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QUALITY ASSURANCE STATEMENT

ProjectTitle:InVivoMouseMicronucleusAssay

ProjectNo.: 20996 Assay No.: 17073

ProtocolNo.:455 EditionNo.:17,Modifiedfor3M Corporation

QualityAssurance inspectionsofthestudyand reviewofthefinalreportoftheabove referenced
projectwere conductedaccordingtotheStandardOperatingProceduresoftheQualityAssurance
Unitand accordingtothegeneralrequirementsoftheappropriateGood LaboratoryPractice
regulations.Findingsfrom theinspectionsandfinalreportreviewwere reportedtomanagement
andtothestudydirectoron thefollowingdates:

Inspection/Date FindingsRel2orted Audito

RandomizationofAnimals/09/18/1995 09/18/1995 S.Ballenger

DraftreportReview/10/31/1995 10/31/1995 C. Orantes

FinalReportReview/12/14/1995 12/14/1995 C. Orantes

QualityAssuranceUnit Date"ReYease-d
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STUDY COMPLIANCE AND CERTIFICATION

The describedstudywas conductedincompliancewith theGood LaboratoryPracticeregulations
as setforthintheFood and Drug Administration(FDA), Title21 oftheU.S.Code of Federal
RegulationsPart58,issuedDecember 22, 1978,(effectiveJune 20, 1979)with any applicable
amendments. There were no significantdeviationsfrom theaforementionedregulationsorthe
signedprotocolthatwould affecttheintegrityof thestudyor theinterpretationof thetestresults.
The raw datahave been reviewedby theStudy Director,who certifiesthattheevaluationofthe
testarticleas presentedhereinrepresentsan appropriateconclusionwithinthecontextofthe
studydesignand evaluationcriteria.

Alltestand controlresultsinthisreportaresupportedby an experimentaldatarecordand this
recordhasbeen reviewed by theStudy Director.Allraw data,documentation,records,protocol
and a copy of thefinalreportgeneratedasa resultofthisstudywillbe archivedinthestorage
facilitiesof Coming HazletonInc.foratleastone yearfollowingsubmissionof thefinalreportto
theSponsor. Aftertheone yearperiod,theSponsor may electtohave theaforementioned

materialsretainedinthestoragefacilitiesof Coming HazletonInc.foran additionalperiodof
time,or senttoa storagefacilitydesignatedby theSponsor.

SubmittedBy:

Study Director:

Hemalatha Murli,Ph.D. Study Completion

Mammalian Cytogenetics Date

Department ofGeneticand CellularToxicology
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SUN*AARY

MutagenicityTeston T-6342 inan In VivoMouse Mcronucleus Assay

The objectiveofthisinvivoassaywas toevaluatetheabilityofthetestarticle,T-6342,toinduce
micronucleiinbone marrow polychromaticerythrocytesofCrl:CD-II(ICR)BR mice.

Inthedoseselectionstudy,thetestarticlewas solubilizedindeionizedwaterand dosedby oral
gavageat500,l625,2750,3875,and 5000mg/kg. Sixanimals(threemalesand threefemales)
were assignedtoeachdose group. Animals were observedforthreedays afterdosingfortoxic
signsand/ormortality.

Based on theresultsofthedose selectionstudy,themaximum tolerateddosewas estimatedas
>5000 mg/kg. Inthemicronucieusassay,thetestarticlewas solubilizedindeionizedwater and
dosedby oralgavage at1250,2500,and 5000 mg/kg. Ten animals(fivemales and fivefemales)
were randomly assignedtoeachdose/harvesttimegroup.Vehicleand positivecontrolgroups
euthanatizedapproximately24 hoursafterdosingwere includedintheassay.The animalsdosed
withthetestarticlewere euthanatizedapproximately24,48 and 72 hoursafterdosingfor
extractionofthebone marrow.

The testmaterial,T-6342,didnotinducea significantincreaseinmicronucleiinbone marrow
polychromaticerythrocytesundertheconditionsofthisassayand isconsiderednegativeinthe
mouse bone marrow micronucleustest.

CHV StudyNo.: 17073-0-455 6
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MutagenicityTestonT-6342inaninvivoMouseMicronucieusAssay

1.0 SPONSOR: 3M Corporation

2.0 NIATERIAL (TestArticle)

2.1 Client'sIdentification:T-6342

2.2 DateReceived:July21,1995

2.3 PhysicalDescription:Clear,colorlessliquid

2.4 GeneticsAssayNo.: 17073

3.0 TYPE OF ASSAY: In VivoMouse MicronucleusAssay

4.0 PROTOCOL NO.: 455,Edition17,Modifiedfor3M Corporation

5.0 STUDY DATES

5.1 InitiationDate: August 15,1995

5.2 ExperimentalStartDate:August29,1995

5.3 ExperimentalTerminationDate:October16,1995

6.0 SUPERVISORY PERSONNEL

6.1 StudyDirector:HemalathaMurli,Ph.D.

6.2 LaboratorySupervisor:Monica Vegarra,B.S.

7.0 OBJECTIVE

The objectiveofthisinvivoassaywastoevaluatetheabilityofthetestarticle,T-6342,to
inducemicronucleiinbonemarrow polychromaticerythrocytesofCrl:CD-I*(ICR)BR
mice. Thisstudywas conductedusingmodificationsoftheproceduressuggestedby
Heddleetal.(1983).

CHV StudyNo.: 17073-0-455 7
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8.0 MATERIALS

Adultmale and femalemice,strainCrl:CD-I'(ICR)Bl@,werepurchasedftomCharles
RiverLaboratories,PortageNU.. Thishealthy,random bredstrainwas selectedto
maximize geneticheterogeneityand atthesame timeassureaccesstoa common source.
The protocolforthisstudywas approvedby theCHV-ACUC priortotheinitiationof
dosing.

Animals were housed up tosevenpercageduringquarantine,and housed up tofiveper
cageatrandomization.The temperatureand relativehumiditywere maintainedat
72±6'F and 55±15%, respectively.A 12-hourlight/12-hourdarkcyclewas maintained.
A commercialdiet(PurinO CertifiedLaboