and preservedforpossiblefuture
histopathologicalevaluation.The lungswere individuallyretainedinBouin's
solution,and theliverswere individuallyretainedinneutralbuffered10%
formalinforpossiblefutureevaluation.Remaining culledpups were sacrificed
and discardedwithoutevaluation.

Pups found dead were examined forgross lesionsand forthe cause ofdeath.
For allpups found dead on DLs 2 to4,alllungswere preservedinBouin's
solutionforpossiblefutureevaluation.

Allremainingpups on studywere sacrificedon DL 21 by carbon dioxide
asphyxiationand examined forgrosslesions.Gross lesionswere preservedin
neutralbuffered10% formalin.The liverfrom each pup was collected,pooled
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(perlifter),frozenand stored(-700Corbelow)and shippedtotheSponsor for

analysis.

G.10. StatisticalAnalyses:

Averages and percentageswere calculated.Liftervalueswere used where
appropriate.
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Ill. RESULTS

A. Mortalify,Clinicaland Necropsy Observations (Summaries -Tables I
and 2: IndividualData -Tables 19 and 20)

A.I. Mortalitv

No deaths orpremature deliverieswere attributedtoPFOS treatment.One
vehiclecontrolgroup ratwas injuredand diedafterorbitalsinusbleedingon
DG 'l5. Allotherratssurvivedtoscheduled sacrifice.

A.2. ClinicalObservations

Alladverse clinicalobservationsduringtheprecohabitation,gestationand
lactationperiodswere consideredunrelatedtothetestarticlebecause the
incidenceswere notdosage-dependent and/ortheobservationoccurredinonly
one ratina group. These observationsincludeddentalproblems (missing,
broken and/ormisalignedincisors),chromodacryorrhea,abrasionon the
forepaw,localizedalopeciaon the head or limbs,chromorhinorrhea,
exophthalmos,hemorrhagic area on the eye,urine-stainedabdominal fur,
missingeye,cornealopacity,swollenarea on chestoraround eye,red,dded
perioralsubstance,tom ear and softor liquidfeces.A red perinasalsubstance,
bluepaws and gasping were agonal signsfortheratthatdied.

A.3. Necropsy Observations

A redsubstance was found inthe thoraciccavityofthe ratthatdied.Allother
ratsappeared normal atnecropsy.

B. Body Weights and Body Weight Changes (Fi-ciure1:Summaries -
Tables 3 throu-qh8:IndividualData -Tables 21 through 2;1

B.I. Precohabitation

Rats administered1.6mg/kg/day dosage ofthetestarticlehad reduced body
weightgainsorbody weightlossesineach week ofthe precohabitationperiod.
Reflectingthese effectsofthetestarticle,body weightgainswere 46.1% ofthe
controlgroup valuefortheentireprecohabitationperiod(DSs 1to43) inthe
1.6 mg/kg/day dosage group.

Precohabitationbody weightsand body weightgainswere unaffectedby the
0.1 mg/kg/day dosage ofthe testarticle.
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B.2. Gestation

Dams administered 1.6mg/kg/day dosage ofthe testarticleduring the
precohabitationperiod(treatmentended on DG 0) had reduced body weight
gainsduringthefirstweek ofthegestationperiod(DGs 0 to7). Body weight
gainswere then increasedas compared tothecontrolgroup valueon DGs 7 to
10,13 to 15 and 15 to18. Reflectingthisrebound effect,body weightgains
were increasedfortheentiregestationperiod(DGs 0 to20)inthe 1.6mg/kg/day
dosage group,as compared tothecontrolgroup value.

Gestationbody weightsand body weightgainswere unaffectedby the
0.1mg/kg/day dosage ofthetestarticle.

B.3. Lactation

Body weightgainsfordams administeredthe1.6mg/kg/day dosage ofthetest
articleduringtheprecohabitationperiodgenerallycontinuedtobe increased
duringthe lactationperiod.

Lactationbody weightsand body weightgainswere unaffectedby the
0.1 mg/kg/day dosage ofthe testarticle.

C. Absolute (a/day)and Relative(g/kg/day)Feed Consumption Values
(Summaries -Tables 9 through 14: IndividualData -Tables 24
throu-qh26)

C.l. Precohabitation

Absolute(g/day)and relative(g/kg/day)feed consumption valueswere
reduced inthe 1.6mg/kg/day dosage group ineach week ofthe precohabitation
period.Reflectingthese effectsofthe testarticle,feedconsumption valueswere
reduced fortheentireprecohabitationperiod(DSs 1 to43) inthe 1.6mg/kg/day
dosage group.

Precohabitationfeed consumption valueswere unaffectedby the0.1 mg/kg/day
dosage ofthe testarticle.

C.2. Gestation

Dams administered1.6mg/kg/day dosage ofthetestarticleduringthe
precohabitationperiod(treatmentended on DG 0)had reduced absoluteand
relativefeed consumption valuesduringthefirstweek ofthegestationperiod
(DGs 0 to7). Feed consumption valueswere then generallycomparable to
controlgroup valuesfortheremainder ofthegestationperiod.Absolute and
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relativefeed consumption values inthisdosage group were slightlyreduced,as
compared tocontrolgroup values,fortheentiregestationperiod(DGs 0 to20).

Gestationfeedconsumption valueswere unaffectedby the0.1 mg/kg/day
dosage ofthe testarticle.

C.3. Lactation

Absoluteand relativefeed consumption valuesduringthe lactationperiodwere
reduced inthegroups administered0.1or 1.6mg/kg/day ofthetestarticleduring
the precohabitationperiod,however the reductionswere notstrictlydosage-
dependent.

D. NaturalDeliveryand LifterObservations (Summaries -Tables 15
and 16: IndividualData -Tables 27 through 30)

Naturaldeliveryobservationswere based on 7,8 and 7 pregnant ratsineach of
thethreerespectivedosage groups.

Administrationofthetestarticleatdosages as highas 1.6mg/kg/day didnot
adverselyaffectany parameter evaluatedatnaturaldeliveryorduringthe22-day
lactationperiod(durationofgestation,averages forimplantationsand livelifter
sizes,numbers ofdams withno livebom pups orallpups dyingduringlactation,
gestation,viabilityand lactationindices,survivingpups perlifter,liftersizeat
weighing,pup weightper lifterand pup sex ratios).

E. ClinicalObservations from Birthto Day 21 Postpartum and
Necropsy Observations (Summaries -Tables 17 and 18:
IndividualData -Tables 31 and 32)

No clinicalornecropsy observationsinthe Fl generationpups were attributable
tomaternaldosages ofthetestarticleas highas 1.6mg/kg/day because: 1)the
incidenceswere notdosage-dependent; and/or2)theobservationoccurredin
onlyone ortwo pups. The onlyadverse clinicalobservationwas a blacktipof
tailinone 0.1mg/kg/day dosage group pup. No milkinstomach occurredin0,1
and 2 pups thatwere found dead inthethreerespectivedosage groups. All
pups appeared normal atnecropsy on DL 4 or21.
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PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE I (PAGE 1): CLINICAL OBSERVATIONS - SUMMARY - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
---------------------------------------------------------------------------------------------------------------

PRECORABITATION (DAY 1 OF STUDY TO THE DAY OF COHABITATION):

MAXIMUM POSSIBLE INCIDENCE 516/ 12 516/ 12 516/ 12

MORTALITY 0 0 0

INCISORS: TOTAL 0/ 0 0/ 0 16/ 1
MISALIGNED 0/ 0 0/ 0 16/ 1
MISSING/BROKEN 0/ 0 0/ 0 S/ 1

CHROMODACRYORRHEA 0/ 0 0/ 0 10/ 1

RIGHT FOREPAW: ABRASION 0/ 0 0/ 0 5/ 1

LOCALIZED ALOPECLA: HEAD 0/ 0 2/ 1 0/ 0
---------------------------------------------------------------------------------------------------------------

MAXIMUM POSSIBLE INCIDENCE = (DAYS x RATS)/NUMBER OF RATS EXAMINED PER GROUP.
NIN = TOTAL NUMBER OF OBSERVATIONS/NUMBER OF RATS WITH OBSERVATION.
a. Dosage occurred on day 1 of study until day 0 of presumed gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER! T-629

TABLE I (PAGE 2): CLINICAL OBSERVATIONS - SUMMARY - Fo GENERATION FEMALE RATS

----------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
----------------------------------------------------------------------------------------------------------------

PRESUMED GESTATION: c

MAXIMUM POSSIBLE INCIDENCE 190/ 12 192/ 11 201/ 12

ACCIDENTAL DEATH id 0 0

LOCALIZED ALOPECIA: LIMBS 0/ 0 S/ 2 ll/ 2

CHROMODACRYORRHEA 5/ 1 12/ 3 S/ 1

CHROMORHINORRHEA 1/ 1 9/ 2 3/ 1

INCISORS: MISALIGNED 0/ 0 0/ 0 5/ 1

EXOPHTHALMOS 5/ 1 4/ 1 0/ 0

EYES: HEMORRHAGIC AREA 5/ 1 4/ 1 0/ 0

URINE-STAINED ABDOMINAL FUR 0/ 0 2/ 1 0/ 0

RIGHT EYE: REMOVED 0/ 0 1/ 1 0/ 0

GASPING I/ Id 0/ 0 0/ 0

PAWS! BLUE 1/ Id 0/ 0 0/ 0

RED PERINASAL SUBSTANCE 1/ Id 0/ 0 0/ 0
----------------------------------------------------------------------------------------------------------------

MAXIMUM POSSIBLE INCIDENCE = IDAYS x RATS)/NUMBER OF RATS EXAMINED PER GROUP.
NIN = TOTAL NUMBER OF OBSERVATIONS/NUMBER OF RATS WITH OBSERVATION.
a. Dosage occurred on day 1 of study until day 0 of presumed gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group Il ra

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
c. Restricted to rats with a confirmed mating date.
d. Dam 13731 had an accidental death on day 15 of gestation.



PROTOCOL 418-015: ORAI. (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 1 (PAGE 3): CLINICAL OBSERVATIONS - SUMMARY - Fo GENERATION FEMALE RATS

-------------------------------------------------------------------------------------------------------------

DOSAGE GROUP 1 11 111
DOSAGE IMG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
-------------------------------------------------------------------------------------------------------------

LACTATION:

MAXIMUM POSSIBLE INCIDENCE 154/ 7 176/ 8 154/ 7

MORTALITY 0 0 0

CHROMODACRYORRHEA 0/ 0 10/ 2 1/ 1

CORNEAL OPACITY 0/ 0 0/ 0 7/ 1

CHROMORHINORRHEA 0/ 0 20/ 4 0/ 0

RIGHT EYE: MISSING 0/ 0 22/ 1 0/ 0

CHEST OR AROUND RIGHT EYE: SWOLLEN 1/ 1 7/ 1 0/ 0

RED DRIED PERIORAL SUBSTANCE 0/ 0 1/ 1 0/ 0

RIGHT EAR: TORN 3/ 1 0/ 0 0/ 0

SOFT OR LIQUID FECES 3/ 1 0/ 0 0/ 0
-------------------------------------------------------------------------------------------------------------

MAXIMUM POSSIBLE INCIDENCE - (DAYS x RATS)/NUMBER OF RATS EXAMINED PER GROUP.
NIN = TOTAL NUMBER OF OBSERVATIONS/NUMBER OF RATS WITH OBSERVATION.
a. Dosage occurred on day 1 of study until day 0 of gestation.

b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II
with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 2 (PACE 1): NECROPSY OBSERVATIONS - SUMMARY - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
--------------------------------------------------------------------------------------------------------------

RATS EXAMINED c N ad Bd ad

ACCIDENTAL DEATH N le 0 0

APPEARED NORMAL N 7 8 8

THORACIC CAVITY:
RED SUBSTANCE N le 0 0

--------------------------------------------------------------------------------------------------------------

a. Dosage occurred on day 1 of study until day 0 of presumed gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
c. Refer to the individual clinical observations table (Table 19) for external observations confirmed at nec
d. Excludes values for rats that were not selected for continuation on study.
e. Dam 13731 had an accidental death on day 15 of gestation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PPOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 3 (PAGE 1): BODY WEIGHTS - PRECOHABITATION - SUMMARY - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP 1 11 111
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) o.ib 1.6b
---------------------------------------------------------------------------------------------------------------
RATS TESTED N 12 12 12

BODY WEIGHT (G)

DAY 1 MEAN+S.D 225.0 + 10.2 227.2 + 8.9 226.3 + 12.3

DAY a MEAN+S.D 235.4 + 10.8 236.6 + 10.S 233.9 + 13.0

DAY 15 MEAN+S.D 246.2 + 10.9 253.1 + 12.0 242.3 + 14.4

DAY 22 MEAN+S.D 252.2 + 13.4 257.5 + 14.4 245.2 + 15.7

DAY 29 MEAN+S.D 259.6 + 12.7 262.0 + 1S.5 246.9 + 14.5

DAY 36 MEAN+S.D 267.6 + 15.8 269.6 + 15.8 250.3 + 18.6

DAY 43c MEAN+S.D 274.5 + 17.9 276.4 + 18.6 249.2 + 21.5
---------------------------------------------------------------------------------------------------------------

DAY = DAY OF STUDY
a. Dosage occurred on day 1 of study until day 0 of presumed gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.
c. Last value recorded before cohabitation.



PROTOCOL 418-015: ORAL IGAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER! T-62

TABLE 4 (PAGE 1): BODY WEIGHT CHANGES - PRECOHABITATION - SUMMARY - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP 1 11 111

DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
---------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

BODY WEIGHT CHANGE (G)

DAYS 1 8 MEAN+S.D. +10.4 + 4.9 +9.4 + 3.3 +7.6 + 6.7

DAYS 8 15 MEAN+S.D. +10.8 + 5.6 +16.5 + 6.8 +8.4 + 4.4

DAYS 15 22 MEAN+S.D. +6.1 + 6.6 +4.4 + 6.5 +2.9 + 3.8

DAYS 22 29 MEA.N+S.D. +7.3 + 6.9 +4.5 + 6.8 +1.7 + 3.0

DAYS 29 36 MEAN+S.D. +8.0 + 6.3 +7.6 + 6.8 +3.4 + S.8

DAYS 36 43c MEAN+S.D. +6.9 + 6.6 +6.8 + 6.9 -1.2 + 5.3

DAYS 1 43c MEAN+S.D. +49.5 + 14.5 +49.2 + 14.0 +22.8 + 16.3
---------------------------------------------------------------------------------------------------------------

DAYS = DAYS OF STUDY
a. Dosage occurred on day 1 of study until day 0 of presumed gestation.

b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.

C. Last value recorded before cohabitation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 5 (PAGE 1).- MATERNAL BODY WEIGHTS - GESTATION - SUMMARY - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP 1 11 111
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) o.lb 1.6b
---------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

INCLUDED IN ANALYSES N ac ac ac

PREGNANT N 8 8 7

MATERNAL BODY WEIGHT (G)

DAY 0 MEAN+S.D. 279.6 + 20.2 281.1 + 20.9 261.0 + 19.7

DAY 1 MEAN+S.D. 284.1 + 18.0 290.8 + 18.6 268.7 + 19.9

DAY 2 MEAN+S.D. 289.S + 16.7 297.2 + 17.5 272.7 + 21.0

DAY 3 MEAN+S.D. 296.5 + 19.4 300.2 + 19.0 273.6 + 20.2

DAY 4 MEAN+S.D. 299.9 + 19.7 301.1 + 19.2 275.1 + 19.4

DAY 5 MEAN+S.D. 302.6 + 18.9 303.5 + 17.6 277.0 + 16.7

DAY 6 MEA.N+S.D. 307.2 + 21.3 307.6 + 16.6 279.7 + 15.0

DAY 7 MEAN+S.D. 305.9 + 18.0 309.5 + 15.5 277.1 + 15.0

DAY 8 MEAN+S.D. 305.1 + 21.1 306.9 + 17.7 279.4 + 16.2

DAY 9 MEAN+S.D. 310.2 + 20.3 311.5 + 17.3 287.0 + 16.1

DAY 10 MEAN+S.D. 314.1 + 19.2 318.1 + 19.3 291.6 + 17.5

DAY 11 MEAN+S.D. 322.0 + 24.2 323.8 + 18.9 298.8 + 21.1

DAY 12 MEAN+S.D. 328.1 + 20.8 330.6 + 16.3 301.7 + 15.9

DAY 13 MEAN+S.D. 330.8 + 22.9 331.5 + 18.6 307.6 + 21.7
-------------------------------------------------------------------------------------------------------------

DAY . DAY OF GESTATION
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group Il r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.

C. Excludes values for rate that were not selected for continuation on study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 5 (PAGE 2): MATERNAL BODY WEIGHTS - GESTATION - SUMMARY - Fo GENERATION FEMALE RATS

--------------------------------------------------------------------------------------------------------------
DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
--------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

INCLUDED IN ANALYSES N sc oc ac

PREGNANT N 8 8 7

MATERNAL BODY WEIGHT (G)

DAY 14 MEAN+S.D. 334.5 + 22.6 338.5 + 17.9 311.7 + 19.2

DAY 15 MEAN+S.D. 342.2 + 24.1 347.1 + 20.9 321.8 + 22.0
t 7]d

DAY 16 MEAN+S.D. 341.1 + 23.5 348.5 + 18.6 328.6 + 20.8
1 7]d

DAY 17 MEAN+S.D. 355.6 + 25.8 361.2 + 17.2 341.6 + 19.3
( 7]d

DAY 18 MEAN+S.D. 367.1 + 27.2 376.9 + 21.2 359.3 + 19.6
( 7]d

DAY 19 MEAN+S.D. 383.7 + 29.5 390.1 + 20.5 369.4 + 18.0
1 7]d

DAY 20 MEAN+S.D. 398.0 + 31.0 399.4 + 21.7 390.0 + 25.1
[ 7)d

DAY 21 MEAN+S.D. 412.4 + 34.5 413.4 + 31.2 402.3 + 20.6
( 7)d

--------------------------------------------------------------------------------------------------------------

DAY = DAY OF GESTATION
() = NUMBER OF VALUES AVERAGED
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group 11

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
C. Excludes values for rats that were not selected for continuation on study.
d. Excludes values for dam 13731, which had an accidental death on day 15 of gestation.



PROTOCOL 418-015: ORAL IGAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 6 (PAGE 1): MATERNAL BODY WEIGHT CHANGES - GESTATION - SUMMARY - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) o.lb 1.6b
---------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

INCLUDED IN ANALYSES N oc sc ec

PREGNANT N 8 8 7

MATERNAL BODY
WEIGHT CHANGE (G)

DAYS 0 - 7 MF.AN+S.D. +26.2 + 7.0 +28.4 + 9.4 +16.1 + 7.0

DAYS 7 - 10 MEAN+S.D. +8.2 + 6.1 +8.6 + 9.0 +14.4 + 7.8

DAYS 10 - 13 MEAN+S.D. +16.6 + 6.5 +13.4 + 8.8 +16.0 + 7.9

DAYS 13 - 15 MEAN+S.D. +11.5 + 6.9 +15.6 + 12.1 +14.3 + 8.6

DAYS 15 - IS MEAN+S.D. +28.7 + 7.4 +29.8 + 14.1 +37.4 + 5.3
( 7)d

DAYS 18 - 20 MEAN+S.D. +30.8 + 6.1 +22.5 + 8.7 +30.7 + 6.9
( 7)d

DAYS 0 - 20 MEAN+S.D. +119.6 + 16.3 +118.2 + 18.4 +129.0 + 16.8
1 7]d

---------------------------------------------------------------------------------------------------------------

DAYS = DAYS OF GESTATION
I I - NUMBER OF VALUES AVERAGED
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group 11 r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.
c. Excludes values for rats that were not selected for continuation on study.
d. Excludes values for dam 13731, which had an accidental death on day 15 of gestation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (§PONSOR'S STUDY NUMBER: T-62

TABLE 7 (PAGE 1): MATERNAL BODY WEIGHTS - LACTATION - SUMMARY - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE IMG/KG/DAY)a 0 (VEHICLE) o.lb 1.6b
---------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

INCLUDED IN ANALYSES N Sc 8c BC

PREGNANT N 8 8 7

DELIVERED LITTERS N 7d 8 7

MATERNAL BODY WEIGHT (G)

DAY 1 MEAN+S.D. 299.6 + 20.6 311.1 + 19.7 293.6 + 23.8

DAY 2 MEAN+S.D. 302.6 + 25.8 302.4 + 23.3 289.0 + 20.8

DAY 3 MEAN+S.D. 307.7 + 23.5 308.1 + 28.4 292.0 + 15.9

DAY 4 MEAN+S.D. 305.3 + 22.9 307.8 + 31.7 291.4 + 19.6

DAY 5 MEAN+S.D. 308.7 + 23.5 312.8 + 18.6 297.1 + 16.7

DAY 6 MEAN+S.D. 310.4 + 23.1 314.1 + 16.5 299.7 + 15.4

DAY 7 MEAN+S.D. 314.4 + 17.9 319.2 + 12.5 304.4 + 17.6

DAY 8 MEAN+S.D. 321.0 + 21.2 328.1 + 14.4 309.8 + 14.3

DAY 9 MEAN+S.D. 324.3 + 20.3 333.8 + 12.7 316.0 + 13.3

DAY 10 MEAN+S.D. 328.8 + 19.6 341.4 + 13.1 321.1 + 14.6

DAY 11 MEAN+S.D. 333.4 + 21.4 343.6 + 13.1 329.1 + 11.8

DAY 12 MEAN+S.D. 341.8 + 21.2 346.4 + 11.5 333.6 + 12.6
---------------------------------------------------------------------------------------------------------------

DAY m DAY OF LACTATION
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group 11 r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.
c. Excludes values for rats that were not selected for continuation on study.
d. Excludes values for dam 13731, which had an accidental death on day 15 of gestation.



PROTOCOL 418-01S: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 7 (PAGE 2): MATERNAL BODY WEIGHTS - LACTATION - SUMMARY - Fo GENERATION FEMALE RATS

-------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
--------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

INCLUDED IN ANALYSES N sc Bc Bc

PREGNANT N 8 8 7

DELIVERED LITTERS N 7d 8 7

MATERNAL BODY WEIGHT (G)

DAY 13 MEAN+S.D. 342.4 + 23.5 342.2 + 17.0 339.8 + 23.5

DAY 14 MEAN+S.D. 331.4 + 16.9 344.1 + 20.7 337.8 + 16.2

DAY 15 MEAN+S.D. 342.6 + 19.2 348.9 + 19.1 335.8 + 17.8

DAY 16 MEAN+S.D. 341.8 + 19.4 353.0 + 15.5 341.4 + 19.9

DAY 17 MEAN+S.D. 338.8 + 21.2 3S6.8 + 14.0 334.7 + 23.1

DAY 18 MEAN+S.D. 348.8 + 19.2 357.1 + 16.8 343.4 + 21.7

DAY 19 MEAN+S.D. 346.0 + 11.1 355.5 + 13.7 337.7 + 19.6

DAY 20 MEAN+S.D. 344.8 + 14.5 351.8 + 19.4 346.0 + 17.4

DAY 21 MEAN+S.D. 339.1 + 14.0 348.8 + 20.5 339.1 + 20.9

DAY 22 MEAN+S.D. 331.7 + 16.7 338.5 + 22.5 337.8 + 23.3
--------------------------------------------------------------------------------------------------------------

DAY = DAY OF LACTATION
a. Dosage occurred on day I of study until day 0 of presumed gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group 11

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
C. Excludes values for rats that were not selected for continuation on study.
d. Excludes values for dam 13731, which had an accidental death on day 15 of gestation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-

TABLE 8 (PACE 1): MATERNAL BODY WEIGHT CHANGES - LACTATION - SUMMARY - Fo GENERATION FEMALE RATS

-------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
-------------------------------------------------------------------------------------------------------------
RATS TESTED N 12 12 12

INCLUDED IN ANALYSES N Bc ac ac

PREGNANT N 8 8 7

DELIVERED LITTERS N 7d 8 7

MATERNAL BODY WEIGHT CHANGE (G)

DAYS 1 4 MEAN+S.D. +5.7 + 6.7 -3.4 + 30.1 -2.1 + 11.4

DAYS 4 7 MEAN+S.D. +9.1 + 6.3 +11.S + 2S.5 +13.0 + 8.8

DAYS 7 10 MEAN+S.D. +14.4 + 4.2 +22.1 + 4.7 +16.7 + 5.4

DAYS 10 14 MEAN+S.D. +2.6 + 12.7 +2.8 + 13.0 +16.7 + 5.5

DAYS 14 22 MEAN+S.D. +0.3 + 14.5 -5.6 + 24.3 +0.0 + 11.5

DAYS 1 22 MEAN+S.D. +32.1 + 10.0 +27.4 + 22.2 +44.3 + 21.7
-------------------------------------------------------------------------------------------------------------

DAYS = DAYS OF LACTATION
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group Il

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
c. Excludes values for rats that were not selected for continuation on study.
d. Excludes values for dam 13731, which had an accidental death on day 15 of gestation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 9 (PAGE 1): ABSOLUTE FEED CONSUMPTION VALUES (G/DAY) - PRECOHABITATION - SUMMARY - Fo GENERATION FEM

--------------------------------------------------------------------------------------------------------------
DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
--------------------------------------------------------------------------------------------------------------
RATS TESTED N 12 12 12

FEED CONSUMPTION (G)

DAYS 1 8 MEAN+S.D. 19.6 + 1.2 18.9 + 1.2 18.3 + 1.7
( II)c I lolc

DAYS 8 15 MEAN+S.D. 18.8 + 1.5 20.2 + 1.9 17.8 + 1.4
( lolc

DAYS 15 22 MEAN+S.D. 19.6 + 1.8 19.2 + 1.4 17.5 + 1.3
1 lolc [ 10]c [ 11-ic

DAYS 22 29 MEAN+S.D. 18.4 + 2.2 18.1 + 2.1 15.8 + 1.5
( lolc I lolc

DAYS 29 36 MEAN+S.D. 19.1 + 2.0 19.2 + 1.6 16.6 + 1.6
1 lolc I 9]c t 1-11C

DAYS 36 - 43d MEAN+S.D. 20.4 + 1.9 20.3 + 2.1 17.5 + 2.8
1 illc ( lllc

DAYS 1 - 43d MEAN+S.D. 19.4 + 1.5 19.6 + 1.8 17.4 + 1.6
( lljc ( illc

--------------------------------------------------------------------------------------------------------------

DAYS - DAYS OF STUDY
t I = NUMBER OF VALUES AVERAGED
a. Dosage occurred on day 1 of study until day 0 of presumed gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group Il

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
c. Excludes values that were associated with spillage.
d. Last value recorded before cohabitation.



PROTOCOL 418-015: OPAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 10 (PAGE 1): RELATIVE FEED CONSUMPTION VALUES (G/KG/DAY) - PRECOHABITATION - SUMMARY - Po GENERATION

-------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
--------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

FEED CONSUMPTION (G/KG/DAY)

DAYS 1 8 MEAN+S.D. 85.0 + 5.2 82.3 + 3.8 79.3 + 4.9
( Illc ( lolc

DAYS 8 15 MEAN+S.D. 77.4 + 5.4 82.2 + 5.6 74.8 + 4.5
( lolc

DAYS 15 22 MEAN+S.D. 78.8 + 6.7 76.1 + 4.2 71.7 + 3.3
i IO)c ( lolc ( lilc

DAYS 22 29 MEAN+S.D. 71.7 + 7.8 69.1 + 5.3 64.4 + 5.2
1 lolc ( IO)c

DAYS 29 36 MEAN+S.D. 72.2 + 5.9 72.4 + 4.5 66.8 + 4.6
i 10]c I 9]c I illc

DAYS 36 43d MEAN+S.D. 74.5 + 4.5 73.6 + 5.8 70.0 + 9.2
( illc ( illc

DAYS 1 43d MEAN+S.D. 76.7 + 4.9 76.6 + 4.7 71.7 + 4.7
( illc I illc

--------------------------------------------------------------------------------------------------------------

DAYS m DAYS OF STUDY
I I = NUMBER OF VALUES AVERAGED
a. Dosage occurred on day 1 of study until day 0 of presumed gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group 11

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
c. Excludes values that were associated with spillage.
d. Last value recorded before cohabitation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 11 (PAGE 1): MATERNAL ABSOLUTE FEED CONSUMPTION VALUES (G/DAY) - GESTATION - SUMMARY - Fo GENERATION I

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP 1 11 111
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
---------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

INCLUDED IN ANALYSES N oc Bc ac

PREGNANT N 8 a 7

MATERNAL FEED
CONSUMPTION (G/DAY)

DAYS 0 - I MEAN+S.D. 25.2 + 1.2 24.2 + 2.0 21.1 + 2.4
1 7]d

DAYS 7 - 10 MEAN+S.D. 23.8 + 2.4 24.1 + 2.3 22.1 + 3.0

DAYS 10 - 13 MEAN+S.D. 26.5 + 2.6 26.4 + 1.4 22.5 + 2.8

DAYS 13 - 15 MEAN+S.D. 24.9 + 3.0 25.5 + 2.3 26.1 + 2.7

DAYS 15 - 18 MEAN+S.D. 26.0 + 1.9 27.5 + 2.8 26.2 + 1.6
( 7)e

DAYS 18 - 20 MEAN+S.D. 25.4 + 3.3 27.1 + 2.4 23.8 + 3.7
1 7]e

DAYS 0 - 20 MEAN+S.D. 2S.2 + 1.3 2S.4 + 0.8 23.0 + 2.0
1 7]e

---------------------------------------------------------------------------------------------------------------

DAYS = DAYS OF GESTATION
( ) = NUMBER OF VALUES AVERAGED
a. Dosage occurred on day I of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group Il

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
c. Excludes values for rats that were not selected for continuation on study.
d. Excludes values that were associated with spillage.
e. Excludes values for rat 13731, which had an accidental death on day 15 of gestation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 12 (PAGE 1): MATERNAL RELATIVE FEED CONSUMPTION VALUES (G/KG/DAY) - GESTATION - SUMMARY - Fo GENERATIO

--------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
---------------------------------------------------------------------------------------------------------------

PATS TESTED N 12 12 12

INCLUDED IN ANALYSES N oc 8c ac

PREGNANT N 8 8 7

MATERNAL FEED
CONSUMPTION (G/KG/DAY)

DAYS 0 - 7 MEAN+S.D. 84.5 + 6.6 81.1 + 7.6 77.9 + 11.9
[ 7]d

DAYS 7 - 10 MEAN+S.D. 76.9 + 5.3 77.3 + 6.2 78.1 + 12.3

DAYS 10 - 13 MPAN+S.D. 81.9 + 5.5 81.0 + 6.5 75.0 + 9.0

DAYS 13 - 15 MEAN+S.D. 74.6 + 10.5 75.2 + 6.1 83.4 + 8.8

DAYS 15 - 18 MEAN+S.D. 74.1 + 4.5 77.0 + 10.3 77.8 + 5.9
( 7]e

DAYS 18 - 20 HEAN+S.D. 66.3 + 5.9 70.1 + 8.9 63.7 + 7.1
t 7]e

DAYS 0 - 20 MEAN+S.D. 78.6 + 4.3 77.8 + 5.0 76.1 + 7.8
1 7]e

---------------------------------------------------------------------------------------------------------------

DAYS = DAYS OF GESTATION
I I a NUMBER OF VALUES AVERAGED
a. Dosage occurred on day I of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group Il r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.

c. Excludes values for rats that were not selected for continuation on study.
d. Excludes values that were associated with spillage.
e. Excludes values for rat 13731, which had an accidental death on day 15 of gestation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 13 (PAGE 1): MATERNAL ABSOLUTE FEED CONSUMPTION VALUES (G/DAY) - LACTATION - SUMMARY - Po GENERATION F

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
---------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

INCLUDED IN ANALYSES N ac Bc sc

PREGNANT N 8 8 7

DELIVERED LITTERS N 7d 8 7

MATERNAL FEED CONSUMPTION (G/DAY)

DAYS 1 - 4 MEAN+S.D. 31.3 + 5.1 30.1 + 18.9 23.2 + 3.5

DAYS 4 - 7 MEAN+S.D. 47.7 + 10.7 42.1 + 12.4 40.1 + 5.6
1 6)e ( 7]e

DAYS 7 - 10 MEAN+S.D. 54.4 + 3.1 54.8 + 8.6 51.0 + 6.3

DAYS 10 - 14f MEAN+S.D. 68.1 + 2.9 61.4 + 5.2 59.5 + 3.4
( 6)e f 7]e

DAYS 1 - 14f MEAN+S.D. 52.9 + 2.8 41.7 + 8.3 44.7 + 3.9
( 6]e ( 7]e

---------------------------------------------------------------------------------------------------------------

DAYS - DAYS OF LACTATION
( I = NUMBER OF VALUES AVERAGED

a. Dosage occurred on day I of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
c. Excludes values for rats that were not selected for continuation on study.
d. Excludes values for rat 13731, which had an accidental death on day 15 of gestation.
e. Excludes values that were associated with spillage.
f. Because it is presumed that the pups begin to consume maternal feed after day 14 of lactation, maternal fe

were not tabulated on days 14 to 22 of lactation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-629

TABLE 14 (PAGE 1): MATERNAL RELATIVE FEED CONSUMPTION VALUES (G/KG/DAY) - LACTATION - SUMMARY - Fo GENERATION

----------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii ill
DOSAGE (MG/KG/DAY)a 0 (VEHICIE) O.lb 1.6b
----------------------------------------------------------------------------------------------------------------

RATS TESTED N 12 12 12

INCLUDED IN ANAIJYSES N ac ec ec

PREGNANT N a 8 7

DELIVERED LITTERS N 7d a 7

MATERNAL FEED CONSUMPTION (G/KG/DAY)

DAYS 1 4 MEAN+S.D. 103.6 + 20.3 98.7 + 65.9 80.1 + 14.9

DAYS 4 7 MEAN+S.D. 152.0 + 33.1 134.8 + 44.5 135.2 + 23.8
( 6]e I 7]e

DAYS 7 10 MEAN*S.D. 169.3 + 12.9 166.2 + 28.4 163.2 + 21.1

DAYS 10 14f MEAN+S.D. 202.0 + 17.6 178.4 + 16.5 179.3 + 13.1
i 6]e I 7)e

DAYS 1 14f MEAN+S.D. 165.3 + 16.6 144.5 + 28.9 144.1 + 16.6
1 6]e ( 7)e

----------------------------------------------------------------------------------------------------------------

DAYS = DAYS OF LACTATION
t I = NUMBER OF VALUES AVERAGED
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II ra

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 Of Btudy,
C. Excludes values for rats that were not selected for continuation on study.
d. Excludes values for rat 13731, which had an accidental death on day 15 of gestation.
e. Excludes values that were associated with spillage.
f. Because it is presumed that the pups begin to consume maternal feed after day 14 of lactation, maternal fee

were not tabulated on days 14 to 22 of lactation.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 15 (PAGE 1): NATURAL DELIVERY OBSERVATIONS - SUMMARY - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I ii III
DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
---------------------------------------------------------------------------------------------------------------

RATS ASSIGNED TO
NATURAL DELIVERY N a 8 8

PREGNANT N 8 8 7

DELIVERED LITTERS N 7c a 7

DURATION OF GESTATION d MEAN+S.D. 22.6 + 0.5 23.0 + 0.0 22.2 + 0.4
( Sle 6]e 6)e

IMPLANTATION SITES N 106 119 108
PER DELIVERED LITTER MEAN+S.D. 15.1 + 0.9 14.9 + 2.0 15.4 + 2.2

DAMS WITH STILLBORN PUPS N(t) 1( 14.3) 1( 12.S) 0( 0.0)

DAMS WITH NO LIVEBORN PUPS N 0 0 0

GESTATION INDEX f t 100.0 100.0 100.0
NIN 7/ 7 8/ 8 7/ 7

DAMS WITH ALL PUPS DYING
DAYS 1-4 POSTPARTUM N 0 0 0

DAMS WITH ALL PUPS DYING
DAYS 5-21 POSTPARTUM N 0 0 0
---------------------------------------------------------------------------------------------------------------

( I = NUMBER OF VALUES AVERAGED
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.
c. Excludes values for dam 13731, which had an accidental death on day 15 of gestation.
d. Calculated as the time (in days) elapsed between confirmed mating (arbitrarily defined as day 0) and the t

the first pup was delivered.
e. Excludes values for rats that did not have delivery observations recorded.
f. Number of rate with live offspring/number of pregnant rats.



PROTOCOL 418-015: OPAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 16 (PAGE 1): LITTER OBSERVATIONS (NATURALLY DELIVERED PUPS) - SUMMARY - Fl GENERATION LITTERS

---------------------------------------------------------------------------------------------------------------
MATERNAL DOSAGE GROUP I ii III
MATERNAL DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
---------------------------------------------------------------------------------------------------------------

DELIVERED LITTERS WITH
ONE OR MORE LIVEBORN PUPS N 7 7

PUPS DELIVERED (TOTAL) N 97 103 97
MEAN+S.D. 13.8 + 1.6 12.9 + 3.0 13.8 + 1.7

LIVEBORN MEAN+S.D. 13.7 + 1.4 12.8 + 3.0 13.8 + 1.7
N(i) 96( 99.0) 102( 99.0) 97(100.0)

STILLBORN MEAN+S.D. 0.1 + 0.4 0.1 + 0.4 0.0 + 0.0
N(i) 1( 1.0) 1( 1.0) 0( 0.0)

CULLED N 23 26 24

PUPS FOUND DEAD OR PRESUMED CANNIBALIZED

DAY 1 NIN(II) 0/ 96( 0.0) 0/102( 0.0) 1/ 97( 1.0)
DAYS 2- 4 MIN(%) 3/ 96( 3.1) 1/102( 1.0) 2/ 96( 2.1)
DAYS 5- 7 NIN(T) 0/ 70( 0.0) 0/ 75( 0.0) 0/ 70( 0.0)
DAYS B-14 NIN(L) 0/ 70( 0.0) 0/ 75( 0.0) 0/ 70( 0.0)
DAYS 15-21 NIN(T) 0/ 70( 0.0) 0/ 75( 0.0) 0/ 70( 0.0)

VIABILITY INDEX c t 96.9 99.0 96.9
NIN 93/ 96 101/102 94/ 97

LACTATION INDEX d t 100.0 100.0 100.0
NIN 70/ 70 75/ 75 70/ 70

---------------------------------------------------------------------------------------------------------------

DAY(S) = DAY(S) POSTPARTUM
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.
c. Number of live pups on day 4 (preculling) postpartum/number of liveborn pups on day 1 postpartum.
d. Number of live pups on day 21 (weaning) postpartum/number of live pups on day 4 (postculling) postpartum.
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TABLE 16 (PAGE 2): LITTER OBSERVATIONS (NATURALLY DELIVERED PUPS) - SUMMARY - Fl GENERATION LITTERS

---------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP I ii III
MATERNAL DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
---------------------------------------------------------------------------------------------------------------

DELIVERED LITTERS WITH
ONE OR MORE LIVEBORM PUPS N 7 a 7

SURVIVING PUPS/LITTER c

DAY I d MEAN+S.D. 13.7 + 1.4 12.8 + 3.0 13.8 + 1.7

DAY 4 PRECULLING MEAN+S.D. 13.3 + 1.0 12.6 + 3.0 13.4 + 1.8

DAY 4 POSTCULLING MEAN+S.D. 10.0 + 0.0 9.4 + 0.9 10.0 + 0.0

DAY 7 MEAN+S.D. 10.0 + 0.0 9.4 + 0.9 10.0 + 0.0

DAY 14 HEAN+S.D. 10.0 + 0.0 9.4 + 0.9 10.0 + 0.0

DAY 21 MEAN+S.D. 10.0 + 0.0 9.4 + 0.9 10.0 + 0.0

PERCENT MALE PUPS PER
NUMBER OF PUPS SEXED

DAY I d MEAW+S.D. 44.9 + 17.9 46.6 + 11.2 50.9 + 9.7

DAY 4 PRECULLING MEAN+S.D. 46.2 + 17.9 47.3 + 12.1 50.4 + 10.9

DAY 4 POSTCULLING MEAN+S.D. 48.6 + 12.1 46.5 + 5.2 48.6 + 3.8

DAY 7 MEAN+S.D. 48.6 + 12.1 46.5 + 5.2 48.6 + 3.8

DAY 14 MEAN+S.D. 48.6 + 12.1 46.5 + 5.2 48.6 + 3.6

DAY 21 MEAN+S.D. 48.6 + 12.1 46.5 + 5.2 48.6 + 3.8
---------------------------------------------------------------------------------------------------------------

DAY = DAY POSTPARTUM
a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group 11 r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.

c. Average number of live pups per litter, including litters with no surviving pups.
d. Includes pups born alive, found dead day 1 postpartum.
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TABLE 16 (PAGE 3): LITTER OBSERVATIONS (NATURALLY DELIVERED PUPS) - SUMMARY - Fl GENERATION LITTERS

--------------------------------------------------------------------I -------------------------------------------
MATERNAL DOSAGE GROUP I ii III
MATERNAL DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
----------------------------------------------------------------------------------------------------------------

DELIVERED LITTERS WITH
ONE OR MORE LIVEBORN PUPS N 7 8 7

LIVE LITTER SIZE AT WEIGHING

DAY I MEAN+S.D. 13.7 + 1.4 12.8 + 3.0 13.6 + 1.7

DAY 4 PRECULLING MEM+S.D. 13.3 + 1.0 12.6 + 3.0 13.4 + 1.8

DAY 4 POSTCULLING MEAN+S.D. 10.0 + 0.0 9.4 + 0.9 10.0 + 0.0

DAY 7 MEAN+S.D. 10.0 + 0.0 9.4 + 0.9 10.0 + 0.0

DAY 14 MEAN+S.D. 10.0 + 0.0 9.4 + 0.9 10.0 + 0.0

DAY 21 MEAN+S.D. 10.0 + 0.0 9.4 + 0.9 10.0 + 0.0

PUP WEIGHT/LITTER (GRAMS)

DAY 1 MEAN+S.D. 6.4 + 0.4 6.5 + 0.5 6.2 + 0.6

DAY 4 PRECULLING MEAN+S.D. 8.9 + 0.9 8.5 + 1.4 8.2 + 0.8

DAY 4 POSTCULLING MEAN+S.D. 9.0 + 0.9 0.5 + 1.4 8.3 + 0.8

DAY 7 MEAN+S.D. 14.1 + 1.3 13.2 + 1.8 12.8 + 1.3

DAY 14 MEAN+S.D. 29.8 + 1.6 29.4 + 2.4 26.6 + 2.6

DAY 21 MEAN+S.D. 47.1 + 3.6 47.5 + 2.9 42.4 + 3.9
----------------------------------------------------------------------------------------------------------------

DAY c DAY POSTPARTUM
a. Dosage occurred on day 1 of study until day 0 of presumed gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II ra

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.
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TABLE 17 (PAGE 1): CLINICAL OBSERVATIONS FROM BIRTH TO DAY 21 POSTPARTUM - SUMMARY - Fl GENERATION PUPS

---------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP I ii III
MATERNAL DOSAGE (MG/KG/DAY)a 0 (VEHICLE) O.lb 1.6b
LITTERS EXAMINED (N) 7 0 7
---------------------------------------------------------------------------------------------------------------

PERSISTENT CLINICAL OBSERVATIONS: c

TIP OF TAIL, BLACK NIN 0/ 0 15/ 1 0/ 0
---------------------------------------------------------------------------------------------------------------

NIN - TOTAL FREOUENCY (DAYSx PUPS)/LITTERSWITH OBSERVATIONS
a. Dosage occurred on day I of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days 1 through 4 of study.
C. Tabulation restricted to adverse observations; all other pups appeared normal.
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TABLE 18 (PAGE 1): NECROPSY OBSERVATIONS - SUMMARY - Fl GENERATION PUPS

---------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP I ii III
MATERNAL DOSAGE (MG/KG/DAY)a 0 (VEHICLE) o.ib 1.6b
LITTERS EXAMINED (N) 7 8 7
---------------------------------------------------------------------------------------------------------------

TOTAL PUPS STILLBORN
OR FOUND DEAD c N 2 2 2

STILLBORN N 1 1 0
FOUND DEAD N 1 1 2

NO MILK IN STOMACH e N(t) 0( 0.0) 1(ioo.o) 2(100.0)
---------------------------------------------------------------------------------------------------------------

PUPS SACRIFICED AND NECROPSIED ON DAY 4 AND/OR 21 POSTPARTUM d

LITTERS EXAMINED N 7 8 7
PUPS EVALUATED N 80 85 so

APPEARED NOR14AL
LITTER INCIDENCE N(t) 7(100.0) B(IOO.O) 7(100.0)
PUP INCIDENCE N(l) BO(loo-0) 85(loo.0) 80(100.0)

---------------------------------------------------------------------------------------------------------------

a. Dosage occurred on day 1 of study until day 0 of gestation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II r

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.
c. Restricted to pups in which complete necropsies were performed. Complete necropsies were not performed on

autolysis or cannibalization precluded evaluation.
d. Refer to the individual pup clinical observations table (Table 31) for external clinical observations conf
e. Analysis restricted to pups found dead and necropsied.
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TABLE 19 (PAGE I)- CLINICAL OBSERVATIONS - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
---------------------------------------------------------------------------------------------------------------

RAT # DESCRIPTION
---------------------------------------------------------------------------------------------------------------

13726 NO ADVERSE FINDINGS
13727 NO ADVERSE FINDINGS
13728 DL( 22 CHEST: SWOLLEN (RIGHT SIDE, 2.0 CM X 1.5 CM; LEFT SIDE, 2.0 CM X 1.0 CM)a
13729 DS( 44- 45) CHROMODACRYORRHEA

DS( 44- 45) EXOPHTHALMOS
DS( 44- 45) RIGHT EYE: HEMORRHAGIC AREA
DG( 0- 4) CHROMODACRYORRHEA
DG( 0- 4) EXOPHTHAL140S
DG( 0- 4) RIGHT EYE: HEMORRHAGIC AREA
DG( 4 EXCLUDED FROM STUDY

13730 DG( 4 EXCLUDED FROM STUDY
13731 DG( 15 RED PERINASAL SUBSTANCE a

DG( 15 FORE AND HINDPAWS: BLUE
DG( 15 GASPING
DG( 15 ACCIDENTAL DEATH

13732 DG( 4 EXCLUDED FROM STUDY
13733 DG( 4 EXCLUDED FROM STUDY
13734 NO ADVERSE FINDINGS
13735 NO ADVERSE FINDINGS
13736 DG( 14 CHROMORRINORRHEA

DL( 16- 18) SOFT OR LIQUID FECES
DL( 20- 22) RIGHT EAR: TORN a

13737 NO ADVERSE FINDINGS
--------------------------------------------------------------------------------------------------------------

DS a DAY OF STUDY DG = DAY OF PRESUMED GESTATION
DL = DAY OF LACTATION
a. observation confirmed at necropsy.
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TABLE 19 (PAGE 2): CLINICAL OBSERVATIONS - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

--------------------------------------------------------------------------------------------------------------

DOSAGE GROUP 11 LOW DOSAGE 0.1 MG/KG/DAY a
--------------------------------------------------------------------------------------------------------------

RAT # DESCRIPTION
--------------------------------------------------------------------------------------------------------------

13738 DS( 45 ) URINE-STAINED ABDOMINAL FUR
DG( 0- 1) URINE-STAINED ABDOMINAL FUR
DG( 4 EXCLUDED FROM STUDY

13739 NO ADVERSE FINDINGS
13740 DG( 11- 12) CHROMORHINORRHEA

DL( 2- 11) CHROMORHINORRHEA
13741 NO ADVERSE FINDINGS
13742 DG( 4- 6) LOCALIZED ALOPECIA: LIMBS

DG( 6 ) EXCLUDED PROM STUDY
13743 DS( I- 2) LOCALIZED ALOPECIA: HEAD

DS( 3 ALOPECIA NO LONGER APPARENT
DS( 50 EXCLUDED FROM STUDY

13744 DL( 16 CHROMORHINORRHEA
DL( 16 RED DRIED PERIORAL SUBSTANCE

13745 DG( 16- 19) EXOPHTHAL.MOS
DG( 16- 19) RIGHT EYE: HEMORRHAGIC AREA
DG( 16- 20) CHROMODACRYORRHEA
DG( 20 ) RIGHT EYE: REMOVED
DL( I- 22) RIGHT BYE: MISSING b
DL( I- 7) CHROMODACRYORRHEA
DL( I- 7) AROUND RIGHT EYE: SWOLLEN
DL( a ) SWELLING RESOLVED

13746 DL( 18- 20) CHROMODACRYORRHEA
DL( 18- 22) CHROMORHINORRHEA b

13747 DG( 3- 4) LOCALIZED ALOPECIA: LIMBS
DG( 4 ) EXCLUDED FROM STUDY

13748 DG( 9- 13) CHROMODACRYORRHEA
DG( 10- 16) CHROMORHINORRHEA

DL( 4- 7) CHROMORHINORRHEA
13749 DG( 4- 5) CHROMODACRYORRHEA

--------------------------------------------------------------------------------------------------------------

DS - DAY OF STUDY DG = DAY OF PRESUMED GESTATION
DL - DAY OF LACTATION
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days I through 4 of study.
b. observation confirmed at necropsy.
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TABLE 19 (PAGE 3): CLINICAL OBSERVATIONS - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

--------------------------------------------------------------------------------------------------------------

DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a
--------------------------------------------------------------------------------------------------------------

RAT # DESCRIPTION
--------------------------------------------------------------------------------------------------------------

13750 DS( 28- 32) INCISORS: MISSING/BROKEN
DS( 33 ) INCISORS: GROWN IN
DS( 28- 45) INCISORS: MISALIGNED
DS( 34- 45) CHROMODACRYORRHEA
DG( 0- 4) CHROMODACRYORRHEA
DG( 0- 4) INCISORST MISALIGNED
DG( 4 EXCLUDED FROM STUDY

137Sl NO ADVERSE FINDINGS
13752 DL( 16- 22) RIGHT EYE: CORNEAL OPACITY b
13753 NO ADVERSE FINDINGS
13754 NO ADVERSE FINDINGS
13755 NO ADVERSE FINDINGS
13756 DG( 9- 16) LOCALIZED ALOPECIA: LIMBS

DG( 17 ALOPECIA NO LONGER APPARENT
DL( 17 CHROMODACRYORRHEA

13757 DS( 36- 40) FOREPAW: RIGHT, ABRASION (0.2 CM X 0.3 CM)
DS( 41 ) ABRASION HEALED
DG( 4- 6) LOCALIZED ALOPECIA: LIMBS
DG( 6 EXCLUDED FROM STUDY

13758 NO ADVERSE FINDINGS
13759 NO ADVERSE FINDINGS
13760 DG( 6 EXCLUDED FROM STUDY
13761 DG( I- 3) CHROMORHINORRHEA

DG( 3 ) EXCLUDED FROM STUDY
--------------------------------------------------------------------------------------------------------------

DS - DAY OF STUDY DG = DAY OF PRESUMED GESTATION
DL - DAY OF LACTATION
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days 1 through 4 of study.
b. Observation confirmed at necropsy.
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TABLE 20 (PAGE 1): NECROPSY OBSERVATIONS - INDIVIDUAL DATA - Po GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DOSAGE GROUP RAT DAY OF PREGNANCY DOSAGES
DOSAGE (MG/KG/DAY) NUMBER NECROPSY STATUS ADMINISTERED OBSERVATIONS a
---------------------------------------------------------------------------------------------------------------

I
0 (VEHICLE) 13726 DL 22 p 45 ALL TISSUES APPEARED NORMAL.

13727 DL 22 p 43 ALL TISSUES APPEARED NORMAL.

13728 DL 22 p 43 CERVICAL MAMMARY GLAND: LARGE.
ALL OTHER TISSUES APPEARED NORMAL.

13731 DG 15 p 44 ACCIDENTAL DEATH ON DAY 15 OF GESTAT
THORACIC CAVITY: RED SUBSTANCE.
ALL OTHER TISSUES APPEARED NORMAL.
UTERINE CONTENTS: 17 IMPLANTATION S
AND ONE EARLY RESORPTION).B

13734 DL 22 p 45 ALL TISSUES APPEARED NORMAL.
13735 DL 22 p 43 ALL TISSUES APPEARED NORMAL.
13736 DL 22 p 46 ALL TISSUES APPEARED NORMAL.
13737 DL 22 p 46 ALL TISSUES APPEARED NORMAL.

O.Ic 13739 DL 22 p 44 ALL TISSUES APPEARED NORMAL.
13740 DL 22 p 43 ALL TISSUES APPEARED NORMAL,
13741 DL 22 p 45 ALL TISSUES APPEARED NORMAL.
13744 DL 22 p 46 ALL TISSUES APPEARED NORMAL.
13745 DL 22 p 43 ALL TISSUES APPEARED NORMAL.
13746 DL 22 p 46 ALL TISSUES APPEARED NORMAL.
13748 DL 22 p 43 ALL TISSUES APPEARED NORMAL.
13749 DL 22 p 43 ALL TISSUES APPEARED NORMAL.

---------------------------------------------------------------------------------------------------------------

P = PREGNANT NP = NOT PREGNANT
DG = DAY OF GESTATION DL = DAY OF LACTATION
a. Refer to the individual clinical observations table (Table 19) for external observations confirmed at necr
b. Viability of fetuses unable to be determined because of maternal death.
C. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.
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TABLE 20 IPAGE 2): NECROPSY OBSERVATIONS - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

--------------------------------------------------------------------------------------------------------------

DOSAGE GROUP RAT DAY OF PREGNANCY DOSAGES
DOSAGE (MG/KG/DAY) NUMBER NECROPSY STATUS ADMINISTERED OBSERVATIONS a
---------------------------------------------------------------------------------------------------------------

III

1.6b 13751 DL 22 p 44 ALL TISSUES APPEARED NORMAL.
13752 DL 22 p 45 ALL TISSUES APPEARED NORMAL.
13753 DL 22 p 44 ALL TISSUES APPEARED NORMAL.
13754 DL 22 p 46 ALL TISSUES APPEARED NORMAL.
13755 DG 25 NP 46 ALL TISSUES APPEARED NORMAL.
13756 DL 22 p 45 ALL TISSUES APPEARED NORMAL.
13758 DL 22 p 46 ALL TISSUES APPEARED NORMAL.
13759 DL 22 p 43 ALL TISSUES APPEARED NORMAL.

---------------------------------------------------------------------------------------------------------------

P = PREGNANT NP = NOT PREGNANT
DG - DAY OF GESTATION DL - DAY OF LACTATION

a. Refer to the individual clinical observations table (Table 19) for external observations confirmed at nec
b. As a result of an error in calculation, which resulted in an error in test article preparation, rate were

2 mg/kg/day on days 1 through 4 of study.
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TABLE 21 (PAGE 1): BODY WEIGHTS - PRECOHABITATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

----------------------------------------------------------------------------------------------------------------

DAY 1 2 3 4 5 6 7 8 9 10 11 12 13 14
----------------------------------------------------------------------------------------------------------------

RAT N DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
----------------------------------------------------------------------------------------------------------------

13726 203. 198. 206. 210. 213. 210. 215. 216. 214. 212. 218. 221. 224. 223
13727 242. 248. 249. 251. 246. 244. 251. 252. 245. 247. 252. 2SS. 252. 253
13720 229. 231. 226. 235. 238. 242. 238. 244. 243. 250. 244. 244. 252. 260
13729 225. 219. 225. 227. 229. 228. 235. 238. 237. 237. 243, 245. 246. 247
13730 219. 214. 219. 224. 221. 220. 226. 228. 226. 225. 230. 232. 233. 230
13731 229. 237. 239. 239. 236. 241. 243. 244. 238. 241. 245. 251. 257. 257
13732 218. 216. 222. 225. 228. 226. 221. 232. 228. 230. 228. 228. 236. 237
13733 228. 237. 236. 236. 233. 242. 246. 240. 244. 247. 250. 246. 247. 257
13734 222. 218. 218. 227. 232. 233. 234. 230. 235. 239. 236. 233. 235. 244
13735 227. 229. 227. 220. 228. 230. 232. 224. 226. 232, 234. 229. 234. 239
13736 219. 220. 216. 224. 222. 218. 221. 228. 222. 223. 224. 231. 232. 236
13737 239. 248. 250. 253, 258. 247. 247. 249. 247. 242. 239. 245. 2S2. 252

----------------------------------------------------------------------------------------------------------------

DAY 17 18 19 20 21 22 23 24 2S 26 27 28 29 30
----------------------------------------------------------------------------------------------------------------

13726 229. 226. 232. 235. 235. 234. 239. 241. 237. 237. 243. 246. 244. 244
13727 258. 258. 254. 260. 262. 257. 253. 249. 253. 258. 259. 260. 253. 256
13728 252. 2S4. 266. 268. 266. 261. 271. 270. 273. 272. 266. 268. 271. 272
13729 258. 256. 253. 254. 259. 259. 262. 262. 263. 265. 267. 269. 268. 269
13730 241. 233. 239. 245. 242. 241. 242. 248. 250. 246. 255. 2S6. 258. 256
13731 270. 268. 262. 262. 269. 273. 270. 265. 258. 266. 272. 273. 268. 267
13732 236. 244. 243. 246. 241. 241. 247. 248. 250. 246. 248. 2SO. 255. 256
13733 258. 256. 265. 269. 263. 267. 263. 263. 263. 262. 263. 273. 273. 272
13734 244. 247. 251. 255. 255. 2Sl. 252. 252. 258. 259. 266, 268. 260. 261
13735 239. 241. 241. 234. 240. 243. 240. 233. 242. 244. 244. 238, 244. 247
13736 236. 234. 226. 232. 236. 234. 225. 232. 239. 237. 234. 236. 241. 238
13737 256. 256. 256. 260. 268. 266. 261. 270. 268. 269. 269. 277. 280. 280

----------------------------------------------------------------------------------------------------------------

DAY = DAY OF STUDY
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
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TABLE 21 (PAGE 2): BODY WEIGHTS - PRECOHABITATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

----------------------------------------------------------------------------------------------------------------

DAY 33 34 35 36 37 38 39 40 41 42 43a
----------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
----------------------------------------------------------------------------------------------------------------

13726 248. 244. 248. 256. 255. 252. 257. 260. 258. 251. 251.

13727 260. 259. 268. 269. 267. 266. 262. 271. 280. 278. 274.
13728 276. 280. 278. 284. 290. 268. 269. 287. 288. 290. 289.
13729 277. 273. 279. 282. 284. 261. 284. 287. 290. 284. 287.
13730 261. 258. 267. 268. 263. 260. 267. 271. 272. 270. 272.
13731 280. 276. 276. 282. 291. 293. 284. 285. 289. 290. 288.
13732 255. 257. 260. 255. 255. 261. 262. 260. 261. 259. 270.
13733 271. 275. 271. 273. 280. 282, 276. 277. 264. 278. 294.
13734 269. 268. 268. 266. 272. 277. 274. 269. 271. 275. 278.

13735 251. 254. 250. 247. 250. 253. 255. 248. 256. 258. 254.

13736 242. 241. 234. 239. 243. 243. 238. 242. 248. 245. 241.

13737 285. 284. 285. 290. 292. 295. 292. 298. 298. 296. 296.
----------------------------------------------------------------------------------------------------------------

DAY - DAY OF STUDY
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. Last value recorded before cohabitation.
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TABLE 21 (PAGE 3): BODY WEIGHTS - PRECOHABITATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

--------------------------------------------------------------------------------------------------------------

DAY 1 2 3 4 5 6 7 8 9 10 11 12 13 1
---------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY a
---------------------------------------------------------------------------------------------------------------

13738 208. 209. 208. 205. 214. 216. 216. 215. 213. 216. 219. 218. 221. 22
13739 242. 240. 235. 239. 249. 253. 252. 2Sl. 249. 256. 260. 259. 255. 26
13740 233. 241. 235. 234. 236. 242. 240. 238. 238. 241. 244. 243. 248. 2S
13741 232. 228. 231. 240. 239. 239. 240. 247. 243. 240. 246. 252. 249. 24
13742 218. 219. 219. 222. 229. 230. 224. 227. 236. 242. 242. 241. 246. 25
13743 233. 23S. 242. 23S. 241. 249. 253. 248. 2S4. 258. 259. 255. 266. 27
13744 225. 228. 226. 228. 234. 237. 241. 237. 239. 245. 247. 246. 246. 25
13745 228. 233. 227. 226. 235. 241. 242. 237, 242, 244. 246. 244. 249. 25
13746 221. 221. 219. 226. 229. 234. 232. 226. 234. 239. 242. 238. 236. 24
13747 235. 231. 235. 242. 239. 236. 240. 24S. 247. 242. 247. 251. 251. 24
13748 224. 223. 220. 226. 228. 232. 227. 232. 234. 240. 241. 238. 239. 24
13749 227. 219. 228. 237. 234. 229. 226. 236. 244. 242. 242. 237. 247. 25

---------------------------------------------------------------------------------------------------------------

DAY 17 18 19 20 21 22 23 24 25 26 27 28 29 3
---------------------------------------------------------------------------------------------------------------

13738 229. 228. 22S. 228. 236. 234. 233. 228. 233. 237. 237. 23S. 232. 23
13739 259. 268. 268. 266. 262. 272. 269. 268. 263. 271. 268. 272. 267. 27

13740 254. 255. 257. 253. 255. 261. 260. 2S5. 258. 265. 263. 264. 264. 26
13741 259. 256. 259. 26S. 259. 258. 260, 266. 265. 261. 272. 272. 271. 26

13742 247. 250. 252. 256. 253. 250. 255. 2S9. 258. 255. 255. 259. 264. 26

13743 284. 275. 280. 278. 286. 290. 285. 280. 286. 290. 291. 283. 292. 29

13744 261. 259. 263. 261. 263. 26S. 264. 261. 267. 270. 273. 268. 276. 27

13745 254. 255. 256. 2Sl. 257. 263. 256. 255. 260. 264. 263. 261. 266. 27

13746 246. 242. 247. 252. 252. 244. 243. 248. 251. 249. 243. 240. 245. 25

13747 254. 250. 251. 257. 258. 253. 256, 258. 259. 256. 259. 264. 260. 25

13748 255. 255. 252. 248. 250. 252. 246. 241. 244. 248. 244. 242. 247. 24

13749 245. 254. 256. 257. 250. 248. 254. 2S9. 256. 256. 258. 260. 260. 26
---------------------------------------------------------------------------------------------------------------

DAY - DAY OF STUDY
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NLTMBER: T-62

TABLE 21 (PAGE 4): BODY WEIGHTS - PRECOHABITATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DAY 33 34 35 36 37 38 39 40 41 42 43a
--------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAYb
--------------------------------------------------------------------------------------------------------------

13738 241. 240. 249. 252. 247. 251. 246. 251. 252. 251. 254.
13739 274. 286. 290. 283. 284. 291. 294. 288. 289. 302. 298.
13740 271. 279. 277. 273. 276. 281. 276. 276. 280. 282. 269.
13741 276. 276. 284. 281. 281. 281. 287. 291. 292. 287. 295.
13742 264. 268. 268. 265. 266. 267. 267. 265. 274. 274. 269.
13743 299. 302. 301. 296. 302. 308. 311. 306. 312. 316. 314.

13744 274. 283. 286. 284. 279. 280. 285. 293. 297. 290. 286.

13745 266. 270. 275. 269. 272. 275. 273. 266. 275. 271. 271.
13746 246. 252. 251. 249. 254. 251. 252. 259. 263. 25S. 2S7.
13747 264. 260. 265. 272. 268. 268. 268. 272. 273. 269. 278.
13748 244. 247. 246. 242. 248. 252. 247. 242. 251. 252. 256.
13749 270. 266. 267. 269. 274. 272. 268. 273. 279. 276. 270.

--------------------------------------------------------------------------------------------------------------

DAY = DAY OF STUDY
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. Last value recorded before cohabitation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 21 (PAGE 5): BODY WEIGHTS - PRECOHABITATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DAY 1 2 3 4 5 6 7 6 9 10 11 12 13 1
---------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAYa
---------------------------------------------------------------------------------------------------------------

13750 213. 206. 214. 217. 215. 212. 218. 216. 214. 212. 217. 223. 218. 21
13751 256. 260. 266. 263. 256. 259. 260. 261. 257. 259. 262. 268. 262. 27
13752 225. 223. 227. 237. 231. 233. 239. 238. 237. 236. 244. 245. 245. 24
13753 227. 233. 225. 239. 240. 237. 233. 237. 233. 238. 235. 247. 250. 24
13754 219. 224. 217. 224. 227. 224. 222. 226. 227. 227. 228. 229. 232. 23
13755 236. 23S. 231. 238. 240. 239. 235. 240. 236. 241. 235. 238. 244. 24
13756 218. 227. 228. 232. 230. 230. 236. 240. 238. 242. 239. 246. 248. 25
13757 233. 241. 235. 235. 239, 248. 246. 247. 243. 246. 250. 254, 255. 25
13758 219. 219. 218. 221. 226. 229. 223. 226. 223. 228. 227. 233. 239. 23
13759 235. 238. 232. 232. 239. 240. 240. 231. 223. 233. 233. 236. 236. 23
13760 212. 213. 214. 211. 220. 215. 215. 214. 215. 216. 215. 220. 224. 22
13761 223. 227. 220. 226. 228. 228. 230. 231. 231. 231. 232. 236. 238. 24

---------------------------------------------------------------------------------------------------------------

DAY 17 is 19 20 21 22 23 24 25 26 27 28 29 3
---------------------------------------------------------------------------------------------------------------

13750 221. 214. 222. 226. 223. 218. 223. 220. 216. 214. 221. 215. 221. 21
13751 268. 277. 277. 278. 271. 274. 277. 274. 261. 267. 275. 277. 271. 27
137S2 250. 247. 252. 256. 253. 250. 252. 253. 252. 249. 255. 255. 256. 25
13753 250. 246. 245. 248. 252. 254. 248. 251. 253. 254. 254. 257. 2S9. 26
13754 237. 234. 228. 231. 235. 232. 232. 236. 235. 232. 233. 237. 234. 23
13755 248. 244. 240. 242. 244. 244. 240. 240. 239. 241. 239. 240. 24S. 24
13756 254. 250. 252. 253. 247. 253. 254. 254. 2Sl. 252. 257. 253. 253. 2S
13757 257. 260. 259. 260. 266. 26S. 257, 256. 263. 267. 269. 265. 265. 2
13758 239. 236. 238. 238. 241. 243. 232. 232. 234. 234. 228. 234. 241. 23
13759 243. 239. 244. 241. 242. 245. 238. 239. 238. 237. 237. 241. 244. 2
13760 229. 222. 225. 225. 232. 226. 226. 232. 231. 229. 230. 232. 231. 2
13761 240. 238. 237. 242. 246. 239. 234. 240. 241. 241. 237. 243. 243. 24

--------------------------------------------------------------------------------------------------------------

DAY = DAY OF STUDY
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 21 (PAGE 6): BODY WEIGHTS - PRECOHABITATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DAY 33 34 35 36 37 38 39 40 41 42 43a
--------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAYb
--------------------------------------------------------------------------------------------------------------

13750 217. 219. 226. 223. 222. 219. 218. 224. 223. 223. 212.
13751 269. 279. 282. 286. 278. 288. 291. 289. 285. 284. 287.
13752 259. 257. 262. 265. 267. 265. 267. 267. 266. 262. 269.
13753 262. 264. 264. 259. 2SG. 261. 264. 265. 260. 263. 263.
13754 236. 235. 229. 232. 238. 233. 229. 233. 236. 234. 231.
13755 240. 239. 241. 246. 244. 246. 242. 244. 243. 242. 239.
13756 254. 255. 2S3. 253. 2S9. 260. 255. 254. 256. 262. 2S6.
13757 269. 266. 275. 277. 276. 272. 269. 280. 286. 282. 276.
13758 238. 235. 238. 238. 240. 238. 237. 239. 243. 240. 232.
13759 245. 243. 245. 244. 246. 246. 239. 244. 238. 242. 240.
13760 239. 239. 239. 237. 240. 236. 234. 236. 242. 242. 244.
13761 243. 243. 242. 244. 246. 243. 239. 246. 247. 247. 241.

--------------------------------------------------------------------------------------------------------------

DAY = DAY OF STUDY
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. Last value recored before cohabitation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-629

TABLE 22 (PAGE 1): MATERNAL BODY WEIGHTS - PRESUMED GESTATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

----------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
----------------------------------------------------------------------------------------------------------------

PREGNANCY
STATUS DAY 0 1 2 3 4 5 6 7 8 9 10

----------------------------------------------------------------------------------------------------------------

13726 P 259. 265. 270. 275. 282. 283. 282. 281. 278. 283. 293.

13727 P 281. 292. 297. 296. 303. 304. 320. 305. 316. 316. 325.
13728 P 29S. 289. 293. 308. 309. 314. 32S. 323. 320. 320. 329.
13729 a 281. 297. 302. 302. 303.
13730 a 281. 281. 285. 288. 296.
13731 P 288. 291. 302. 306. 309. 323. 322. 310. 322. 328. 330.

13732 a 278. 282. 282. 288. 294.
13733 a 298. 309. 311. 310. 311.

13734 P 279. 283. 292. 300. 302. 303. 305. 316. 313. 312. 320.

13735 P 259. 262. 270. 272. 274. 277. 281. 285. 284. 289. 286.

13736 P 260. 273. 275. 284. 284. 288. 288. 295. 279. 293. 296.

13737 P 316. 318. 317. 331. 336. 329. 335. 332. 329. 341. 334.
----------------------------------------------------------------------------------------------------------------

DAY 13 14 15 16 17 18 19 20 21 22 23
----------------------------------------------------------------------------------------------------------------

13726 P 306. 308. 312. 315. 326. 337. 352. 360. 370. 372.

13727 P 335. 348. 354. 348. 366. 379. 397. 413. 421.
13728 P 342. 353. 364, 368. 384. 399. 427. 441. 464.

13729 a
13730 a

13731 P 358. 357. 369. ACCIDENTAL DEATH ON DAY IS OF GESTATION

13732 a

13733 a
13734 P 334. 332. 344. 347. 363. 367. 385. 399. 406.

13735 P 298. 309. 314. 313. 324. 333. 346. 362. 373. 360.

13736 P 314. 310. 318. 327. 340. 355. 371. 385. 409.

13737 P 359. 359. 363. 370. 386. 400. 408. 426. 444.
-----------------------------------------------------------------------------------------------------------

P - PREGNANT NP = NOT PREGNANT (VALUES EXCLUDED FROM AVERAGES)
DAY - DAY OF PRESUMED GESTATION

ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. Rat was not selected for continuation on study; values excluded from group averages.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 22 (PAGE 2): MATERNAL BODY WEIGHTS - PRESUMED GESTATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

--------------------------------------------------------------------------------------------------------------

RAT N DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY a
--------------------------------------------------------------------------------------------------------------

PREGNANCY
STATUS DAY 0 1 2 3 4 5 6 7 8 9 1

--------------------------------------------------------------------------------------------------------------

13738 b 261. 265. 269. 272. 282.
13739 P 294. 308. 315. 313. 309. 316. 314. 305. 319. 322. 33
13740 P 262. 280. 297. 298. 298. 300. 313. 317. 310. 310. 31
13741 P 310. 314. 319. 325. 333. 331. 323. 331. 326. 327. 34
13742 b 282. 284. 291. 296. 295. 291. 300.
13743 b
13744 P 302. 311. 311. 318. 318. 320. 321. 326. 326. 332. 33
13745 P 280. 281. 288. 294. 292. 294. 307. 308. 297. 304. 31
13746 P 252. 268. 275. 279. 278. 282. 276. 292. 281. 287. 29
13747 b 293. 295. 296. 295. 305.
13748 P 254. 267. 273. 270. 277. 283. 289. 286. 284. 288. 29
13749 P 275. 289. 300. 305. 304. 302. 318. 311. 312. 322. 32

--------------------------------------------------------------------------------------------------------------

DAY 13 14 is 16 17 is 19 20 21 22 2
--------------------------------------------------------------------------------------------------------------

13738 b
13739 P 347. 348. 364. 367. 379. 401. 415. 436. 455.
13740 P 322. 334. 341. 337. 347. 356. 368. 374. 385.
13741 P 349. 352. 364. 364. 377. 397. 415. 407. 437.
13742 b
13743 b
13744 P 358. 363. 366. 374. 385. 402. 410. 42S. 448.
13745 P 322. 339. 350. 336. 347. 358. 369. 384. 392.
13746 P 318. 314. 308. 332. 346. 362. 379. 305. 405.
13747 b
13748 P 303. 312. 326. 324. 344. 355. 374. 387. 369. 387.
13749 P 333. 346. 358. 354. 365. 384. 391. 397. 416.

--------------------------------------------------------------------------------------------------------------

P - PREGNANT NP = NOT PREGNANT (VALUES EXCLUDED FROM AVERAGES)
DAY = DAY OF PRESUMED GESTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (C).
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.
b. Rat was not selected for continuation on study; values excluded from group averages.



PROTOCOL 418-015: OPAL (GAVAGE) PHARf4ACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 22 (PAGE 3): MATERNAL BODY WEIGHTS - PRESUMED GESTATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a
---------------------------------------------------------------------------------------------------------------

PREGNANCY
STATUS DAY 0 1 2 3 4 5 6 7 a 9 10

---------------------------------------------------------------------------------------------------------------

13?SO b 232. 221. 229. 237. 241.
13751 P 295. 302. 31S. 314. 312. 309. 310. 305. 312. 321. 326
13752 P 277. 287. 278. 279. 282. 278. 284. 289. 281. 289. 290
13753 P 263. 274. 276. 278. 280. 287. 284. 270. 281. 289. 292
13754 P 246. 254. 256. 259. 259. 263. 267. 264. 264. 275. 271
13755 NP 252. 255. 258. 263. 264. 263. 266. 269. 265. 273. 266
13756 P 261. 262. 271. 271. 276. 274. 274. 278. 282. 282. 298
13757 b 284. 296. 302. 302. 305. 305. 321.
13758 P 243. 254. 254. 256. 256. 263. 269. 265. 267. 275. 281
13759 P 242. 248. 2S9. 2S8. 261. 265. 270. 269. 269. 278. 283
13760 b 236. 243. 250. 250. 2S2. 258. 261.
13761 b 252. 257. 255. 266.

---------------------------------------------------------------------------------------------------------------

DAY 13 14 15 16 17 18 19 20 21 22 23
---------------------------------------------------------------------------------------------------------------

13750 b
13751 P 352. 349. 361. 370. 380. 398. 39S. 436. 432. 437.
13752 P 297. 304. 324. 326. 348. 359. 371. 384. 411.
13753 P 318. 321. 334. 335. 345. 367. 382. 405. 413.
13754 P 290. 288. 294. 302. 321. 336. 337. 355. 366.
13755 NP 279. 275. 276. 274. 276. 282. 278. 284. 287. 278. 289
13756 P 306. 308. 319. 322. 336. 351. 364. 380. 394.
13757 b
13758 P 294. 302. 301. 321. 330. 348. 364. 381. 394.
13759 P 296. 310. 320. 324. 331. 356. 373. 389. 406.
13760 b
13761 b

---------------------------------------------------------------------------------------------------------------

P = PREGNANT NP = NOT PREGNANT (VALUES EXCLUDED FROM AVERAGES)
DAY e DAY OF PRESUMED GESTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days 1 through 4 of study.
b. Rat was not selected for continuation on study; values excluded from group averages.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 23 (PAGE 1): MATERNAL BODY WEIGHTS - LACTATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------
RAT # DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY

---------------------------------------------------------------------------------------------------------------

DAY 1 2 3 4 5 6 7 a 9 10 11
---------------------------------------------------------------------------------------------------------------

13726 270. 270. 278. 280. 282. 284. 293. 299. 298. 303. 310
13727 309. 325. 332. 325. 331. 338. 327. 335. 339. 336. 346
13728 324. 316. 329. 327. 333. 333. 337. 348. 348. 352. 358
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 310. 313. 317. 320. 326. 323. 324. 332. 331. 341. 326
13735 276. 265. 279. 275. 280. 286. 295. 293. 298. 308. 312
13736 292. 299. 294. 289. 291. 290. 300. 306. 317. 316. 321
13737 316. 328. 325. 321. 318. 319. 325. 334. 339. 346. 361

---------------------------------------------------------------------------------------------------------------

DAY 14 15 16 17 18 19 20 21 22
---------------------------------------------------------------------------------------------------------------

13726 323. 321. 32S. 336. 332. 332. 337. 328. 312.
13727 352. 360. 360. 358. 359. 357. 356. 342. 327.
13728 344. 367. 362. 356. 375. 358. 352. 354. 353.
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 325. 337. 338. 343. 353. 350. 337. 327. 330.
13735 312. 328. 327. 319. 329. 341. 339. 328. 313.
13736 314. 325. 318. 303. 328. 332. 325. 333. 334.
13737 350. 360, 363. 357. 366. 352. 368. 362. 353.

---------------------------------------------------------------------------------------------------------------

DAY = DAY OF LACTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (G).



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 23 (PAGE 2): MATERNAL BODY WEIGHTS - LACTATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------
PAT # DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY a

---------------------------------------------------------------------------------------------------------------

DAY 1 2 3 4 5 6 7 a 9 10 11
---------------------------------------------------------------------------------------------------------------

13739 316. 302. 317. 324. 325. 329. 323, 335. 337. 345. 350
13740 310. 297. 303. 296. 307. 307. 313. 317. 324. 338. 337
13741 320. 315. 333. 333. 323. 324. 317. 336. 342. 346. 343
13744 327. 339, 340. 342. 336. 322. 343. 350. 358. 367. 364
13745 313. 279. 253. 242. 282. 299. 312. 312. 325. 330. 338
13746 284. 272. 293. 302. 298. 295. 307. 319. 325. 333. 348
23748 281. 288. 296. 297. 301. 298. 308. 314. 320. 325. 319
13749 338. 327. 330. 326. 330. 339. 331. 342. 339. 347. 350

---------------------------------------------------------------------------------------------------------------

DAY 14 is 16 17 le 19 20 21 22
---------------------------------------------------------------------------------------------------------------

13739 352. 356. 352. 347. 342. 355. 350. 362. 362.
13740 340. 334. 341. 343. 343. 338. 333. 335. 306.
13741 366. 359. 359. 366. 382. 364. 352. 340. 338.
13744 367. 375. 379. 378. 371. 378. 389. 386. 374.
13745 309. 357. 368. 363. 360. 365. 357. 362. 348.b
13746 324. 316. 331. 340. 339. 340. 327. 320. 316.
13748 336. 334. 342. 348. 346. 346. 342. 338. 331.
13749 359. 360. 352. 369. 374. 358. 364. 347. 333.

---------------------------------------------------------------------------------------------------------------

DAY = DAY OF LACTATION
ALL WEIGHTS WERE RECORDED IN CRJKMS (G).
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.
b. Dead body weight.



PROTOCOL 418-015: OPAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 23 (PAGE 3): MATERNAL BODY WEIGHTS - LACTATION - INDIVIDUAL DATA - Fo GENERATION FEMALE PATS

--------------------------------------------------------------------------------------------------------------

RAT DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a

--------------------------------------------------------------------------------------------------------------
DAY 1 2 3 4 5 6 7 8 9 10 1

--------------------------------------------------------------------------------------------------------------

13751 333. 321. 323. 331. 333. 331. 341. 341. 342. 353. 35
13752 278. 289. 298. 293. 292. 298. 312. 307. 315. 319. 33
13753 299. 300. 290. 293. 300. 305. 300. 309. 320. 321. 32
13754 264. 253. 272. 271. 281. 285. 297. 303. 319. 314. 32
13755 NOT PREGNANT
13756 311. 296. 292. 290. 292. 299. 296. 309. 305. 316. 32
13758 296. 264. 283. 288. 291. 292. 289. 302. 309. 309. 32
13759 274. 280. 286. 274. 291. 288. 294. 298. 302. 316. 32

--------------------------------------------------------------------------------------------------------------

DAY 14 15 16 17 18 19 20 21 22
--------------------------------------------------------------------------------------------------------------

..1,1751 370. 371. 380. 372'@.. 389. 370. 376. 367. 38 6.
13752 333. 333. 342. 340. 343. 334. 325. 319. 330.
13753 340. 333. 321. 333. 339. 343. 344. 342. 326.
13754 322. 324. 340. 338. 334. 304. 333. 332. 336.
13755 NOT PREGNANT
13756 340. 328. 344. 295. 323. 341. 342. 356. 337.
13758 322. 317. 320. 323. 329. 330. 340. 308. 311.
13759 338. 345. 343. 342. 347. 342. 362. 350. 339.

--------------------------------------------------------------------------------------------------------------

DAY = DAY OF LACTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 24 (PAGE 2): FEED CONSUMPTION VALUES - PRECOHABITATION - INDIVIDUAL DATA - Po GENERATION FEMALE RATS

---------------------------------------------------------------------------------------------------------------

DAYS 1- 0 8- 15 15- 22 22- 29 29- 36 36- 43a
---------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
---------------------------------------------------------------------------------------------------------------

13726 140. b 138. 131. 137. 137.
13727 141. 129. 128. 106. 130. 137.
13728 135. 149. 139. 143. 141. ls9.
13729 131. 143. 141. 136. 142. 142.
13730 140. 135. 146. 147. 154. 155.
13731 144. 138. 144. 120. 130. 146.
23732 127. 114. 120. 117. lie. 124.
13733 144. 138. b b b 141.
13734 134. 129. 147. 136. 129. 144.
13735 b b b b b b
13736 122. 119. 114. 107. 108. 120.
13737 151. 126. iss. 143. 150. 163.

---------------------------------------------------------------------------------------------------------------

RAT N DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY c
---------------------------------------------------------------------------------------------------------------

13738 116. 114. 124. 114. 128. 128.
13739 b 147. 140. 122. 144. 144.
13740 138. 13S. 138. 126. 146. 141.
13741 137. 130. 139. 132. 142. 153.
13742 131. iso. 137. 137. 142. 146.
13743 b 164. b iss. b 163.
13744 139. 143. 146. 130. 143. 139.
13745 139. 144. 133. 126. 126. 135.
13746 128. 133. 121. 99. 116. 120.
13747 142. 153. b b b 168.
13748 13S. iso. 148. b b b
13749 119. 131. 121. 124. 122. 126.

---------------------------------------------------------------------------------------------------------------

DAYS = DAYS OF STUDY
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. Last value recorded before cohabitation.
b. Spilled feed precluded the calculation of this value.
c. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINSTIC RECOVERY STUDY OF PFOS IN PATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 24 (PAGE 2): FEED CONSUMPTION VALUES - PRECOHABITATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RATS

-----------------------------------------------------------------------------------------I ---------------------

DAYS I- 8 8- 15 IS- 22 22- 29 29- 36 36- 43a
--------------------------------------------------------------------------------------------------------------

RAT 0 DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY b
--------------------------------------------------------------------------------------------------------------

13750 114. 110. ill. 98. 100. 89.
13751 148. 134. 135. Ill. 124. 133.
13752 234. 126. 124. 114. 117. 123.
13753 131. 128. 123. 122. 131. 171.

13754 123. 119. 121. 108. 125. 116.

13755 121. 113. 115. 105. 113. 114.
137S6 129. 128. 121. ios. 107. 115.

13757 131. 133. 133. 124. 135. 134.
13758 124. 130. 133. 105. 100. 117.
13759 149. 141. c 134. c 137.
13760 109. 113. 108. 99. ill. 112.
13761 122. 122. 123. 107. ill. 110.

--------------------------------------------------------------------------------------------------------------

DAYS m DAYS OF STUDY
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. Last value recorded before cohabitation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.
c. Spilled feed precluded the calculation of this value.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 25 (PACE 1): MATERNAL FEED CONSUMPTION VALUES - PRESUMED GESTATION - INDIVIDUAL DATA - Fo GENERATION

--------------------------------------------------------------------------------------------------------------

RAT 0 DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
--------------------------------------------------------------------------------------------------------------

PREGNANCY
STATUS DAYS 0 - I I - 2 2 - 3 3 - 4 4 - 5 5 - 6 6 - 7 7 - 8 8 - 9 9 - 10 10

--------------------------------------------------------------------------------------------------------------

13726 P 25. 24. 28. 22. 23. 22. 41. 19. 22. 23.
13727 P 26. 24. 21. 27. 25. 25. 24. 21. 24. 25.
13728 P 18. 41. 14. 28. 28. 27. 23. 24. 25. 28.
13729 a b 24. 25. 18.
13730 a 24. 25. 28. 25.
13731 P 16. 28. 26. 27. 25. 27. 13. 29. 26. 27.
13732 a 25. 22. 24. 20.
13733 a 28. 27. 25. 21.
13734 P 23. 27. 27. 22. 27. 28. 30. 27. 28. 24.
23735 P 24. 25. 28. 23. 29. 24. b 24. 22. 20.
13736 P 28. 23. 23. 23. 25. 24. 24. 16. 20. 27.
13737 P 24. 25. 26. 29. 24. 27. 28. 21. 25. 24.

------------------------------------------------------------------------------------------------------------

DAYS 13 - 14 14 - 15 15 - 16 16 - 17 17 - 18 18 - 19 19 - 20 20 - 21 21 - 22 22 - 23 23
---------------------------------------------------------------------------------------------------------------

13726 P 22. 33. 22. 23. 23. 24. 20. b 14.
13727 P Is. 22. 19. 29. 27. 30. 26. 23.
13728 P 20. 25. 26. 29. 29. 34. 29. 24.
13729 a
13730 a
13731 P 27. 29. ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13732 a

13733 a
13734 P 27. 27. 25. 27. 31. 31. 21. 26.
13735 P 20. 32. 25. 29. 25. 24. 24. 29. 10.
13736 P 24. 20. 25. 26. 23. 26. 20. 25.
13737 P 24. 29. 24. 32. 26. 22. 25. 2S.

--------------------------------------------------------------------------------------------------------------

P = PREGNANT NP = NOT PREGNANT (VALUES EXCLUDED FROM AVERAGES)
DAYS = DAYS OF PRESUMED GESTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. Rat was not selected for continuation on study; values excluded from group averages.
b. Spilled feed precluded the calculation of this value.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-629

TABLE 25 (PAGE 2): MATERNAL FEED CONSUMPTION VALUES - PRESUMED GESTATION - INDIVIDUAL DATA - Fo GENERATION FE

----------------------------------------------------------------------------------------------------------------

rtAT # DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY a
----------------------------------------------------------------------------------------------------------------

PREGNANCY
STATUS DAYS 0 - I I - 2 2 - 3 3 - 4 4 - 5 5 - 6 6 - 7 7 - 8 a - 9 9 - 10 10 -

---------------------------------------------------------------------------------------------------------------

13738 b 24, 21. 22. 21.
13739 P 22. 28. 26. 23. 20, 25. 19. 2S. 24. 27, 2
13740 P 24. 24. 27. 25. 26. 26. 23. 25. 25. 2
13741 P 26. 27. 30. 26. 24. 24. 27. 20. 21. 23. 3
13742 b 24. 24. 28. 27. 27. 24.
13743 b
13744 P 25. 23. 22. 22. 26. 24. 27. 26. 21. 32. 2
13745 P 19. 23. 27. 23. 25. 23. 24. 21. 27. 26. 2
13746 P 24. 22. 15. 16. 20. 22. 23. 20. 19. 25. 1
13747 b 29. 24. 28. 23.
13748 P 25. 23. 28. 39. 29. 23. 22. 21. 24. 20. 2
13749 P 27. 22. 29. 26. 26. 24. 14. 22. 31. 28. 2

---------------------------------------------------------------------------------------------------------------

DAYS 13 - 14 14 - 15 IS - 16 16 - 17 17 - 18 18 - 19 19 - 20 20 - 21 21 - 22 22 - 23 23 -
---------------------------------------------------------------------------------------------------------------

13738 b
13739 P 24. 34. 23. 27. 28. 27. 27. 39.
13740 P 23. 25. 24. 26. 28. 26. 27. 20.
13741 P 23. 26. 26. 27. 28. 28. is. 28.
13742 b

13743 b
13744 P 27. 22. 25. 29. 27. 22. 29. 27.
1374S P 25. 30. 19. 24. 26. 27. 34. 25.
13746 P 27. 17. 28. 34. 35. 30. 25. 28.
13747 b
13748 P 16. 34. 26. 32. 31. 30. 30. 10. 14.
13749 P 22. 33. 21. 33. 33. 24. 30. 29.

---------------------------------------------------------------------------------------------------------------

P = PREGNANT NP = NOT PREGNANT (VALUES EXCLUDED FROM AVERAGES)
DAYS - DAYS OF PRESUMED GESTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.
b. Rat was not selected for continuation on study; values excluded from group averages.



PROTOCOL 418-015: OPAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PPOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 25 (PAGE 3): MATERNAL FEED CONSUMPTION VALUES - PRESUMED GESTATION - INDIVIDUAL DATA - Fo GENERATION

--------------------------------------------------------------------------------------------------------------

RAT # DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a
--------------------------------------------------------------------------------------------------------------

PREGNANCY

STATUS DAYS 0 - 1 1 - 2 2 - 3 3 - 4 4 - 5 5 - 6 6 - 7 7 - 8 8 - 9 9 - 10 10
--------------------------------------------------------------------------------------------------------------

13750 b S. is. 21. 12.
13751 P 20. 29. 22. 23. 16. 21. 18. 20. 26. 23.
13752 P 28. 15. 16. 16. 16. 17. 23. 11. 20. 15.
13753 P 23. 21. 23. 23. Is. 18. 16. 19. 23. 23.
13754 P 22. 22. le. 20. 20. 20. 24. 20. 20. 24.
13755 NP 22. 21. Is. 22. 22. 20. 29. 25. 23. 26.
13756 P 17. 20. Is. 16. 16. 16. 26. is. 20. 23.
13757 b 26. 22. 25. 26. 26. 26.
13758 P 23. 22. Is. 21. 22. 22. 45. 28. 22. 30.
13759 P 20. 25. 22. 24. 25. 23. 28. 23. 23. 27.
13760 b is. 18. 19. 20. 19. 17.
13761 b 20. 19. 20.

--------------------------------------------------------------------------------------------------------------

DAYS 13 - 14 14 - 15 15 - 16 16 - 17 17 - 18 18 - 19 19 - 20 20 - 21 21 - 22 22 - 23 23
--------------------------------------------------------------------------------------------------------------

13750 b
13751 P 25. 29. 33. 25. 25. 23. 35. 24, 23.
13752 P 19. 32. 25. 25. 26. 22. 22. 30.
13753 P 24. 32. 23. 29. 24. 27. 26.
13754 P 22. 23. 24. 27. 29. 14. 23. 27.
137S5 NP 21. 21. 22. 25, 25. 15. 38. 27. 17. 20.
13756 P 20. 25. 24. 24. 24. 21. 21. 28.
13757 b
13758 P 27. 30. 28. 26. 24. 23. 23. 33.
13759 P 24. 34. 28. 28. 30. 28. 26. 32.
13760 b
13761 b

--------------------------------------------------------------------------------------------------------------

P = PREGNANT NP - NOT PREGNANT (VALUES EXCLUDED FROM AVERAGES)
DAYS = DAYS OF PRESUMED GESTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days 1 through 4 of study.
b. Rat was not selected for continuation on study; values excluded from group averages.



PROTOCOL 418-015: ORAL IGAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 26 (PAGE 1): MATERNAL FEED CONSUMPTION VALUES - LACTATION - INDIVIDUAL DATA - Po GENERATION FEMALE RA

--------------------------------------------------------------------------------------------------------------

DAYS 1 - 4 4 - 7 7 - 10 10 - 14a
--------------------------------------------------------------------------------------------------------------

RAT 0 DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
--------------------------------------------------------------------------------------------------------------

13726 85. 144. 171. 281.
13727 106. 128. 152. 252.
13728 91. 136. 173. 282.
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 93. 136. 170. 268.
1373S 119. c 161. 280.
13736 71. 110. ISO. c
13737 92. 204. 165. 271.

--------------------------------------------------------------------------------------------------------------

RAT N DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY b
--------------------------------------------------------------------------------------------------------------

13739 49. 108. 146. 223.
13740 74. 130. 149. 233.
13741 99. 127. 169. 268.
13744 97. 109. 175. 265.
13745 20, ill. 166. 250.
13746 121. 206. 219. c
13748 206. c 159. 262.
13749 57. 93. 133. 218.

--------------------------------------------------------------------------------------------------------------

DAY = DAY OF LACTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (G).
a. It is presumed that the pups begin to consume the maternal feed after day 14 of lactation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.
C. Spilled feed precluded the calculation of this value.



PROTOCOL 418-015: OPAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PPOS IN PATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 26 (PAGE 2): MATERNAL FEED CONSUMPTION VALUES - LACTATION - INDIVIDUAL DATA - Fo GENERATION FEMALE RA

--------------------------------------------------------------------------------------------------------------

DAYS I - 4 4 - 7 7 - 10 10 - 14a

--------------------------------------------------------------------------------------------------------------
RAT 0 DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY b

--------------------------------------------------------------------------------------------------------------

13751 65. 110. 157. 234.
13752 72. 119. 140. 232.
13753 69. 115. 161. 244.
13754 70. 151. 181. 240.
13755 NOT PREGNANT
13756 52. 99. 121. 228.
13758 72. 115. 150. 223.
13759 87, 133. 161. 264.

--------------------------------------------------------------------------------------------------------------

DAYS - DAYS OF LACTATION
ALL WEIGHTS WERE RECORDED IN GRAMS (C).
a. It is presumed that the pups begin to consume the maternal feed after day 14 of lactation.
b. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN PATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 27 (PAGE 1): NATURAL DELIVERY, IMPLANTATION SITES, AND PUP VIABILITY AND SEX - INDIVIDUAL DATA -
Fo GENERATION FEMALE RATS/Fl GENERATION LITTERS

--------------------------------------------------------------------------------------------------------------

DURATION OF LITTER DELIVERED NUMBER OF LIVE PUPS AT
RAT/ GESTATION LIVE STILL- TOTAL COMPLETION OF DAY POSTPARTUM

LITTER (DAYS) BORN BORN BORN I 4a 4b 7 14 21
NUMBER N N N N m p m p m F m F m F m p
--------------------------------------------------------------------------------------------------------------
MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
--------------------------------------------------------------------------------------------------------------

13726 23 13 0 13 4 9 4 9 4 6 4 6 4 6 4 6
13727 23 14 0 14 7 7 7 7 5 5 5 5 5 5 5 5
13728 23 is 1 16 7 a 7 6 5 5 5 5 5 5 5 5
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 23 13 0 13 7 6 7 6 5 5 5 5 5 5 5 5
13735 23 12 0 12 3 9 3 9 3 7 3 7 3 7 3 7
13736 c 13 0 13 10 3 10 3 7 3 7 3 7 3 7 3
13737 c 16 0 16 5 11 5 10 5 5 5 5 5 5 5 5

--------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY d
--------------------------------------------------------------------------------------------------------------

23739 23 16 0 16 9 7 9 7 5 5 5 5 5 5 5 5
13740 23 9 0 9 4 5 4 5 4 5 4 5 4 s 4 5
13741 23 16 0 16 7 9 7 9 5 5 5 5 5 5 5 5
13744 c 14 0 14 4 10 4 10 4 6 4 6 4 6 4 6
13745 c 12 0 12 7 5 7 4 4 4 4 4 4 4 4 4
13746 23 13 1 14 8 5 8 5 5 5 5 5 5 5 5 5
13748 23 14 0 14 6 8 6 8 5 5 5 5 5 5 5 5
13749 23 8 0 8 3 5 3 5 3 5 3 5 3 5 3 5

--------------------------------------------------------------------------------------------------------------

M = MALE F = FEMALE
a. Number of live pups preculling.
b. Number of live pups postculling.
c. Delivery observations were not recorded, values excluded from group averages.
d. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015; ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-629

TABLE 27 (PAGE 2): NATURAL DELIVERY, IMPLANTATION SITES, AND PUP VIABILITY AND SEX - INDIVIDUAL DATA -
Po GENERATION FEMALE RATS/Fl GENERATION LITTERS

----------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a
----------------------------------------------------------------------------------------------------------------

DURATION OF LITTER DELIVERED NUMBER OF LIVE PUPS AT
RAT/ GESTATION LIVE STILL- TOTAL COMPLETION OF DAY POSTPARTUM

LITTER (DAYS) BORN BORN BORN 1 4b 4c 7 14 21
NUMBER N N N N m F m p m F m p m F M F
----------------------------------------------------------------------------------------------------------------

13751 23 13(l) 0 13 7 5 7 5 5 s 5 5 5 5 5 5
13752 22 15 0 15 6 9 5 9 5 5 5 5 s 5 5 5
13753 22 14 0 14 7 7 7 7 5 5 5 5 5 5 5 5
13754 d 11 0 11 4 7 4 7 4 6 4 6 4 6 4 6
13755 NOT PREGNANT
13756 22 13 0 13 7 6 6 6 5 5 5 5 5 5 5 5
137SO 22 is 0 15 9 6 9 6 5 5 5 5 5 s 5 5
13759 22 16 0 16 10 6 10 6 5 5 5 5 5 5 5 5

----------------------------------------------------------------------------------------------------------------
M MALE F - FEMALE
( - NUMBER OF PUPS DYING PRIOR TO WEIGHING ON DAY 1 POSTPARTUM.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were d

0.125 mg/kg/day on days I through 4 of study.
b. Number of live pupa preculling.
C. Number of live pups postculling.
d. Delivery observations were not recorded, values excluded from group averages.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PPOS IN RATS (SPONSOR'S STUDY NUMBER: T-629

TABLE 28 (PAGE I).- PUP BODY WEIGHT LITTER AVERAGES FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GEN

----------------------------------------------------------------------------------------------------------------

RAT/
LITTER DAY I DAY 4 DAY 7 DAY 14 DAY 21
NUMBER m p T m F T m F T m F T m F T

----------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
----------------------------------------------------------------------------------------------------------------

13726 7.0 6.3 6.5 9.8 9.2 9.4 15.4 14.7 15.0 31.2 30.4 30.8 50.7 48.3 49.3
13727 6.2 6.0 6.1 9.4 9.0 9.2 15.2 14.1 14.7 30.3 28.7 29.5 48.6 48.0 48.3
13728 7.0 6.3 6.6 10.2 9.6 9.9 15.8 14.9 15.3 33.3 31.7 32.5 55.0 51.8 53.4
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 6.3 5.7 6.0 9.0 8.3 8.7 15.3 13.9 14.6 29.6 28.2 28.9 44.3 41.1 42.7
13735 6.4 5.8 . 6.0 9.0 8.4 8.5 14.0 12.2 12.8 29.7 27.2 28.0 46.5 43.2 44.2
13736 7.3 6.8 7.2 9.6 9.1 9.4 14.9 14.3 14.7 30.8 29.0 30.3 46.4 45.6 46.2
13737 6.5 6.1 6.2 7.4 6.9 7.0 11.9 ll.S 11.7 28.7 27.9 28.3 45.6 45.1 45.4

----------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY a
----------------------------------------------------------------------------------------------------------------

13739 6.4 6.2 6.3 7.8 7.5 7.7 11.6 11.6 11.6 25.9 26.2 26.0 42.8 42.2 42.5
13740 7.3 6.6 6.9 10.6 9.6 10.0 15.6 13.8 14.6 32.4 29.9 31.0 51.8 47.2 49.3
13741 6.4 6.0 6.2 9.4 9.2 9.3 16.0 15.3 25.7 32.6 31.6 32.1 49.9 47.7 48.8
13744 6.8 6.4 6.5 7.2 6.9 7.0 11.5 11.1 11.3 31.6 31.0 31.2 46.0 44.0 44.8
13745 5.7 5.1 5.4 6.5 6.3 6.4 11.3 10.8 11.0 28.8 27.8 28.3 50.2 48.6 49.4
13746 6.9 6.5 6.7 9.0 8.3 0.8 14.2 13.5 13.8 26.9 25.3 26.1 47.3 46.6 47.0
13748 7.0 6.5 6.7 8.7 8.4 8.5 13.1 13.0 13.0 30.0 28.5 29.2 48.2 45.2 46.7
13749 7.3 6.9 7.1 11.0 10.4 10.6 15.7 14.7. 15.0 32.6 30.9 31.5 54.1 49.9 51.5

----------------------------------------------------------------------------------------------------------------

N - MALE F = FEMALE T - TOTAL (SUM OF PUP WEIGHTS/NUMBER OF LIVE PUPS) DAY = DAY POSTPARTUM
ALL WEIGHTS WERE RECORDED IN GRAMS (C). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were d
0.125 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: OPAL (GAVAGE) PRARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 28 (PAGE 2): PUP BODY WEIGHT LITTER AVERAGES FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl G

--------------------------------------------------------------------------------------------------------------

RAT/
LITTER DAY 1 DAY 4 DAY 7 DAY 14 DAY 21
NUMBER m F T m F T m F T m F T m F T

--------------------------------------------------------------------------------------------------------------

14ATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a
--------------------------------------------------------------------------------------------------------------

13751 7.3 6.6 7.0 10.0 8.9 9.5 15.0 13.4 14.2 30.9 28.0 29.4 45.3 48.5 46.9
13752 6.1 5.9 6.0 8.7 8.0 8.3 13.5 12.3 12.9 26.7 25.8 26.2 42.4 40.0 41.2
13753 6.5 6.4 6.5 8.6 8.7 8.7 13.1 13.6 13.3 28.6 28.7 28.6 45.4 45.2 45.3
13754 7.1 6.8 6.9 8.6 8.6 8.6 14.2 13.9 14.0 29.3 28.9 29.1 47.9 46.0 46.8
13755 NOT PREGNANT
13756 6.1 5.7 5.9 7.9 7.3 7.6 10.8 10.3 10.5 23.7 20.8 22.3 38.5 35.3 36.9
13758 5.5 5.6 5.6 7.1 7.2 7.1 11.6 11.8 11.7 24.3 24.9 24.6 38.9 39.0 39.0
13759 6.0 5.6 5.8 8.0 7.5 7.8 12.9 12.4 12.7 26.4 25.3 25.8 42.0 40.2 41.1

--------------------------------------------------------------------------------------------------------------

N - 14ALS F = FEMALE T - TOTAL (SUN OF PUP WEIGHTS/NUMBER OF LIVE PUPS) DAY - DAY POSTPARTUM
ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: OPAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 29 (PAGE 1): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 B 9 10 11 12 13 14 is 16
--------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY POSTPA
------------------------------------------------------------------------------------------------------------

13726 7.6 6.9 6.6 7.0 6.2 6.1 6.4 6.3 6.0 5.8 6.4 7.2 6.1

13727 6.3 6.4 6.1 6.1 6.4 6.3 6.2 5.8 6.1 5.9 6.1 5.7 6.2 6.0
13728 7.1 6.9 6.9 7.2 7.4 6.4 7.2 6.3 4.S 7.1 6.4 6.1 6.0 6.4 7.0 FS

13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 6.4 6.3 5.5 6.8 6.2 6.4 6.8 6.0 5.7 5.6 6.0 5.3 5.5
13735 6.3 7.0 5.9 6.3 6.2 6.0 5.6 6.0 5.6 S.7 5.0 5.9
13736 7.7 7.6 6.6 7.6 7.6 6.9 7.7 7.4 7.2 7.1 7.0 6.9 6.4
13737 6.8 6.3 6.2 6.8 6.3 6.4 5.7 6.0 6.1 6.1 6.7 6.1 6.0 5.9 5.8 5.9
--------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP Il LOW DOSAGE 0.1 MG/KG/DAY a POSTPA
--------------------------------------------------------------------------------------------------------------

13739 6.3 6.8 5.7 5.9 6.7 6.2 6.8 6.3 6.5 6.1 6.2 6.4 6.3 6.4 6.1 6.0
13740 7.2 7.8 6.8 7.5 6.8 6.6 6.6 6.9 6.2
13741 6.1 6.1 6.7 6.7 6.3 6.5 6.2 5.6 6.2 6.2 S.7 6.3 6.0 5.7 6.4 6.3

13744 7.0 7.1 6.8 6.5 6.0 6.2 6.8 6.4 6.3 6.0 6.2 6.8 6.5 6.6
13745 5.8 5.8 5.8 5.7 5.8 5.7 S.1 4.0 S.3 5.4 5.4 5.5

13746 6.6 6.8 7.2 7.4 6.9 6.8 7.5 5.9 ms 6.6 6.0 6.2 6.7 6.9
13748 7.3 7.2 7.6 6.6 6.8 6.6 6.6 7.0 6.9 6.6 6.2 5.8 6.0 6.6

13749 7.3 7.5 7.1 6.6 6.9 6.8 7.0 7.3
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

FIRST LETTER M-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),
NUMBER FOLLOWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 29 (PAGE 2): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 1 8 9 10 11 12 13 14 is 16
--------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a POSTPA
--------------------------------------------------------------------------------------------------------------

13751 7.0 7.9 7.2 7.0 7.6 7.4 7.2 6.3 6.6 6.4 6.6 7.0 FD 1
13752 4.1 6.5 6.2 6.8 6.4 6.6 6.0 6.0 5.2 5.9 6.0 6.1 6.4 5.5 5.8

13753 6.9 6.8 7.0 6.2 6.8 5.5 6.5 6.8 6.6 6.3 6.2 6.2 7.1 6.0

13754 7.0 7.4 7.0 7.1 6.8 6.6 7.0 7.1 6.7 6.6 7.1

13755 NOT PREGNANT
137S6 6.1 6.4 5.8 5.9 6.0 6.2 6.2 S.7 6.3 5.7 5.4 5.5 5.7

13758 5.4 5.7 5.4 5.6 5.5 5.6 5.5 5.3 MA 5.5 S.4 S.3 6.0 5.7 6.0

13759 5.7 6.1 6.2 6.2 6.2 4.9 6.5 5.9 6.1 6.1 5.2 5.9 4.6 5.8 5.9 6.0
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITRER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

FIRST LETTER M-MALE, F-FEKALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),
NUMBER FOLLOWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rate were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 29 (PAGE 3): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

PUP 0 1 2 3 4 5 6 7 a 9 10 11 12 13 14 is 16
--------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY POSTPARTUM D
--------------------------------------------------------------------------------------------------------------

13726 9.7 9.2 10.5 9.8 8.9 9.9 9.2 9.2 9.0 9.5 9.2 9.4 9.0
13727 9.5 9.4 9.1 9.4 9.2 9.7 9.4 8.5 9.4 8.8 9.2 9.1 9.2 8.9
13728 10.3 10.6 9.9 10.0 10.4 9.9 10.4 10.3 9.8 9.3 9.0 9.0 10.0 FD 3 FM 2 FS
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 9.0 9.2 9.5 8.8 9.6 9.3 7.8 8.9 7.8 8.8 8.6 7.1 8.4
13735 9.4 9.0 8.5 8.7 8.8 7.9 8.3 8.7 8.7 B.S 7.2 8.4
13736 9.1 8.8 9.6 9.8 10.1 8.8 10.0 9.1 10.2 10.1 9.6 8.4 9.3
13737 7.6 7.6 7.2 6.9 7.7 7.1 6.9 6.9 7.5 7.1 6.8 7.0 5.7 6.7 7.0 FM 4
--------------------------------------------------------------------------------------------------------------

14ATERNAL DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY a POSTPARTUM D
--------------------------------------------------------------------------------------------------------------

13739 8.1 8.4 8.5 7.9 7.7 7.2 7.8 7.5 7.4 7.9 7.7 7.3 7.9 7.0 7.4 7.3
13740 10.7 10.8 10.2 10.9 9.S 9.4 9.7 9.5 9.8
13741 9.7 9.1 9.9 8.8 9.0 9.2 10.2 8.6 9.3 9.8 9.8 8.3 9.8 9.5 8.2 9.4
13744 6.1 7.5 7.5 7.5 7.7 7.5 6.0 7.0 6.7 6.8 7.4 6.7 5.9 7.0

13745 6.6 5.8 6.5 6.8 6.6 6.8 6.6 6.3 6.2 6.4 6.3 FD 2
13746 9.3 9.0 8.6 9.2 9.6 8.8 9.7 8.2 ms 8.4 9.0 9.1 7.4 7.6

13748 9.3 9.7 8.8 7.8 6.5 7.9 8.3 8.1 7.9 9.0 8.9 9.3 7.1 8.6
13749 10.9 11.2 10.8 10.6 10.8 10.2 10.2 10.4
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

FIRST LETTER M-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),

NUMBER FOLLOWING *SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 Of study.



PROTOCOL 418-015! ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 29 (PAGE 4): PUP BODY WEIGHTS FRBM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 a 9 10 11 12 13 14 15 16
--------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY POSTPARTUM D
--------------------------------------------------------------------------------------------------------------

13751 10.1 10.1 10.0 9.6 10.0 10.5 9.8 9.0 9.2 8.1 9.8 8.2 FD 1
13752 9.2 7.6 8.5 8.9 9.1 MD 4 7.1 8.1 8.1 8.6 8.1 7.0 8.3 8.8 8.3
13753 7.7 8.8 9.2 9.4 8.8 8.4 8.3 8.2 9.2 8.9 8.3 8.4 8.4 9.6
13754 8.4 8.9 8.5 8.8 9.6 8.1 9.2 8.7 8.8 7.7 8.0
13755 NOT PREGNANT
13756 8.2 7.7 7.8 8.0 8.0 7.8 MM 3 6.6 6.9 7.3 7.0 7.4 8.5
13758 7.1 6.6 7.1 7.7 7.1 7.4 7.3 6.9 6.5 7.5 6.9 7.2 6.7 7.7 6.9
13759 8.0 8.9 8.3 6.6 8.3 7.4 8.2 8.8 8.0 8.0 5.9 8.0 8.2 7.3 7.6 8.1
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

FIRST LETTER N-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),
NUMBER FOLLOWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-629

TABLE 29 (PAGE 5): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

----------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 8 9 10 11 12 13 14 is 16 17
----------------------------------------------------------------------------------------------------------------

RAT/

LITTER MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY POSTPARTUM DAY
----------------------------------------------------------------------------------------------------------------

13726 9.7 9.2 10.5 9.8 FC 4 9.9 9.2 9.2 FC 4 9.5 9.2 FC 4 9.0

13727 9.5 MC 4 9.1 9.4 9.2 9.7 MC 4 FC 4 9.4 8.8 9.2 9.1 FC 4 8.9

13728 10.3 10.6 9.9 MC 4 MC 4 9.9 10.4 10.3 FC 4 9.3 9.0 9.0 10.0 PD 3 FM 2 FS

13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION

13734 9.0 9.2 MC 4 8.8 9.6 9.3 MC 4 8.9 FC 4 8.8 8.6 7.1 8.4

13735 9.4 9.0 8.5 8.7 FC 4 7.9 8.3 8.7 8.7 8.5 7.2 FC 4

13736 MC 4 MC 4 9.6 MC 4 10.1 8.8 10.0 9.1 10.2 10.1 9.6 8.4 9.3

13737 7.6 7.6 7.2 6.9 7.7 7.1 6.9 FC 4 7.5 7.1 FC 4 7.0 PC 4 PC 4 PC 4 FM 4
---------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP 11 LOW DOSAGE 0.1 MG/KG/DAY a POSTPARTUM DA
---------------------------------------------------------------------------------------------------------------

13739 MC 4 MC 4 MC 4 7.9 MC 4 7.2 7.8 7.5 7.4 7.9 7.7 7.3 FC 4 7.0 7.4 FC 4

13740 10.7 10.8 10.2 10.9 9.5 9.4 9.7 9.5 9.8

13741 MC 4 9.1 9.9 8.8 MC 4 9.2 10.2 8.6 9.3 FC 4 FC 4 8.3 9.8 FC 4 FC 4 9.4

13744 6.1 7.5 7.5 7.5 7.7 7.5 6.0 7.0 FC 4 6.8 7.4 FC 4 FC 4 FC 4

13745 MC 4 MC 4 6.5 MC 4 6.6 6.8 6.6 6.3 6.2 6.4 6.3 FD 2

13746 MC 4 MC 4 8.6 9.2 9.6 8.8 MC 4 8.2 ms 8.4 9.0 9.1 7.4 7.6

13748 9.3 9.7 8.8 7.8 8.5 MC 4 FC 4 8.1 FC 4 9.0 PC 4 9.3 7.1 8.6

13749 10.9 11.2 10.8 10.6 10.8 10.2 10.2 10.4
---------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

FIRST LETTER M-MALE, F-FEMALE, U-SEX UNDETERMINABLE

SECOND LETTER A-ALIVE, S-STILLBORN, U-UNCERTAIN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED), X-OTH

NUMBER FOLLOWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 29 (PAGE 6): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 a 9 10 11 12 13 14 15 16
--------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY POSTPARTUM D
------------------------------------------------------------------------------------------------------------
13751 MC 4 10.1 MC 4 9.6 10.0 10.5 9.8 9.0 9.2 8.1 9.8 8.2 FD 1
13752 9.2 7.6 6.5 8.9 9.1 MD 4 FC 4 PC 4 8.1 PC 4 FC 4 7.0 8.3 8.8 8.3
13753 7.7 8.8 MC 4 9.4 MC 4 8.4 8.3 FC 4 9.2 8.9 6.3 FC 4 8.4 9.6
13754 8.4 8.9 8.5 8.8 9.6 8.1 9.2 8.7 8.8 7.7 PC 4
13755 NOT PREGNANT
13756 8.2 MC 4 7.8 8.0 8.0 7.8 MM 3 6.6 6.9 7.3 7.0 7.4 PC 4
13758 MC 4 MC 4 7.1 MC 4 7.1 7.4 7.3 MC 4 6.5 7.5 6.9 7.2 PC 4 7.7 6.9
13759 MC 4 0.9 8.3 MC 4 MC 4 MC 4 8.2 8.8 8.0 MC 4 FC 4 8.0 8.2 7.3 7.6 8.1
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.
FIRST LM ER M-NALE, F-FENALE, U-SEX UNDETERMINABLE
SECOND LETTER A-ALIVE, S-STILLBORN, U-UNCERTAIN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED), X-OT
NUMBER FOLLOWING 'SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 29 (PAGE 7)@ PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 8 9 10 11 12 13 14 is 16
--------------------------------------------------------------------------------------------------------------

PAT/
LITTER MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY POSTPA
--------------------------------------------------------------------------------------------------------------

13726 15.3 15.1 16.6 14.4 FC 4 14.7 15.1 14.3 FC 4 14.5 15.0 FC 4 14.6

13727 15.6 MC 4 14.7 15.4 14.9 15.5 MC 4 FC 4 14.6 14.7 13.7 13.4 FC 4 14.3

13728 15.1 15.6 15.9 MC 4 MC 4 16.0 16.2 15.6 FC 4 14.8 15.6 14.2 14.4 FD 3 FM 2 FS
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION

13734 15.6 15.6 MC 4 14.5 15.1 15.6 MC 4 12.6 FC 4 14.4 14.3 13.6 14.7
13735 14.2 13.2 14.5 11.7 FC 4 10.7 13.9 11.2 12.0 13.3 12.8 FC 4
13736 MC 4 MC 4 15.6 MC 4 15.9 14.6 13.3 15.1 15.9 13.8 14.8 14.5 13.5
13737 12.9 13.0 11.1 10.6 12.0 12.6 11.7 FC 4 11.3 10.5 FC 4 11.4 FC 4 FC 4 PC 4 FM 4
--------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP 11 0.1 MG/KG/DAY a POSTPARTUM DAY 7
--------------------------------------------------------------------------------------------------------------

13739 MC 4 MC 4 MC 4 11.4 MC 4 12.3 12.2 11.4 10.8 10.9 12.4 10.8 FC 4 12.5 11.3 FC 4

13740 16.1 14.7 15.2 16.2 14.4 13.6 13.1 13.8 13.9

13741 MC 4 15.4 15.9 16.9 MC 4 16.4 15.5 14.8 15.9 FC 4 FC 4 14.4 14.8 FC 4 FC 4 16.6

13744 12.0 11.9 10.3 11.7 11.1 11.6 12.2 11.2 FC 4 10.6 10.0 FC 4 FC 4 FC 4

13745 MC 4 MC 4 11.2 MC 4 11.8 11.0 11.2 10.8 11.1 10.6 10.7 FD 2

13746 MC 4 MC 4 14.1 14.3 14.2 15.3 MC 4 13.2 ms 11.9 12.4 14.4 14.9 13.8

13748 12.7 14.0 12.8 10.9 15.1 MC 4 FC 4 13.1 FC 4 13.6 FC 4 10.2 14.5 13.5

13749 15.5 15.4 16.1 14.2 14.4 15.0 14.4 15.3
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

FIRST LETTER M-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED), X-OTHER
NUMBER FOLLOWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL IGAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 29 (PAGE 8): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

---------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 s 6 7 8 9 10 11 12 13 14 15 16 1
---------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a POSTPAR
----------------------------------------------------------------------------------------------------------------

13751 MC 4 15.7 MC 4 1S.2 IS.2 14.2 14.8 13.4 13.3 13.7 12.2 14.4 FD 1
13752 14.0 14.0 12.1 14.2 13.3 MD 4 FC 4 FC 4 10.4 FC 4 FC 4 12.9 13.1 12.8 12.4
13753 13.1 13.2 MC 4 14.1 MC 4 13.2 11.8 FC 4 14.4 12.S 13.9 FC 4 12.9 14.2
13754 13.5 14.4 14.7 14.0 14.4 14.1 13.7 12.3 15.0 13.8 FC 4
13755 NOT PREGNANT
13756 13.0 MC 4 12.3 8.6 11.6 8.4 MM 3 10.8 8.7 11.0 11.0 9.8 FC 4
13758 MC 4 MC 4 11.5 MC 4 11.5 11.8 11.4 MC 4 12.0 12.6 11.6 12.1 FC 4 11.3 11.2
13759 MC 4 12.5 12.4 MC 4 MC 4 MC 4 12.6 13.2 14.0 MC 4 FC 4 12.9 11.5 12.7 12.2 12.7
---------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.
FIRST LETTER M-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),
NUMBER FOLLOWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 29 (PAGE 9): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 a 9 10 11 12 13 14 is 16
---------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY POSTPA
--------------------------------------------------------------------------------------------------------------

13726 31.2 29.8 31.1 32.9 FC 4 30.4 30.4 29.5 FC 4 30.6 31.1 FC 4 30.6
13727 29.8 MC 4 30.5 29.0 31.7 30.5 MC 4 FC 4 28.9 27.5 29.3 28.6 FC 4 29.0
13728 32.8 33.6 33.0 MC 4 MC 4 33.9 33.0 32.8 FC 4 30.8 30.0 32.9 31.8 FD 3 FM 2 FS
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 30.7 30.3 MC 4 29.8 28.1 29.2 MC 4 28.6 FC 4 31.3 28.3 24.1 28.9
13735 30.8 30.0 28.4 28.3 FC 4 27.7 24.5 30.1 27.7 26.3 26.1 FC 4
13736 MC 4 MC 4 32.2 MC 4 32.1 29.1 29.8 30.2 31.6 31.0 29.1 28.4 29.6
13737 30.1 29.7 26.3 28.2 29.0 27.9 27.S FC 4 27.7 30.0 FC 4 26.4 FC 4 FC 4 FC 4 FM 4
--------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY a POSTPAR
--------------------------------------------------------------------------------------------------------------

13739 MC 4 MC 4 MC 4 25.0 MC 4 26.9 25.4 26.9 25.5 25.9 27.0 27.0 FC 4 24.9 26.0 FC 4
13740 31.7 31.3 33.5 33.3 29.8 30.8 30.2 28.8 29.7
13741 MC 4 32.9 33.4 33.8 MC 4 31.2 31.6 31.4 33.9 FC 4 FC 4 30.3 33.0 FC 4 FC 4 29.6

13744 31.9 31.3 28.7 34.5 32.3 27.5 31.5 33.2 FC 4 28.9 32.6 FC 4 FC 4 FC 4
13745 MC 4 MC 4 28.7 MC 4 29.2 28.4 28.7 28.5 28.1 26.5 28.2 FD 2

13746 MC 4 MC 4 27.4 26.5 26.6 27.5 MC 4 26.6 ms 24.6 26.9 24.6 26.5 24.1

13748 30.7 26.9 32.4 29.6 30.3 MC 4 FC 4 30.3 FC 4 29.4 FC 4 29.9 28.1 24.7
13749 33.1 32.5 32.2 29.8 30.0 31.9 32.8 29.9
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

FIRST LETTER M-MALE, F-FEMALE

SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),
NUMBER FOLLOWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.12S mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL IGAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 29 (PAGE 10): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

---------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 1
---------------------------------------------------------------------------------------------------------------

RAT/

LITTER MATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a POSTPAT
---------------------------------------------------------------------------------------------------------------

13751 MC 4 32.0 MC 4 30.9 31.2 30.6 29.6 28.4 27.6 30.0 26.3 27.8 FD 1

13752 28.6 26.4 27.4 25.7 25.3 MD 4 FC 4 FC 4 26.2 FC 4 FC 4 27.0 26.2 23.0 26.5

13753 29.8 29.7 MC 4 29.0 MC 4 27.8 26.7 FC 4 29.4 27.8 29.0 FC 4 29.6 27.6

13754 29.9 30.2 28.2 28.8 29.9 30.2 29.0 28.7 27.2 28.6 FC 4

1375S NOT PREGNANT

13756 18.5 MC 4 24.7 27.3 28.5 19.6 MM 3 19.5 26.2 21.4 17.7 19.3 FC 4

13758 MC 4 MC 4 26.0 MC 4 25.6 23.8 22.3 MC 4 24.0 26.2 23.7 26.6 FC 4 24.9 23.3

13759 MC 4 26.5 27.9 MC 4 MC 4 MC 4 26.5 25.7 25.4 MC 4 FC 4 23.4 2S.1 25.2 26.9 25.9
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.

FIRST LETTER M-MALE, F-FEMALE

SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),

NUMBER FOLLOWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.

a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: OPAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 29 (PAGE 11): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

---------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 a 9 10 11 12 13 14 15 16 1
--------------------------------------------------------------------------------------------------------------

RAT/
LITTER N MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY POSTPA
---------------------------------------------------------------------------------------------------------------

13726 49.7 49.6 52.8 50.6 FC 4 48.7 48.0 48.1 FC 4 47.5 48.4 FC 4 49.3
13727 48.2 MC 4 48.4 48.9 52.3 45.1 MC 4 FC 4 47.7 48.2 47.9 47.6 FC 4 48.4
13728 54.4 55.6 54.1 MC 4 MC 4 55.0 55.9 52.2 FC 4 52.4 53.4 50.5 50.4 FD 3 FM 2 FS
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 45.8 46.3 MC 4 41.8 42.4 45.4 MC 4 42.1 FC 4 41.0 43.3 40.4 38.6
13735 48.2 45.3 46.1 44.3 FC 4 42.9 38.3 41.1 43.9 48.7 43.6 FC 4
13736 MC 4 MC 4 47.8 MC 4 48.3 45.9 45.6 48.7 45.2 43.4 45.7 45.1 46.0
13737 46.7 48.5 44.4 41.2 47.4 44.9 42.4 FC 4 45.5 49.0 FC 4 43.6 FC 4 FC 4 FC 4 FM 4
--------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP Il LOW DOSAGE 0.1 MG/KG/DAY a POSTPAR
--------------------------------------------------------------------------------------------------------------

13739 MC 4 MC 4 MC 4 43.6 MC 4 46.1 40.5 42.2 41.5 39.2 41.8 44.1 FC 4 44.0 41.8 PC 4
13740 48.6 53.7 54.2 50.9 47.5 44.8 49.7 47.6 46.4
13741 MC 4 51.4 49.0 49.2 MC 4 51.0 49.0 46.7 49.S FC 4 FC 4 Sl.9 45.1 FC 4 FC 4 45.5
13744 45.0 46.6 45.9 46.4 41.9 42.6 44.2 47.1 FC 4 46.1 41.8 FC 4 FC 4 FC 4
13745 MC 4 MC 4 49.7 MC 4 52.2 49.9 49.0 48.3 47.9 49.2 48.8 FD 2
13746 MC 4 MC 4 50.9 47.7 43.3 47.6 MC 4 47.1 ms 42.4 46.4 50.4 50.4 43.3
13748 48.5 47.6 44.8 49.7 50.4 MC 4 FC 4 40.8 FC 4 45.1 FC 4 47.2 46.7 46.2
13749 53.8 55.4 53.2 47.3 51.0 52.5 50.9 47.7
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.
FIRST LETTER M-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),
NUMBER FOLLOWING *SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: OPAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS ISPONSOR'S STUDY NUMBER: T-6

TABLE 29 (PAGE 12): PUP BODY WEIGHTS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16
--------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a POSTPA

--------------------------------------------------------------------------------------------------------------

13751 MC 4 46.7 MC 4 48.4 43.4 44.0 44.1 51.6 48.3 46.3 50.9 45.4 FD 1
13752 41.3 46.4 42.5 40.5 41.5 MD 4 FC 4 FC 4 40.4 FC 4 FC 4 35.4 40.4 40.8 42.9
13753 46.5 45.3 MC 4 45.6 MC 4 47.8 41.9 FC 4 47.5 46.5 43.4 FC 4 43.4 45.2
13754 46.8 50.4 46.4 48.1 46.8 44.2 44.9 47.5 46.1 46.7 FC 4

13755 NOT PREGNANT
13756 39.7 MC 4 42.4 33.8 33.4 43.0 MM 3 33.9 41.6 30.7 34.1 36.4 FC 4
13758 MC 4 MC 4 39.6 MC 4 38.7 39.0 38.4 MC 4 39.0 36.9 39.0 40.7 FC 4 41.3 37.3
13759 MC 4 41.9 44.1 MC 4 MC 4 MC 4 39.0 40.8 43.2 MC 4 FC 4 41.8 39.3 36.7 41.2 42.2
--------------------------------------------------------------------------------------------------------------

ALL WEIGHTS WERE RECORDED IN GRAMS (G). MEAN LITTER WEIGHTS INCLUDE ONLY WEIGHTS OF LIVE PUPS.
FIRST LETTER H-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),
NUMBER FOLLOWING *SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-62

TABLE 30 (PAGE 1): PUP VITAL STATUS AND SEX FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATIO

---------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 a 9 10 11 12 13 14 15 16 17 18 19 20
---------------------------------------------------------------------------------------------------------------

PAT/
LITTER MATERNAL DOSAGE GROUP I VEHICLE CONTROL 0 (VEHICLE) MG/KG/DAY
---------------------------------------------------------------------------------------------------------------

13726 M A N A M A M A FC 4 F A F A F A FC 4 F A F A F@ 4 F A
13727 M A MC 4 M A M A M A M A MC 4 FC 4 P A F A F A F A FC 4 P A
13728 M A M A N A MC 4 MC 4 M A M A F A FC 4 F A F A F A F A FD 3 FM 2 F S
13731 ACCIDENTAL DEATH ON DAY 15 OF GESTATION
13734 M A M A MC 4 M A M A M A MC 4 F A FC 4 F A F A F A F A
13735 M A M A M A P A FC 4 F A F A F A F A F A F A FC 4
13736 MC 4 MC 4 M A MC 4 M A M A M A M A M A M A F A F A F A
13737 M A M A M A M A M A F A F A FC 4 F A F A FC 4 F A FC 4 FC 4 FC 4 FM 4

---------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP II LOW DOSAGE 0.1 MG/KG/DAY a
---------------------------------------------------------------------------------------------------------------

13739 MC 4 MC 4 MC 4 N A MC 4 M A M A M A M A F A F A F A FC 4 F A F A FC 4
13740 M A M A M A M A F A F A F A F A F A
13741 MC 4 M A M A M A MC 4 M A M A F A F A FC 4 FC 4 F A F A FC 4 FC 4 F A
13744 N A M A M A M A F A F A F A F A FC 4 F A F A FC 4 FC 4 FC 4
13745 MC 4 MC 4 M A MC 4 M A M A M A F A F A F A F A FD 2
13746 MC 4 MC 4 M A M A M A M A MC 4 M A M S F A F A F A F A F A
13748 M A M A M A M A M A MC 4 FC 4 F A FC 4 F A FC 4 F A F A F A
13749 M A M A M A F A F A F A F A F A

---------------------------------------------------------------------------------------------------------------

FIRST LETTER M-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),

NUMBER FOLLOWING "SECOND LETTER- INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

0.125 mg/kg/day on days 1 through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 30 (PAGE 2): PUP VITAL STATUS AND SEX FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATI

--------------------------------------------------------------------------------------------------------------

PUP # 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 is 19 20
--------------------------------------------------------------------------------------------------------------

RAT/
LITTER MATERNAL DOSAGE GROUP III HIGH DOSAGE 1.6 MG/KG/DAY a
--------------------------------------------------------------------------------------------------------------

137Sl MC 4 M A MC 4 M A M A M A M A F A F A F A F A P A FD 1
13752 M A M A M A M A M A MD 4 FC 4 PC 4 F A FC 4 FC 4 F A F A F A F A
13753 M A M A MC 4 M A MC 4 M A M A FC 4 F A F A F A FC 4 F A F A
13754 M A M A M A M A F A F A F A F A F A F A FC 4
13755 NOT PREGNANT
137S6 M A MC 4 M A M A M A M A MM 3 F A F A F A F A F A FC 4
13758 MC 4 MC 4 M A MC 4 M A M A M A MC 4 M A F A P A F A FC 4 F A F A
13759 MC 4 M A M A MC 4 MC 4 MC 4 M A M A M A MC 4 FC 4 F A F A F A F A F A

--------------------------------------------------------------------------------------------------------------

FIRST LETTER M-MALE, F-FEMALE
SECOND LETTER A-ALIVE, S-STILLBORN, D-DIED, C-CULLED, M-MISSING (PRESUMED CANNIBALIZED),
NUMBER POLL#OWING "SECOND LETTER" INDICATES THE DAY POSTPARTUM THE EVENT OCCURRED.
a. As a result of an error in calculation, which resulted in an error in test article preparation, rats were

2 mg/kg/day on days I through 4 of study.



PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY STUDY OF PFOS IN RATS (SPONSOR'S STUDY NUMBER: T-6

TABLE 31 (PAGE 1): CLINICAL OBSERVATIONS FROM BIRTH TO DAY 21 POSTPARTUM - INDIVIDUAL DATA - Fl GENERATION

--------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP LITTER
MATERNAL DOSAGE (MG/KG/DAY) NUMBER DAY(S) POSTPARTUM OBSERVATION a
--------------------------------------------------------------------------------------------------------------

I
0 (VEHICLE) - -

ii
O.lb 13746 7-21 1/10 PUPS: TIP OF TAIL,

III
1.6b - -

--------------------------------------------------------------------------------------------------------------

a. Tabulation restricted to adverse observations; all other pups appeared normal.
b. As a result of an error in calculation, which resulted in an error in test article preparation, Group II

with 0.125 mg/kg/day and Group III rats were dosed with 2 mg/kg/day on days I through 4 of study.
c. Observation confirmed at necropsy.
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TABLE 32 (PAGE 1): NECROPSY OBSERVATIONS - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP LITTER
MATERNAL DOSAGE (MG/KG/DAY) NUMBER DAY(S) POSTPARTUM OBSERVATIONS a
--------------------------------------------------------------------------------------------------------------

I
0 (VEHICLE) 13726 4, 21 ALL PUPS APPEARED NORMAL.

13727 4, 21 ALL PUPS APPEARED NORMAL.

13728 1 1 PUP: STILLBORN. ALL TISSUES
3 1 PUP: FOUND DEAD. ALL TISSUE

4, 21 ALL PUPS APPEARED NORMAL.

13734 4, 21 ALL PUPS APPEARED NORMAL.
13735 4, 21 ALL PUPS APPEARED NORMAL.
13736 4, 21 ALL PUPS APPEARED NORMAL.
13737 4, 21 ALL PUPS APPEARED NORMAL.

--------------------------------------------------------------------------------------------------------------

a. complete necropsies were not performed on pups in which autolysis or cannibalization precluded evaluation
individual pup clinical observations table (Table 31) for external observations confirmed at necropsy.
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TABLE 32 (PAGE 2): NECROPSY OBSERVATIONS - INDIVIDUAL DATA - Fl GENERATION PUPS

--------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP LITTER
MATERNAL DOSAGE (MG/KG/DAY) NUMBER DAY(S) POSTPARTUM OBSERVATIONS a
--------------------------------------------------------------------------------------------------------------

ii
O.lb 13739 4, 21 ALL PUPS APPEARED NORMAL.

13740 21 ALL PUPS APPEARED NORMAL.
13741 4, 21 ALL PUPS APPEARED NORMAL.
13744 4, 21 ALL PUPS APPEARED NORMAL.

13745 2 1 PUP: FOUND DEAD. NO MILK IN
TISSUES APPEARED NORMAL

4, 21 ALL PUPS APPEARED NORMAL.

13746 1 1 PUP: STILLBORN. ALL TISSUES
4, 21 ALL PUPS APPEARED NORMAL.

13748 4, 21 ALL PUPS APPEARED NORMAL.
13749 21 ALL PUPS APPEARED NORMAL.

--------------------------------------------------------------------------------------------------------------

a. Complete necropsies were not performed on pups in which autolysis or cannibalization precluded evaluation
individual pup clinical observations table (Table 31) for external observations confirmed at necropsy.

b. As a result of an error in calculation, which resulted in an error in test article preparation, rats were
0.125 mg/kg/day on days 1 through 4 of study.
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TABLE 32 (PAGE 3); NECROPSY OBSERVATIONS - INDIVIDUAL DATA - Fl GENERATION PUPS

---------------------------------------------------------------------------------------------------------------

MATERNAL DOSAGE GROUP LITTER
14ATERNAL DOSAGE IMG/KG/DAY) NUMBER DAY(S) POSTPARTUM OBSERVATIONS a
---------------------------------------------------------------------------------------------------------------

III
1.6b 13751 1 1 PUP: FOUND DEAD. NO MILK IN

TISSUES APPEARED NORMAL.
4, 21 ALL PUPS APPEARED NORMAL.

137S2 4 1 PUP: FOUND DEAD. NO MILK IN
TISSUES APPEARED NORMAL.

ALL OTHER PUPS APPEARED NORMAL.
21 ALL PUPS APPEARED NORMAL.

13753 4, 21 ALL PUPS APPEARED NORMAL.
13754 4, 21 ALL PUPS APPEARED NORMAL.
13756 4, 21 ALL PUPS APPEARED NORMAL.
13758 4, 21 ALL PUPS APPEARED NORMAL,
13759 4, 21 ALL PUPS APPEARED NORMAL.

-----------------------------------------------------------------------------------------------:---------------

a. Complete necropsies were not performed on pups in which autolysis or cannibalization precluded evaluation.
individual pup clinical observations table (Table 31) for external observations confirmed at necrOPBY.

b. As a result of an error in calculation, which resulted in an error in test article preparation, rats were
2 mg/kg/day on days I through 4 of study.
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Argus Research Laboratories,Inc.t=IC A 905Sheehy Drive, BuildingA
Homham, PA 19044

Telephone: (215)443-8710
Telefax:(215)443-8587

PROTOCOL 418-015

SPONSOR'S STUDY NUMBER: T-6295.14

STUDY TITLE: Oral(Gavage) PhaffnacokineticRecovery Study ofPFOS in
Rats

PURPOSE: The purpose ofthisstudyistoevaluatethe
pharmacokineticsofPFOS inFo generationand
Fl generationratsduringgestationand lactationfollowing
cessationofPFOS treatmentofCH:CDOBR VAF/PlusQD
female ratsatconfirmedmating.

TESTING FACILITY: Argus Research Laboratories,Inc.
905 Sheehy Drive,BuildingA
Horsham, Pennsylvania 19044-1297
Telephone: (215)443-8710
Teleftx: (215)443-8587

STUDY DIRECTOR: Raymond G. York,Ph.D.,DABT
AssociateDirectorofResearch

SPONSOR: 3M CorporateToxicology
3M Center,Building220-2E-02
St.Paul,Minnesota 55144-1000

STUDY MONITOR: MarvinT.Case, D.V.M.,Ph.D.
Telephone: (651)733-5180
Telefax: (651)733-1773

ALTERNATE
STUDY MONITOR: Andrew M. Seacat,Ph.D.

Telephone: (651)575-3161
Telefax: (651)733-1773
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REGULATORY CITATIONS:

U.S. Food and Drug Administration(1994).InternationalConference on Harmonisation;
Guidelineon detectionoftoxicityto reproductionformedicinalproducts. Federal
Register,September 22, 1994, Vol.59, No. 183.

U.S. Food and Drug Administration.Good Laboratory PracticeRegulations;FinalRule.
21 CFR Part58.

Japanese Ministryof Health and Wetfare (1997). Good Laboratory PracticeStandard
forSafety Studies on Drugs, MHW Ordinance Number 21, March 26, 1997.

European Economic Community (1989). Councildecision on 28 July 1989 on the
acceptance by the European Economic Community of an OECD decisionlrecom-
mendation on compliance withprinciplesofgood laboratorypractice.OfficialJournal of
the European Communities: Legislation.32 (No. L 315; 28 October): 1-17.

REGULATORY COMPLIANCE:

This studywillbe conducted incompliance withthe Good Laboratory Practice(GLP)
regulationscitedabove.

Allchanges or revisionsofthisprotocolshallbe documented, signed by the Study
Directorand the Sponsor, dated and maintained withthe protocol.

The QualityAssurance Unit(QAU) willauditthe protocol,the raw data and the report,
and willinspectcriticalphases ofthe study inaccordance withthe Standard Operating
Procedures ofArgus Research Laboratories,Inc.

The finalreportwillincludea statement signed by the Study Directorthatthe report
accuratelyreflectsthe raw data obtained duringthe performance ofthe study and that
allapplicableGLP regulationswere followedinthe conduct ofthe study. Should
significantdeviationsfrom GLP regulationsoccur,each willbe described indetail,
togetherwithhow the deviationmight affectthe qualityor integrityof the study.

SCHEMATIC OF STUDY DESIGN AND STUDY SCHEDULE:

See ATTACHMENT 1 to the protocol.
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TEST ARTICLE AND VEHICL

Identification:

Test Article:

Name: PFOS (Synonym: FC-95).
PhysicalDescription: Light-mlored powder.
Lot/BatchNumber 217.
SpecificGravity: -0.6.
Purity: 98.9%.
ExpirationDate: May 2000.

Informationon the identity,composiflon,strengthand purityofthetestarticleison file
withthe Sponsor.

Vehicle:

0.5% TweenO 80 in Reverse Osmosis Membrane Processed Deionized Water (R.O.
Deionized Water). Supplierand lotidentificationofTweengD 80 to be documented in
the raw data.

Neitherthe Sponsor northe Study Directorisaware of any potentialcontaminants likely
to be present inthe vehiclethatwould interferewiththe resultsofthisstudy. Therefore,
no analyses otherthan those mentioned inthisprotocolwillbe conducted.

Safely Precautions:

Gloves, mask, appropriateeye protectionand a uniform/labcoat are to be wom during
formulationpreparationand administration.The MaterialSafety Data Sheet (MSDS) is
attached to the protocol(ATTACHMENT 2).

Storage:

Bulk Test Article: Room temperature.
Vehicle Components: Room temperature.
Prepared Vehicle: Room temperature.
Prepared Formulations: Room temperature.

Alltestarticleshipments to the Testing Facilityshould be addressed tothe attentionof
JulianGulbinski,Manager of Formulations,atthe previouslycitedaddress and
telephone number.

Shipments should includeinformationconcerning storage conditionsand shipping

cartons should be labeledappropriately.The recipientshould be notffiedinadvance of
shipment.
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FORMULATION:

Freguency of Preparabon:

Formulations (suspensions) willbe prepared daily at the Testing Facility. Data verifying

the stabilityof the testarticleinthe vehicle for48 hours under the conditionsof

administrationare on filewith the Sponsor.

Detailedpreparationproceduresare attachedtothisprotocol(ATTACHMENT 3).

Ad8ustment forPuri :

The testarticlewillbe considered 100% pure forthe purpose of dosage calculations.

Testing FacililyReserve SamRIO :

The Sponsor willreserve a sample (1 g) of each lotofthe bulk testarticleused during

the course ofthisstudy. The Testing Facilitywillreserve a sample (5 mL) ofeach lotof

the vehicle components used during the course of thisstudy. Samples willbe stored

under the previously citedconditions.

ANALYSES:

Samples additionalto those described below may be taken ifdeemed necessary during

the course of the study.

Bulk Test ArticleSamRiin

No analyses of the bulk testarticlewillbe conducted during the course of thisstudy.

Informationon the stabilityof the bulk testarticleison filewith the Sponsor.

Analyses of Prepared Formulation :

Homogeneity and stabilityof prepared formulations ison filewith the Sponsor.

However, records willbe maintained to document how the testarticleformulations were
prepared.

Concentration of Test ArticleFormulations

Concentration of the prepared formulations willbe verifiedduring the course of this

study. Duplicate samples (2 mL each) willbe taken from the firstand lastpreparation

on the day prepared. One sample of each set willbe shipped foranalysis;the

remaining samples willbe retained at the Testing Facilityas backup samples. Backup

samples willbe stored frozen (-70*C or below) and discarded atthe Testing Facility
upon request of the Sponsor.
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Shig)RingInstructions:

Samples tobe analyzed willbe shipped (frozenon dryice)to:

KrisJ.Hansen, Ph.D.
3M Environmental Technology and Safety Services
935 Bush Avenue
Building2-3E-09
St.Paul,Minnesota 55133-3331
Telephone: (612)778-6018
Telefax: (612)778-6176

The recipientwillbe notifiedinadvance ofsample shipment.

DISPOSITION:

Prepared formulationswillbe discarded atthe Testing Facility.Allremaining bulktest
articlewillbe returnedtothe Study Monitor atthe previouslycitedaddress upon
completion ofallwork withthe testarticle.

TEST SYSTEM:

SRecies/Strain and Reason forSelection:

The Crl:CEMBR VAF/PlusS (Sprague-Dawley) ratwas selectedas theTest System
because: 1)thisstrainof ratwas used inthe reproductiveand developmental toxicity
studies;2) historicaldata and experience existatthe TestingFacilv'-3);and 3) the test
articleispharmacologicallyactiveinthe species and strain.

Number:

Initialpopulationacclimated: 36 virginfemale rats.
Populationselected forstudy: 24 mated female rats(8 per dosage group).

Body Weight and Age:

Female ratswillbe ordered to have body weights of 200 g to 225 g each atreceipt,at
which time they willbe expected to be at least60 days ofage. Actual body weights will
be recorded the day afterreceiptand willbe documented inthe raw data. The weight
range willbe includedinthe finalreport.

Sex:

Female ratswillbe given the testarticle.Male ratsofthe same source and strainwill
be used only as breeders and are not considered partofthe Test System.
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Source:

CharlesRiverLaboratories,Inc.

The ratswillbe shipped infifteredcartons by airfreightand/ortruckfrom Charles River
Laboratories,Inc.,tothe Testing Facility.

Identification:

Fo Generation:

Rats are permanently identifiedusing MoneND self-piercingear tags (Gey Band and Tag
Co., Inc.,No. MSPT 20101). Male ratsare given unique permanent identification

numbers upon assignment tothe Testing Facility'sbreeder male ratpopulation.
Female ratsare assigned temporary numbers at receiptand given unique permanent
identificationnumbers when assigned to the study.

Fl Generation:

Pups willnot be individuallyidentifiedduringlactation;allparameters willbe evaluated
interms ofthe litter.

ANIMAL HUSBANDRY:

Allcage sizes and housing conditionsare incompliance withthe Guide forthe Care
and Use of Laboratory Animale').

Housing:

Fo Generation Rats/Fl Generation Litters:

Fo generationratswillbe individuallyhoused instainlesssteel,wire-bottomed cages,

except duringthe cohabitationand postpartum periods. During cohabitation,each pair
ofratswillbe housed inthe male rat'scage. Beginning no laterthan day 20 of
presumed gestation,Fo generationfemale ratswillbe individuallyhoused innesting
boxes, except duringcollectionintervalsforurineand fecalsamples. During these
collectionintervals,thefemale ratswillbe housed individuallyinmetabolism cages.

Each dam and deliveredlifterwillbe housed ina common nesting box duringthe
postpartum period.
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Nestina Material:

Nesting material (bed-o'cobsID) willbe provided.

Bedding willbe changed as oftenas necessary to keep the animals dry and clean.
Analyses forpossiblecontamination are conducted annuallyand documented inthe
raw data.

Room Air,Temperature and Humidity:

The animal room isindependently suppliedwith at leastten changes per hour of 100%
freshairthathas been passed through 99.97% HEPA filters(AiroClean4D room).

Room temperature willbe maintained at64"F (180C) to 79OF (260C) and monitored
constantly.Room humiditywillalso be monitored constantlyand maintained at 30% to
70%.

Liam:

An automaticallycontrolled12-hour light:12-hourdark fluorescentlightcyclewillbe
maintained. Each dark periodwillbegin at 1900 hours EST.

Diet:

Rats willbe given CertifiedRodent Diett #5002 (PMI NutritionInternational)available
ad libitumfrom individualfeeders.

Water:

Water willbe availablead libitumfrom individualboftlesattached to the cages or from
an automatic wateringaccess system. Allwater willbe from a localsource and passed

through a reverseosmosis membrane before use. Chlorinewillbe added tothe
processed water as a bacteriostat;processed water isexpected to containno more
than 1.2ppm chlorineat thetime ofanalysis.Water isanalyzed monthly forpossible
bacterialcontamination and twice annuallyforpossiblechemical contamination.

Contaminants:

Neitherthe Sponsor nor the Study Directorisaware of any potentialcontaminants likely
to be present inthe certifieddiet,the drinkingwater or the nestingmaterialat levelsthat
would interferewiththe resultsofthisstudy. Therefore,no analyses otherthan those

routinelyperformed by the feed supplieror those mentioned inthisprotocolwillbe
conducted.
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RANDOMIZATION AND COHABITATION:

Upon arrival,male and female rats willbe assigned to individual housing on the basis of
computer-generated random units.Afteracclimation,36 virginfemale ratswillbe
selectedforstudy on the basis of physicalappearance and body weights recorded
duringacclimation.The female ratswillbe assigned to dosage groups (12 female rats
per dosage group) based on computer-generated (weight-ordered)randomization
procedures and treatedwitheitherthe vehicleorthe testarticlefor42 days priorto

cohabitation.

Withineach dosage group, consecutive order willbe used to assign female ratsto

cohabitationwithbreeder male rats,one male ratper female rat.The cohabitation
periodwillconsistofa maximum offivedays. Female ratswithspermatozoa observed
ina smear ofthe vaginalcontentsand/or a copulatoryplug observed insituwillbe
considered to be atday 0 ofpresumed gestationand assigned to individualhousing.

Eightmated female rats(thosewithconfirmed evidence of mating)willbe assigned to
each dosage group. Any remaining female ratswith orwithoutconfirmed evidence of

mating thatwere assigned to eitherofthe treatedgroups orthe controlgroup priorto
cohabitationwillbe sacrificedand discarded withoutfurtherevaluationatthe discretion
ofthe Study Directorand the Study Monitor.

Day 1 of lactation(postpartum)isdefinedas the day of birthand isalsothe firstday on
which allpups ina lifterare individuallyweighed (pup body weights willbe recorded
afterallpups ina litterare deliveredand groomed by the dam).

On day 4 postpartum, lifterswillbe culledtofivemale pups and fivefemale pups per
lifter,where possible.Pups notselectedforcontinued evaluationwillbe sacrificedvia

decapitation;the lungs (saved inBouin'ssolution)and the liver(saved inneutral
buffered10% formalin)willbe collectedfrom the firstten culledpups from each dosage

group (irrespectiveof lifter)determined to be atday 4 postpartum and preserved for
possiblefuturehistopathologicalevaluation.Remaining culledpups willbe sacrificed
viadecapitationand discarded without necropsy evaluation.

ADMINISTRATION:

Route and Reason for Choice:

The oral(gavage) routewas selected foruse because: 1)thiswas the route of
administrationinthe developmental and reproductivetoxicologystudies;and 2) itisone
ofthe possibleroutesofhuman exposure.
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Method and Freauency:

Fo GenerationFemale Rats:

Female ratswillbe given thetestarticleonce dailybeginning 42 days priorto
cohabitationuntilday 0 ofpresumed gestation(confirmedevidence of mating, such as
observationofspermatozoa ina smear of thevaginalcontentsor a copulatoryplug in
situ).Female ratswillnot be given thetestarticleorthe vehicleon day 0 of presumed
gestation.Dosages willbe adjusteddailyforbody weight changes and given at
approximately the same time each day.

Fl Generation Pur)s:

Fl generationpups willnotbe directlygiven thetestarticle,but may be possibly
exposed to the testarticleduringmatemal gestation(inutero exposure) or viamatemal
milkduringthe lactationperiod.

Rationalefor Dosace Selection:

Dosages were selectedon the basis ofa previousstudy conducted withthe testarticle
(Argus Research Laboratories,Inc.,Protocol418-008).

Dosage Levels,Concentrations and Volumes:

Numberof Dosage
Dosage Female Dosage concentration Volume
Groug) Rats (mWmL) (mL/kg) !@2usBatchNumber

a 0 (Vehicle) 0 5 5418-015-A(Day.Month.Year)

a I o.i 0.02 5 B41"1 "(Day.Month.Year)

a 1 1.6 0.32 5 E"1&015-C(Day.Month.Year)

The test article will be considered ioo% pure for Ow punxme of dosage calculations.

TESTS, ANALYSES AND MEASUREMENTS - Fo GENERATION:

Viab lity:

AllPeriods: At leasttwicedaily.

ClinicalObservations and/or General APRearance:

AcclimationPeriod: At leastonce.
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Dosage Period: Twice daily.Priortoadministrationand once
approximatelyone hourpostdosage.

AllOther Pedods: Once daily.

Matemal Behavior: Days 1,4,7, 10, 14 and 21 postpartum. Observed
abnormal behaviorwillbe recorded daily.

Clinicalobservationsmay be recorded more frequentlythan citedabove, ifdeemed
appropriateby the Study Directorand/or Study Monitor.

Body Weights:

AcclimationPeriod: At leastonce.

Dosage Period: Daily.

AllOther Periods: Daily.

Sacrifice: Terminal weight.

Feed ConsumRfion Values (recordedand tabulated):

AcclimationPeriod: At leastonce.

Dosage Period: Weekly tocohabitation.

AllOther Periods: Dailyduring presumed gestationand days 1,4, 7, 10
and 14 postpartum. Feed consumption willnot be
tabulatedafterday 14 postpartum, when itis

expected thatpups willbegin to consume matemal
feed.

Feed consumption values may be recorded more frequentlyifitisnecessary to
replenishthe feed. These intervalswillnot be tabulated.

Mating Performance:

Mating willbe evaluated dailyduringthe cohabitationperiodand confirmed by

observationofspermatozoa ina smear of thevaginalcontents and/or a copulatoryplug
observed insitu.
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Natural Delivery:

Female ratswillbe evaluatedfor:

Durationof Gestation (day 0 ofpresumed gestationtothe day thefirstpup is

observed).

LitterSize (definedas allpups delivered).

Live LifterSize (livebom pups only).

Pup Viabilityat Birth.

Pharmacokinetic SamRIO Collecton:

Urine and Fecal Samples:

Female ratswillbe housed individuallyinmetabolism cages forcollectionof urineand
fecalsamples forthe followingintervals:one day priorto initiationofcohabitationtothe
followingmorning and days 6 to7, 14 to 15 and 20 to 21 of presumed gestation,as well

as days 21 to 22 postpartum. Followingeach 24-hour collectioninterval,samples will
be collectedintocentrifugetubes,placed on dry iceand storedfrozen (-700C or below)
untilshipment foranalysis.

Intheevent thata dam begins todeliverbefore completion of urineand fecalsample
collectionon day 20 to day 21 of presumed gestation,the dam willbe removed from the
metabolism cage and placed ina nestingbox withsufficientbedding.

Blood Samr)les:

Blood samples willbe collectedfrom each ofthe matemal ratsfollowingremoval from

metabolism caging (priorto administration)on each of thefollowingdays: on the day
cohabitationisinitiated(priorto cohabitation),and on days 7, 15 and 21 of presumed
gestation,as wellas on days 14 and 22 postpartum. The time of blood collectionwill
be recorded inthe raw data.
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On alldays ofcollectionexceptday 22 postpartum,bloodsamples (approximatelyI mL
each)willbe collectedfromthe orbitalsinus.Ifnecessary,whole bloodmay be
collectedfrom an aftematesite;ifso,theaftematesitewillbe documented intheraw
data. On day 22 postpartum,blood samples (approximately4 mL each) willbe
collectedviathe inferiorvena cava. Blood willbe collectedand transferredintoserum
separatortubes. The samples willbe spun ina refrigeratedcentrifuge.The serum will
be transferredintopolypropylenetubes labeledwiththe study number, animal
identification,date of collection,study day and collectiontimepoint.Allsamples willbe
immediatelyfrozenon dry iceand maintained frozen (-70*C or below) untilshipment to
the Sponsor foranalysis.

Shippina Instructions:

Allsamples willbe maintained frozen(-700C or below) untilshipment foranalysis.
Samples willbe shipped on frozen on dry iceviaovernightmail. A packing listwillbe
includedwiththe samples and sent to KrisJ.Hansen, Ph.D.,atthe previouslycited
address. Both the recipientand the Study Monitor willbe notifiedinadvance of sample
shipment.

METHOD OF SACRIFICE - Fo GENERATION RATS:

Rats willbe sacrificedby carbon dioxideasphyxiation.

NECROPSY -Fo GENERATION RATS:

Gross lesionswillbe retainedinneutralbuffered10% formalinforpossiblefuture
evaluation(a tableofrandom unitswillbe used to selectone controlgroup ratfrom

which alltissuesexamined at necropsy willbe retained,inorder to provide control
tissuesforany possiblehistopathologicalevaluationsof gross lesions).Unless
specificallycitedbelow, allothertissueswillbe discarded.

Rats Not Selected for Continued Evaluation:

Any remaining female ratswithor withoutconfirmed evidence of mating thatwere
assigned to eitherofthe treatedgroups orthe controlgroup priorto cohabitationwillbe

sacrificedand discarded withoutfurtherevaluationat the discretionofthe Study
Directorand the Study Monitor.

Rats Not Delivering a Lifter:

Rats thatdo not delivera litterwillbe sacrificedon day 25 of presumed gestationand

examined forgross lesions.Uteriwillbe stainedwith 10% ammonium sulfideto confirm
the absence of implantationsites(s).
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Scheduled SacrWice:

On day 22 postpartum, following the finalcollection intervalfor urine and f6cal samples
and blood sample collection,female ratswillbe sacrificed,and a gross necropsy ofthe
thoracic,abdominal and,pelvicviscerawillbe performed. The number and distribution

ofimplantationsiteswillbe recorded. A liversection(rightlaterallobe)from each dam
willbe collected,frozen and stored(-70*C or below) untilshipment to the Sponsor for
analysis.

Dams with No Surviving Pups:

Dams with no survivingpups willbe sacrificedafterthe lastpup isfound dead, missing
or presumed cannibalized.

Priorto sacrifice,a blood sample (approximately4 mL) willbe collectedfrom the
matemal ratviathe inferiorvena cava and transferredintoserum separatortubes. The
sample willbe spun ina refrigeratedcentrifuge.The serum willbe transferredintoa
polypropylenetube labeledwiththe study number, animal identification,date of
collection,study day and collectiontimepoint.The sample willbe immediately frozen
on dry iceand maintained frozen(-700C or below) untilshipment tothe Sponsor for
analysis.

A gross necropsy ofthe thoracic,abdominal and pelvicviscerawillbe performed. A
liversection(rightlaterallobe)from each dam willbe collected,frozen and stored

(-700C or below) untilshipment tothe Sponsor foranalysis.Postpartum data forthese
dams willbe excluded from summary tables.

Rats Found Dead or Moribund:

Rats thatdieor are sacrificedbecause of moribund condition,abortionor premature
deliverywillbe examined forthe cause of death or moribund conditionon the day the
observationismade. The ratswillbe examined forgross lesions.A liversection(right
laterallobe)from each dam willbe collected,frozen and stored(-70*C or below) until
shipment tothe Sponsor foranalysis.Pregnancy statusand uterinecontentsoffemale

ratswillbe recorded. Aborted fetuses and/or deliveredpups willbe examined tothe
extentpossible.Uteriofapparentlynonpregnant ratswillbe stainedwith 10%
ammonium sulfideto confirmthe absence of implantationsites(s).

Shii)t)ingInstructions:

Allsamples willbe maintained frozen (-70"C or below) untilshipment foranalysis.

Samples willbe shipped frozen on dry iceviaovernightmail. A packing listwillbe
includedwiththe samples and sent to KrisJ. Hansen, Ph.D.,atthe previouslycited
address. Both the recipientand the Study Monitor willbe notifiedinadvance of sample
shipment.
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TESTS, ANALYSES AND MEASUREMENTS -Fi GENERATIO

Viabilily:

Postpartum Period: Lifterswillbe observed fordead pups at leasttwice
daily.The pups ineach litterwillbe counted once
daily.

ClinicalObservations and/or General Ag)g)earance:

Postpartum Period: Once daily.

Clinicalobservationsmay be recorded more frequentlythan citedabove, ifdeemed
appropriateby the Study Directorand/orthe Study Monitor.

Body Weights:

Postpartum Period: Days I (birth),4, 7, 14 and 21 postpartum.

Sacrifice: Terminal weight.

METHOD OF SACRIFICE -Fl GENERATION RATS:

As previouslycitedforFo generation rats.

NECROPSY -Fl GENERATION RAT :

Gross lesionswillbe retainedinneutralbuffered10% formalinforpossiblefuture
evaluation(atableof random unitswillbe used to selectone controlgroup ratofeach
sex from which alltissuesexamined at necropsy willbe retained,inorder to provide
controltissuesforany possiblehistopathologicalevaluationsofgross lesions).Unless
specificallycitedbelow, allothertissueswillbe discarded.

Caps and labeledtubes willbe weighed (combined weight,tothe nearest .001 gram)
beforeand afterretentionof pooled pup samples. These weights willbe documented in
the raw data,and copies ofthese weights willbe includedwiththe packing listpriorto
shipment.
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PuRs Found Dead on Day I PosIRartum:

Pups thatdiebeforeexaminationofthelifterforpup viabilitywillbe evaluatedforvital
statusat birth.The lungs willbe removed and immersed inwater. Pups withlungs that
sinkwillbe identifiedas stillbom;pups with lungs thatfloatwillbe identifiedas livebom,
and tohave diedshortlyafterbirth.Pups withgrosslesionswillbe preservedinBouin's
solutionforpossiblefutureevaluation.Alllungs willbe preserved inBouin's solutionfor
possiblefutureevaluation.

PuRs Found Dead or Moribund on Days 2 to 21 Pos!Rartum:

Pups found dead or sacrificedbecause of moribunditywillbe examined forgross
lesionsand forthe cause ofdeath orthe moribund condition.Pups withgross lesions
found on days 2 to4 postpartum willbe preserved inBouin'ssolutionforpossiblefuture
evaluation;gross lesionsofpups found on days 5 to 21 postpartum willbe preserved in
neutralbuffered10% formalin.

For allpups found dead on days 2 to4 postpartum, alllungs willbe preserved in
Bouin'ssolutionforpossiblefutureevaluation.For allpups found dead on days 5 to
21 postpartum, alllungs willbe preserved inneutralbuffered 10% formalinforpossible
futureevaluation.

Pug)s Not Selected for Continued Observafion -Day 4 Pos!Rartum:

Allpups culledon day 4 postpartum willbe sacrificedvia decapitation.Alllungs and
liverswillbe collectedfrom the firstten pups culled(irrespectiveof litter)from each
dosage group; the lungs willbe individuallyretainedinBouin's solution,and the livers
willbe individuallyretainedinneutralbuffered10% formalinforpossiblefuture
evaluation.Remaining culledpups willbe sacrificedand discarded withoutevaluation.

Scheduled Sacrifice:

On day 21 postpartum, blood samples willbe collectedfrom allremaining pups on
study.

Blood samples willbe collectedviathe inferiorvena cava from each pup, pooled (per
litter)and transferredintoserum separatortubes. The samples willbe spun ina

refrigeratedcentrifuge.The serum willbe transferredintopolypropylene tubes labeled
withthe study number, animal identification,date of collection,study day and collection
timepoint.Allsamples willbe immediately frozen on dry iceand maintained frozen
(-700C or below) untilshipment tothe Sponsor foranalysis.

The pups willbe examined forgross lesions.The liverfrom each pup willbe collected,
pooled (perlitter),frozenand stored(-700C or below) untilshipment to the Sponsor for
analysis.
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Shipping Instructions:

Allsamples willbe maintainedfrozen(-700Corbelow)untilshipment foranalysis.
Samples willbe shippedfrozenon dryiceviaovernightmail.A packinglistwillbe
includedwiththe samples and sent to KrisJ.Hansen, Ph.D.,atthe previouslycited
address. Both the recipientand the Study Monitor willbe notifiedinadvance ofsample
shipment.

STATISTICAL EVALUATION:

Averages and percentages willbe calculated.Lfttervalues willbe used where
appropriate.Additionalprocedures and/or analyses may be performed, ifdeemed
appropriate.

DATA ACQUISITION,VERIFICATION AND STORAG

Data willbe hand- and/or computer-recorded. Records willbe reviewed by the Study
Directorand/or appropriatemanagement personnel within21 days aftergeneration. All
originalrecords willbe storedinthe archivesofthe Testing Facility.Alloriginaldata will
be bound and indexed. A copy ofallraw data willbe suppliedtothe Sponsor upon
request. Preserved tissueswillbe storedatthe Testing Facilityatno charge forone
year aftermailingofthe draftfinalreport,afterwhich time the Sponsor willbe contacted
to determine the dispositionofthese materials.
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RECORDS TO BE MAINTAINED:

Protocol and Amendments.
Test Article,Vehicle and/or Reagent Receipt,Preparationand Use.
Animal Acquisition.
Randomization Schedules.

Mating History.
Treatment (ifprescribedby StaffVeterinarian).
General Comments.
ClinicalObservations and/or General Appearance.
Tissue and Sample Collection,Processing and Shipment.
Cap and Labeled Tube Weights.
Body Weights.
Feed Consumption Values.

NaturalDeliveryObservations.
LitterObservations.

Gross Necropsy Observations.
Organ Weights (ifrequired).
Photographs (ifrequired).

Study Maintenance (room and environmental records).
Feed, Water and Bedding Analyses.
Packing and/or Shipment Lists.

KEY PERSONNEL:

Executive Directorof Research: Mildred S. Christian,Ph.D.,Fellow,ATS
Directorof Research: Alan M. Hoberman, Ph.D., DABT
Associate Directorof Research and Study Director:Raymond G. York, Ph.D.,DABT
Directorof LaboratoryOperations: John F. Barnett,B.S.

Directorof Study Management: ValerieA. Sharper, M.S.
Manager ofAnimal Operations and Chairperson, InstitutionalAnimal Care and
Use Committee: Dena C. Lebo, V.M.D.

DirectorofOperations and Compliance: Barbara J.Patterson,B.A.
Consuftant,VeterinaryPathology: W. Ray Brown, D.V.M., Ph.D.,ACVP
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FINAL REPORT:

A comprehensive draftfinalreportwillbe prepared on completionofthestudyand will
be finalizedfollowingconsultationwiththe Sponsor. The reportwillincludethe
following:

Summary and Conclusion.
Experimental Design and Method.
EvaluationofTest Resufts.

Appendices: Figures,Summary and IndividualTables Summarizing theAbove
Data, Protocoland Associated Amendments and Deviations,Study Directoes
GLP Compliance Statement, Reports of Supporting Data (ifappropriate)and
QAU Statement.

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE STATEMENT:

The procedures described inthisprotocolhave been reviewed by the Testing Facility's

InstitutionalAnimal Care and Use Committee. Allprocedures described inthisprotocol
thatinvolvestudy animals willbe conducted ina manner to avoid or minimize
discomfort,distressor pain to the animals.

The Sponsors signaturebelow documents the factthatinformationconcerning the

necessityforconductingthisstudy and thefactthatthisisnotan unnecessarily
duplicativestudy may be obtained from the Sponsor. No alternative(invitro)

procedures were availableformeeting the statedpurposes ofthe study.
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PROTOCOL APPROVAL:

FOR THE TESTING FACILITY

6 - ,vuv-rb

AlanM. Hoberman,Ph.D.,DABT Date
DirectorofResearch

4y-lm-pndG. York, PkD), DABT Date
Associate Directorof Research

Study Director

Dena C. Lebo, V.M.D. Date
Chairperson, InstitutionalAnimal Care and
Use Committee

FOR THE SPONSOR

17 Al..,j

Marvin T. Case, D.V.M., Ph.D. Date
Study Monitor
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STUDY SCHEMATIC

PHARMACOKINETIC RECOVERY STUDY8

StartOf End of Scheduied
Dosage DosaW Sacrffice

Female

Rats -

Premating Cohabitation Presumed Posipartunv
Period Period Gestation Lactabon

(42 Days) (5 days) Period Period

Dosage Period.
a. For additionaldetailssee "Tests,Analyses and Measurementsm sectionofthe

protocol.

b. Fo generationfemale ratswillreceivetestarticleorvehicleuntilmating isconfirmed
(day 0 of presumed gestation).
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SCHEDULEO

17 NOV 98 Animals Arrive-AcclimationBegins.

23 NOV 98 Dosage Period - Female Rats [42 days priorto
cohabitationuntilconfirmed mating (day 0 of
presumed gestation)].

04 JAN 99 PM -09 JAN 99 AM CohabitationPeriod.

05 JAN 99 FirstPossibleDay 0 of Presumed Gestation.
09 JAN 99 Last Possible Day 0 of Presumed Gestation.

26 JAN 99 FirstPossibleDelivery(Day 21 ofpresumed
gestation).

03 FEB 99 Last Possible Delivery(Day 25 of presumed
gestation).

29 JAN 99 FirstPossibleDay 4 Postpartum Culling.

06 FEB 99 Last PossibleDay 4 Postpartum Culling.

30 JAN 99 FirstPossible Day 25 of Presumed Gestation
Female Sacrifice.

03 FEB 99 Last PossibleDay 25 of Presumed Gestation
Female Sacrifice.

15 FEB 99 -23 FEB 99 Scheduled Sacrifice- Fl Generation Pups
(Day 21 postpartum).

16 FEB 99 -24 FEB 99 Scheduled Sacrifice- Fo Generation Dams
(Day 22 postpartum).

29 JUN 99 DraftFinalReport.

a. The study initiationdate isthe day the Study Directorsigns the protocol.
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14ATERIAL SAFETY 3M
DATA $MEET 3H Center

at. Paul, Minnesota
551"-1000
1-600-364-3577 or (612) 737-6501 (24 hours)

Copyright, logg, Minnesota Mining end Manufacturing Company.
All rights reserved. Copying and/or downloading of this
information for the purpose of properly Utilizing 3M products
is allowed provided that:
1) the information is copied in fu.U with no changes unless

prior agreement2is obtained frm 3M, and
2) neither the copy nor the original is resold or otherwise

distributed with the intention of earning a profit thereon.

DIVISION: 3M CHEMICALS
TRADE NAME:

FC-95 FLUORAD Brand Fluorochanical Surfactant
ID NUMBER/U.P.C.:
96-0207-0103-7 00-SI13S-09054-1 98-0207-0104-S 00-51135-09056-8
96-0211-0886-5 00-51135-09362-7 98-0211-3916-1 00-51135-02311-2
ZF-0002-10"-l

ISSUED: January 29, 1998
SUPERSEDES: November 05, 1997
DOCUMENT: 10-3796-9

-----------------------------------------------------------------------------
1. INGREDIENT C.A.S. NO. PERCENT

-----------------------------------------------------------------------------

POTASSIUM PERFLUORDALKYL SULFONATE ...... 2795-39.3 82 as
POTASSIUM PERFLUOROALKYL SULFONATE ...... 3871-99-6 3 a
POTASSIUM PERFLUOROALKYL SULFONATE ...... 29-420-49-3 3 7
POTASSIUM PERFLUOROALKYL SULFONATE ...... 60270-SS-6 2 6
POTASSIUM PERFLUOROALKYL SULFONATE ...... 3872-2S-1 1 3

.............................................................................
2. PHYSICAL DATA

-----------------------------------------------------------------------------

BOILING POINT: .................N/A
VAPOR PRESSURE: ................N/A
VAPOR DENSITY: .................N/A
EVAPORATION RATE: ..............N/A
SOLUBILITY IN WATER: ...........slight
SPECIFIC GRAVITY: ..............ca. 0.6 Water-I

(Bulk)
PERCENT VOLATILE: ..............0 %
PH: ............................7 - B

(0.1% Aqueous)
VISCOSITY: .....................N/D
MELTING POINT: .................N/D

APPEARANCE AND ODOR:
Light colored, free flowing powder.

-----------------------------------------------------------------------------
Abbreviations: N/D - Not Determined N/A - Not Applicable CA - Approximately
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.............................................................................

3. FIREANDEXPLOSIONHAZARDDATA
.......................a ...................................................

FLASH POINT:....a ..............None
FLAMMABLE LIMITS - LEL: ......:. MIA
FLAMMABLE LIMITS - UEL: ....... MIA
Au-roiGNrTION TEMPERATURE: ......N/A

EXTINGUISHING NOIA:
Water, Carbon dioxide, Dry chemical, Foam

SPECIAL FIRE FIGHTING PROCEDURES:
Wear full protective clothing, including haimt, self-contained,
positive pressure or pressure demand breathing apparatus, bunker coat
and pants, bands around arms, waist and 1*ga, face mask, and
protective covering for exposed areas of the head.

UNUSUAL FIRE AND EXPLOSION HAZARDS:
See hazardous Decomposition section for products of combustion.

-----------------------------------------------------------------------------

4. REACTIVITY DATA
-----------------------------------------------------------------------------

STABILITY: Stable

INCOMPATIBILITY - MATERIALS/CONDITIONS TD AVOID:
Not applicable.

HAZARDOUS POLYMERIZATIDN: hazardous polymerization will not occur.

HAZARDOUS DECOMPOSITIDN PRODUCTS:
Carbon Monoxide and Carbon Dioxide, Oxides of Sulfur, hydrogen
Fluoride, Toxic Vapors, Gases or Particulates.

-----------------------------------------------------------------------------

S. ENVIRONMENTAL INFORMATION
-----------------------------------------------------------------------------

SPILL RESPONSE:
Observe precautions from other sections. Vacuum, use wet sweeping
compound or water to avoid dusting. CAUTIONI A vacuum cleaner could
be an ignition source. Clean up residue with water. Place in an
approved metal container. Seal the container.

RECOMMENDED DISPOSAL:
Do not release to waterways or sewer. Do not use in products or
processes that could result in aquatic concentrations greater than
1/10 of the lowest ECSO or LCSC concentration. Incinerate in an
industrial or commercial facility in the presence of a combustible
material. Combustion products will include MF. Disposal
alternative: Dispose of waste product in a facility permitted to

-----------------------------------------------------------------------------

Abbreviations: N/D - Not Determined N/A - Not Applicable CA - Approximately
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-----------------------------------------------------------------------------

S. ENVIRONMENTALINFORMATION (continued)
-----------------------------------------------------------------------------

accept chemical waste.

ENVIRONMENTAL DATA:
96-mr. Aquatic Fish LCSO, fathead Hinnow(Pinsphales prowelas)=38 mg/l,
gluagill Sunfish(Lepmis macrochirus)-IM mg/l, Rainbow Trout(Saloo
gairdneri)-Il mg/l; 48-Mr. ECSO, Daphnis Magna - So moll; CDD=.004
g/g; BOD20 - Nil.

REGULATORY INFORMATION:
Volatile organic Compounds: N/A.
VOC Less M20 & Exempt Solvents: N/A.

Since regulations vary, consult applicable regulations or authorities
before disposal. U.S. EPA hazardous Waste Number a None (Not U.S.

EPA Hazardous).

This product complies with the chemical registration requirements of
TSCA, EINECS, CDSL, AICS, MITI and Korea.

EPCRA HAZARD CLASS:
FIRE MAZARD: No PRESSURE: No REACTIVITY: No ACUTE: Yes CHRONIC: Yes

-----------------------------------------------------------------------------

6. SUGGESTED FIRST AID
------------------------------------------------------------------------

EYE CONTACT:
Immediately flush eyes with large amounts of water for at least 15
minutes. Get immediate medical attention.

SKIN CONTACT:
Immediately flush skin with large amounts of water. Remove
contaminated clothing. If irritation persists, call a physician.Wash
contaminated clothing before rouse.

INHALATION:
If signs/symptoms occur, remove person to fresh air. If
signs/symptoms continue, call a physician.

IF SWALLOWED:
Drink two glasses of water. Call a physician.

-----------------------------------------------------------------------------

7. PRECAUTIONARY INFORMATION
-----------------------------------------------------------------------------

EYE PROTECTION:
Avoid eye contact. Wear vented gaggles.

-----------------------------------------------------------------------------

Abbreviations: N/D - Not Determined N/A - Not Applicable CA - Approximately
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---------------------------------------------------------w ...........a -------

7. PRErAUrIONARY INFORMATION (continued)
-----------------------------------------------------------------------------

SKIN PROTECRION:
Avoid skin contact. woor appropriate gloves when handling this
material. A pair of gloves made from the following mterial(s) are
recommended: butyl rubber. Us* one or nor* of the following
personal protectlon items as necessary to prevent skin contact: head
covering, coveralls. Protective garments (other than gloves) should
be made of either of the following materials:
polyethylene/polyvinylidene chloride (Baranex).

RECOMMENDED VENTILATION:
Use with appropriate local exhaust ventilation. Use in a well-
ventilated area. Provide sufficient ventilation to maintain
emissions below recommended exposure limits. If exhaust ventilation
is not adequate, use appropriate respiratory protection.

RESPIRATORY PROTECTION:
Avoid breathing of dust. Select one of the following MIDSH approved
respirators based on airborne concentration of contaminants and in
accordance with OSHA regulations: half-sask dust and mist respirator,
half-mask supplied air respirator, full-face dust and mist respirator,
full-face supplied air respirator.

PREVENTION OF ACCIDENTAL INGESTION:
Do not eat, drink or smoke when using this product. Wash exposed
areas thoroughly with soap and water. Wash hands after handling and
before eating.

RECOMMENDED STORAGE:
Keep container dry. Keep container closed when not in use.

FIRE AND EXPLOSION AVOIDANCE:
Nonflammable.

OTHER PRECAUTIONARY INFORMATION:
No smoking: Smoking while using this product can result in
contamination of the tobacco and/or smoke and lead to the formation
of the hazardous decomposition products mentioned in section 4 of
this MSOS.

mmrs HAZARD RATINGS: HEALTH: 2 FLAMMABILITY: 0 REACTIVITY: 0
PERSONAL PROTECTION: X (See precautions, section 7.)

EXPOSURE LIMITS

INGREDIENT VALUE UNIT TYPE AUTH SKIN*
-----------------------------------------------------------------------------

POTASSIUM PERFLUOROALKYL SULFONATE ... 0.1 MGIM3 TWA 3M y

POTASSIUM PERFLUOROALKYL SULFONATE ... 0.1 MG/M3 TWA 3M y
POTASSIUM PERFLUDROALKYL SULFONATE ... 0.1 MG/M3 TWA 3M y

POTASSIUM PERFLUOROALKYL SULFONATE ... 0.1 MG/f43- TWA 3M y
-----------------------------------------------------------------------------
Abbreviations: N/D - Not Determined N/A - Not Applicable CA - Approximately
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EXPOSURE LIMITS (continued)

INGREDIENT
VALUE UNIT TYPE AUTH SKINO

.............................................................................

poTASSIUM PERFLUOROALKYL SULFONATE ... 0.1 NG/N3 ThA 3m y

- SKIN NOTATION: Listed substances indicated with 'Y' under SKIN refer to
-thepotential contribution to the overall exposure by the cutaneous route
including mucous membrane and my*, either by airborne or, more particularly,
by direct contact with the substance. Vehicles can alter skin absorption.

SOURCE OF EXPOSURE LIMIT DATA:
- 3m: 3M Recommended Exposure Guidelines

-----------------------------------------------------------------------------

S. HEALTH HAZARD DATA
-----------------------------------------------------------------------------

EYE CONTACT:
Mild Eye Irritation: signs/symptoms can include redness, swelling,
pain, and tearing.

SKIN CONTACT:
Mild Skin Irritation (after prolonged or repeated contact):
signs/symptoms can include redness, swelling, and itching.

May be absorbed through the skin and persist in the body for an

extended time.

INHALATION:
May be harmful if inhaled.

May be absorbed by inhalation and persist in the body for an extended
time.

Single overexposure, above recommended guidelines, may cause:

Irritation (upper respiratory): signs/symptoms can include
soreness of the nose and throat, coughing and sneezing.

IF SWALLOWED:
Ingestion is not a likely route of exposure to this product.

Illness may result from a single swallowing of a moderate quantity of
this material.

May be harmful if swallowed.

MUTAGENICITY:
Mutagenicity assays indicate the product is not mutagenic.

-----------------------------------------------------------------------------

Abbreviations: N/D - Not Determined N/A - Not Applicable CA - Approximately
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------------------------------------------------------------------------

8. ME&TH MA2MD [ATA (continued)
-------------------------------------------------w ...........................

FtEPRODUCTIVE/DEVELDPMWAL TOXINS:
Not toratogenic in the rat at oral domes below maternally toxic

levels.

OTHER HEALTH HAZARD INFORMATION:
This product is not known to contain any substances regulated under

California Proposition SS.

A Product Toxicity Summary Sheet is available.

-------------------------------------------------------------w ---------------

SECTION CHMGE DATES
----------------------------------------w ------------------------------------

HEADING SECTION CHANGED SINCE November 05, 1997 ISSUE

-----------------------------------------------------------------------------

Abbreviations: N/D - Not Determined N/A - Not Applicable CA - Approximately

------------w ----------------------------------------------w -----------------

The information in this Material Safety Date Sheet (MSDS) is believed to
be correct as of the date issued. 3M MAKES NO WARRANTIES, EXPRESSED OR
IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF
MERCHANTABILrTy OR FITNESS FOR A PARTICULAR PURPOSE OR COURSE OF
PERFORMANCE OR USAGE OF TRADE. User is responsible for determining

whether the 3M product is fit for a particular purpose and suitable for

user's method of use or application. Given the variety of factors that
can affect the use and application of a 3M product, some of which are

uniquely within the user's knowledge and control, it is essential that

the user evaluate the 3M product to determine whether it is fit for a
particular purpose and suitable for user's method of use or application.

3M provides information in electronic form as a service to its customers.

Due to the remote possibility that electronic transfer may have resulted

in errors, omissions or alterations in this information, 3M makes no
representation* as to its completeness or accuracy. In addition,
information obtained from a database may not be as current as the
information in the 14SDS available directly from 3f4.
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Page I of2
TEST ARTICLE AND VEHICLE PREPARATION PROCEDURE

Test Article: PFOS
Vehicle: 0.5% TweeriG 80 inR.O. Deionized Water

A. Purpose: The purpose ofthisprocedure isto providea method forthe preparation
of dosage suspensions of PFOS and the vehiclefororaladministrationto
ratson Argus Study 418-015.

B. General Information:

1 . Allsuspension containerswillbe labeledand colorcoded. Each labelwill
specifythe protocolnumber, testarticleidentification,Argus batch
number, concentration,dosage level,preparationdate,expirationdate
and storage conditions.

2a. Suspensions willbe prepared:
X Daily Weekly -,For days of use

2b. Vehicle willbe prepared:
Daily X Weekly For days of use

3. Suspensions willbe prepared at a finaldosage volume of 5 mukg.

4. Safety:
X Gloves, labcoat,goggles or safetyglasses and faceshield
X Dust-MistRespirator

- Half-Face Respirator

- Full-FaceRespirator/PosftivePressure Hood

Tyvek Suit/Apron

5. Dosage suspensions adjustedforFree base and % Purity.
Yes X No (Calculationsbased on 100%)
FreeBase _ Purity

6. Sampling requirements: Cited inprotocol.

7. Storage: Citedinprotocol.
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A77ACHMENT 3 Pmtocol 418-015
Version:418-015 (06NOV 98)

Page 2 of2
TEST ARTICLE AND VEHICLE PREPARATION PROCEDURE

NOTE: Test articlewillbe prepared as a serialdilutionfrom the high dosage to
the low dosage. Once thefinalvolumes are achieved, stirbars are to be
added to the containers;mixing should occur during sampling and/or
administration.

C. PreparationofVehicle

1 Add the requiredamount ofR.O. deionized water to an appropriately
labeledcontainer.Heat the water to 500C t 5*C, add the required
amount ofTweene 80 and mix untiluniform (See TEST ARTICLE

CALCULATIONS).

D. Test ArticleSuspension Preparation:

1 . To prepare the 0.32 mg/mL, Group IIIsuspension, add the required
amount oftestarticle(See TEST ARTICLE CALCULATIONS) intoan
appropriatelysized,labeledcontainer.QS ad to the requiredamount with
vehicleand heat the mixture to 80 0C ±5 0C forapproximately 30 minutes
or untilthe TA/S dissolves.

2. Once the testarticlehas dissolved;spin whilethe suspension cools. (Be
sure there isa visiblevortex,thiswillachieve the desired emulsion. This

may be prepared the day before use.)

3. To prepare the 0.02 mg/mL, Group 11suspension, remove the required
amount of stock suspension (Group 111)(See TEST ARTICLE

CALCULATIONS), QS ad withthe vehicleand mix.

4. To prepare the 0 mg/mL, Group Isuspension, add requiredamount of

vehicleto an appropriatelysized,labeledcontainer(See TEST ARTICLE
CALCULATIONS) and mix.

Writtenby:

y:Approved b Date: /(,-Wa"9r

Clarification: o Qes (See attached clarificationform.)

Initials/Date
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ArLzusResearchLaboratories.Inc.PRIMFDICA 905 Sheehy Drive.BuildingA
Horsham. PA 19044

Telephone:(215)443-8710
Telefax:(215)443@-8597

PROTOCOL 418-015

Oral(Gavage) PharmacokinetcRecovery StudyofPFOS inRats

SPONSOR'S STUDY NUMBER: T-6295.14

Amendment 1 - 07 January 1999

1. AnalysesofPrer)aredFormulations,ConcentrationofTestArticleFormulations
(Page 4 ofthe protocol):

[Effectivedate:06 January1999] Duplicatesamples (2mL each)willbe taken
fromthefirstand lastpreparationratherthan,thefirstand lastpreparationon the
day prepared.

Reason forChange:

The preparationoccurstheday beforeitisused fordosage administrationand,
accordingthetoprotocol,day 0 ofgestationisthelastday ofdosage
administration.Sinceday 0 ofgestationistheday thattheratsare confirmed
pregnant,the sample cannotbe takenofthelastday ofpreparation.

OIL< e??:-Ow-99
Alan M. Hoberman, Ph.D.,DABT Date kay;@ond G. York, h. .,DABT Date
DirectorofResearch AssociateDirector1::@esearch and

Study Director

Dena C. Lebo,V.M.D. @:ate MarvinT. Case, D.V.M.,Ph.D. Date
Chairperson,InstitutionalAnimal Care and Study Monitor
Use Committee
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DEVIATIONS FROM THE PROTOCOL AND
STANDARD OPERATING PROCEDURES OF THE TESTING FACILITY

Allratswere administeredthetestarticleorvehicleon premating day 43,
4 January 1999. The ratsshouldhave been placedintocohabitationon
prematingday 42 afterdosage administration.Thisdeviationdidnot
adverselyaffecttheoutcome or interpretationofthestudybecause no
data were lost.

2. From 23 November 1998 to26 November 1998 (days 1 to4 ofthe
premating period),thefollowingFo generationfemaleratsreceivedthe
incorrectlycalculatedamount oftestarticleinvehicle,resultinginthe rats
receiving25% more ofthetestarticlethan required.

Dosage Dosage
Groug (ma/kg/day) Rat Numbers

11 0.1 13738 -13749
111 1.6 13750 - 13761

These deviationsdidnotadverselyaffecttheoutcome orinterpretationof
the study because thedosages were onlyforthefirstfourdays out ofa
totalof43 days oftestarticleadministrationpriortomating.

Alldeviationsa cumented inthe raw data.

nd G. York, ABT Date
AssociateDirector rch
and Study Director

P,h@@, D
of e,,.s;ea
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ARGUS

Temperature and RelativeHumidity Report
Location: Room 15

Protocol Number. 418-015

Range of Dates: 17-Nov-1998 14:00 to 27-Nov-1998 08:55

Temperature RelativeHumidity
TargetRange: 64OF to79*F 30% to70%
Species:rat

TotalNumber ofDays: 11 11
TotalNumber ofHours: 234.72 234.72
TotalNumber ofDataPoints: 235 235

Mean (:tSD): 67.0 (tC).9) 44.6 4.8)

Maximum: 68.9 53.4
Median: 67.2 45.6
Minimum: 63.4 30.3

Number ofPointsinRange (%): 232 (98.7) 235 (100.0)
Number ofPointsHigh(%): 0 (0-0) 0 (0.0)
Number ofPointsLow (%): 3 (1.3) 0 (0-0)

ReportGenerated:28-Apr-1999at12:33

COMMENTS:

REVIEWED BY: DATE:

Cumulativeby Location(vO4.01.97)
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ARGUS

Temperature and RelativeHurrddityReport
Location:Room 04

ProtocolNumber. 418-015

Range of Dates: 27-Nov-1998 08:55 to 30-Nov-1998 09:15

Temperature RelativeHumidity
TargetRange: 64*F to79*F 30% to70%
Species:rat

TotalNumber ofDays: 4 4
TotalNumber ofHours: 71.99 71.99
TotalNumber ofDataPoints: 75 75

Mean (:tSD): 72.4 (t0-9) 45.1 4.8)

Maximum: 74.3 68.7
Median: 72.3 44.1
Minimum: 69.6 40.0

Number ofPointsinRange (%): 75 (100.0) 75 (100.0)
Number ofPointsHigh(%): 0 (0-0) 0 (0-0)
Number ofPointsLow 0 (0-0) 0 (0-0)

ReportGenerated:28-Apr-I999 at12:35

COMMENTS:

REVIEVVED BY: ig!(LAak DATE: fzf@f

Cumulativeby Location(vO4.01.97)
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ARGUS

Temperature and RelativeHumidity Report
Location:Room 27

ProtocolNumber. 418-015

Range of Dates: 30-Nov-1998 09:15 to 09-Dec-1998 14:30

Tomperatum RelativeHumidity
TargetRange: 64'F to79OF 30% to70%
Species:rat

TotalNumber ofDays: 10 10
TotalNumber ofHours: 221.0 221.0
TotalNumber ofData Points: 222 222

Mean (±SD): 71.3 (±0.5) 59.3 (±6.7)

Maximum: 72.4 68.8
Median: 71.3 61.2
Minimum: 70.0 37.0

Number ofPointsinRange (%): 222 (100.0) 222 (100.0)
Number ofPointsHigh(%): 0 (0-0) 0 (0-0)
Number ofPointsLow (%): 0 (0-0) 0 (0-0)

ReportGenerated:28-Apr-1999 at12:37

COMMENTS:

REVIEWED BY: DATE:

Cumulativeby Location(vO4.01.97)
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ARGUS

Temperature and RelativeHumidity Report
Location:Room 28-29

ProtocolNumber. 418-015

Range of Dates:09-Dec-1998 14:30 to 15-Dec-1998 15:44

Temperature RelativeHumidity
TargetRange: 64*F to79OF 30% to70%
Species:rat

TotalNumber ofDays: 7 7
TotalNumber ofHours: 145.01 145.01
TotalNumber ofData Points: 146 146

Mean (:tSD): 70.7 (t1.1) 49.0 (t3.5)

Maximum: 76.5 59.4
Median: 70.4 48.8
Minimum: 69.1 39.6

Number ofPointsInRange 146 (100.0) 146 (100.0)
Number ofPointsHigh(%): 0 (0-0) 0 (0-0)
Number ofPointsLow 0 (0-0) 0 (0-0)

ReportGenerated:28-Apr-I999 at12:39

COMMENTS:

REVIEWED BY: DATE: !@/If@f

Cumulativeby Location(vO4.01.97)
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ARGUS

Temperature and RelativeHumidity Report
Location:Room 27

Protocol Number. 418-015

Range of Dates: I5-Dec-I998 15:44 to 21-Dec-I998 13:45

Temperature RelativeHumidity
TargetRange: 64*F to79*F 30% to70%
Species:rat

TotalNumber ofDays: 7 7
TotalNumber ofHours: 141.77 141.77
TotalNumber ofData Points: 143 143

Mean (±SD): 70.6 0.8) 59.9 (±2.6

Maximum: 72.5 64.8
Median: 70.5 60.1
Minimum: 69.0 49.1

Number ofPointsinRange 143 (100.0) 143 (100.0)
Number ofPointsHigh (%): 0 (0-0) 0 (0-0)
Number ofPointsLow (%): 0 (0.()) 0 (0-0)

Report Generated:28-Apr-1999at12:41

COMMENTS:

REVIEWED BY: DATE:

Cumulativeby Location(vG4.01.97)
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ARGUS

Temperatureand RelativeHumidityReport
Location:Room 28-29

ProtocolNumber.418-015

Range ofDates:21-Dec-I99813:45to20-Feb-1999 15:00

Temperature RelativeHumidity
TargetRange: 64*F to79*F 30% to70%
Species:rat

TotalNumber ofDays: 62 62
TotalNumber ofHours: 1464.99 1464.99
TotalNumber ofDataPoints: 1466 1466

Mean (±SD): 69.0 1.1) 49.0 (:k10.6)

Maximum: 71.9 81.6
Median: 69.0 48.7
Minimum: 66.9 10.0

Number ofPointsInRange (%): 1466 (100.0) 1407 (96.0)
Number ofPointsHigh(%): 0 (0-0) 49 (3.3)
Number ofPointsLow 0 (0-0) 10 (0.7)

Report Generated:28-Apr-1999at12:46

COMMENTS:

REVIEWED BY: DATE: 5 rlff

CumulativebyLocation(vO4.01.97)
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ARGUS

Temperature DeviationsReport
Location:Room 15

Protocol Number: 418-015

Range of Dates:17-Nov-1998 14:00 to 27-Nov-1998 08:55

Temperature Target Range: 64*F to79*F
Species: rat

Date rime Temp. Date Time Temp.
25-Nov-1998 03:00 63.8L
25-Nov-1998 06:00 63.7L
25-Nov-1998 07:00 63.4L

H - Value outofrange-High L m Valueout ofrange-Low
Temp. - Temperature OF

ReportGenerated:28-Apr-1999at12:34

/These deviationsdidnotadverselyaffecttheoutcome orinterpretationofthestudy.

The followingdeviation(s)impactedon theoutcome ofthestudyas described:

r

StudyDirector TaL, Date @a92

Deviationsby Location(vO4.01.97)
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ARGUS

RelativeHumidity DeviationsReport
Location:Room 28-29

Protocol Number: 418-015

Range of Dates: 21-Dec-I998 13:46 to 20-Feb-I999 15:00

Humidity Target Range: 30% to70%
Species: rat

Date Time P.H. Date Time R.H.
21-Dec-1998 18:00 77.2H 21-Jan-1999 18:00 76.4H
29-Dec-1998 12:00 70.3H 22-Jan-I999 03:00 70.9H
04-Jan-1999 13:00 29.4L 22-Jan-I999 05:00 71.7H
05-Jan-1999 22:00 25.3L 22-Jan-I999 07:00 70.4H
05-Jan-I999 23:00 26.8L 22-Jan-I999 09:00 70.4H
06-Jan-1999 00:00 19.3L 22-Jan-1999 21:00 70.5H
06-Jan-1999 01:00 20.7L 23-Jan-1999 06:00 71.4H
06-Jan-1999 02:00 17.0L 23-Jan-I999 09:00 72.3H
D6-Jan-I999 03:00 14.7L 23-Jan-1999 13:00 73.9H
06-Jan-1999 04:00 15.7L 23-Jan-1999 18:00 78.2H
06-Jan-I999 05:00 10.0L 23-Jan-1999 19:00 75.1H
06-Jan-1999 06:00 10.2L 23-Jan-1999 23:00 77.9H
18-Jan-1999 11:00 75.4H 24-Jan-1999 00:00 73.1H
18-Jan-1999 15:00 72.4H 24-Jan-1999 03:00 80.7H
I8-Jan-I999 18:00 72.0H 24-Jan-I999 04:00 72.4H
18-Jan-1999 20:00 73.4H 24-Jan-1999 05:00 72.2H
18-Jan-1999 21:00 75.4H 24-Jan-1999 06:00 73.4H

H Valueoutofrange-High L Valueoutofrange-Low
R.H.- RelativeHumidity

Report Generated:28-Apr-1999 at12:53

i,/ These deviationsdidnotadverselyaffecttheoutcome orinterpretationofthestudy.

The followingdeviation(s)impactedon theoutcome ofthestudyas described:

StudyDirecto Date:

Deviationsby Location(vO4.01.97)
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ARGUS

RelativeHumidity DeviationsReport
Location:Room 28-29

Protocol Number. 418-015

Range of Dates: 21-Dec-I998 13:45 to 20-Feb-I999 15:00

Humidity Target Range: 30% to 70%
Species: rat

Date rime R.H. Date Time R.H.
24-Jan-1999 07:00 70.1 H 02-Feb-1999 19:00 77.7 H
24-Jan-1999 09:00 70.3 H 02-Feb-1999 20:00 77.7 H
24-Jan-I999 10:00 75.5 H 02-Feb-1999 21:00 70.7 H
24-Jan-I999 11:00 75.6 H 02-Feb-I999 23:00 77.7 H
24-Jan-I999 12:C)O 75.8 H 03-Feb-1999 01:00 76.7 H
24-Jan-1999 13:00 78.2 H 03-Feb-I999 03:00 75.4 H
24-Jan-I999 14:00 81.6 H 03-Feb-1999 07:00 75.2 H
24-Jan-1999 15:00 75.5 H 06-Feb-1999 12:00 72.9 H
24-Jan-I999 16:00 80.3 H
24-Jan-I999 17:00 78.7 H
24-Jan-I999 18:00 75.9 H
26-Jan-I999 11:00 70.9 H
26-Jan-I999 15:00 74.5 H
26-Jan-1999 16:00 75.7 H
26-Jan-1999 17:00 76.1 H
26-Jan-1999 18:00 73.6 H
26-Jan-1999 20:00 70.6 H

H Value out ofrange - High L Value out of range -Low
R.H. u RelativeHumidity

Report Generated: 28-Apr-1999at 12:54

These deviationsdidnotadverselyaffecttheoutcome or interpretationofthestudy.

The followingdeviation(s)impacted on theoutcome ofthestudyas described:

Study Directo Date:

Deviationsby Location(vD4.01.97)
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Argus ResearchLaboratories,Inc.@riPUMMICA 905 Sheehy Drive,BuildingA
Horsham, PA 19044

Telephone:(215)443-8710
Teiefax:(215)443-8587

PROTOCOL 418-015: ORAL (GAVAGE) PHARMACOKINETIC RECOVERY
STUDY OF PFO$ IN RATS
SPONSORS STUDY NUMBER: T-6295.14

STATEMENT OF THE STUDY DIRECTOR

Thisfinalreportaccuratelyreflectsthe raw dataobtainedduringthe performance
ofthe study. No deviationsfrom the U.S. Food and Drug Administration(FDA)

Good Laboratory PracticeRegulations; FinalRuleO,the Japanese Ministryof

Health and Welfare (MHW) Good Laboratory Practice Standard forSafety

Studies on Druge and the European Economic Community (EEC) Council

decision on 28 July 1989 on the acceptance by the European Economic

Community of an OECD decisiorilrecommendation on compliance withprinciples

of good laboratorypracticecoccurred thataffectedthe qualityor integrityof the

study.

Ra@nd G. York (Ph. DABT Date

searchAssociate Director

and Study Director

a. U.S. Food and Drug Administration.Good Laboratory Practice

Regulations;FinalRule. 21 CFR Part58.

b. Japanese Ministry of Health and Welfare (1988). Good Laboratory

Practice Standard for Safaty Studies on Dnigs, MHW Ordinance

Number 21, March 26, 1997.

C. European Economic Community (1989). Council decision on 28 July

1989 on the acceptance by the European Economic Community of an

OECD decisionlrecommendation on compliance with principles of good

laboratory practice. Official Journal of the European Communities:

Legislation.32(No. L 315; 28 October): 1-17.

f
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Pummlc4k Argus Research Laboratories.Inc.
905 Shechv Drive.BuildingA

fiorsham.PA 19044
Telephone:(215)443-8710

Telefax:(215)443-8587

QUALITY ASSURANCE UNIT FINAL REPORT STATEMENT

Study Director:Raymond G. York,Ph.D.,DABT

ExecutiveDirectorofResearch: MildredS. Christian,Ph.D.,Fellow,ATS

Protocol418-015: Oral(Gavage) PharmacokineticRecovery Study of
PFOS inRats
Sponsor'sStudy Number T-6295.14

The draftprotocolforthisstudywas auditedforadherence toU.S.Food
and Drug Administration(FDA) Good LaboratoryPracticeRegulations,Japanese
MinistryofHealthand Welfare(MHW); Good LaboratoryPracticeStandardfor
SafetyStudieson Drugs,and European Economic Community (1989)council
decisionon 28 July1989 on theacceptance by theEuropean Economic
Community ofan OECD decision/recommendationon compliancewithprinciples
ofgood laboratorypracticeon 18 OCT 98.

Criticalphases ofthisstudywere inspected10 times;studyinformation
and raw datawere auditedtwice(seetables1 and 2 fordatesand phases/data).

The draftfinalreportand the raw dataforthisstudywere compared and
auditedforaccuracy,foradherence toprotocolrequirements,and foradherence
toU.S.Food and Drug Administration(FDA) Good LaboratoryPractice
Regulations,Japanese MinistryofHealthand Welfare(MHW); Good Laboratory
PracticeStandard forSafetyStudieson Drugs, and European Economic
Community (1989)councildecisionon 28 July1989 on theacceptance by the
European Economic Community ofan OECD decision/recommendationon
compliancewithprinciplesofgood laboratorypracticebetween 10 MAY 99
and 15 JUN 99,and forrevisionsrequestedby theSponsor on 20 JUL 99,
22 JUL 99,and forfinalizationon 23 JUL 99.
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This studywas conducted accordingtoU.S.Food and Drug
Administration(FDA) Good LaboratoryPracticeRegulations,Japanese Ministry
ofHealthand Weffare(MHW); Good LaboratoryPracticeStandardforSafety
Studieson Drugs.And European Economic Community (1989)councildecision
on 28 July1989 on theacceptance by theEuropean Economic Community ofan
OECD decision/recommendationon compliancewithprinciplesofgood
laboratorypractice.

A LIA-el 7

Nancy .Gongliewski A *@@ A V/-':buomw(/Sko,B.S. 'Date
'uQualityAssurance Manager SeniorQualityAssurance Associate

and PrincipalAuditor
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TABLE 1

CRITICAL PHASES INSPECTED

TestArticleAdministration- Gavaae

Date ofinspection:23 NOV 98

Date resultsreportedtothe Study Directorand Management:
25 NOV 98

TestArticlePrel?aration

Date ofinspection:01 DEC 98

Date resultsreportedtothe Study Directorand Management:
02 DEC 98

Urine/FecalCollection

Date ofinspection:04 JAN 99

Date resultsreportedtothe Study Directorand Management:
04 JAN 99

Blood Collection

Dates ofinspection:04 JAN 99, 17 FEB 99

Dates resultsreportedtothe Study Directorand Management:
04 JAN 99,17 FEB 99

Cohabitation

Date ofinspection:05 JAN 99

Date resultsreportedtotheStudy Directorand Management:
07 JAN 99

NaturalDelive!)L/LifterWatch

Date ofinspection:27 JAN 99

Date resultsreportedtothe Study Directorand Management:
02 FEB 99
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Culling,Pup Scrifice:Day 4

Date ofinspection:01 FEB 99

Date resultsreportedtotheStudy Directorand Management: 03 FEB 99

Necropsy, Fo Dams, El-P-u-2s-

Dates ofinspection:17 FEB 99, 17 FEB 99

Dates resultsreportedtotheStudy Directorand Management:
22 FEB 99,22 FEB 99
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TABLE 2

RAW DATA AUDIT(S)

The followingstudyinformationand raw datawere audited
from 07 APR 99 to13 APR 99:

Protocol.
Protocolamendment.
Listofpersonneland computer operatorcodes.
Errorcodes and codes forclinicalsignobservations.
Animal receipt,randomization,physicalexaminationand acclimation.
In-lifetransactionrecord.
Feed consumption.
Cohabitation.
Naturaldeliveryobservations.
Lifterobservations.
Pup body weightsand status.
Pup Randomization.
Necropsy.
Organ weights.
Tissuepackinglists.
Male breedercolonyrecords.
Generalcomments.
Studymaintenance records.
Temperature and relativehumidityreports.
Feed,waterand beddinganalyses.
Editrequests.
Deviations.
Data reviewpage.
Blood collectiondataand packinglists.
Key fortestingfacilitycomputer backup recordabbreviations.
Urine/Fecalcollectiondataand packinglists.

The resultsofthisauditwere reportedtotheStudy Directorand Management
on 15 APR 99.
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The followingstudyinformationand raw datawere audited
on 20 APR 99:

Vehiclereceipt,preparationand use.
Test articlereceipt,preparationand use.
Test articlepackinglists.
Deviations.

The resultsofthisauditwere reportedtotheStudy Directorand Management
on 23 APR 99.


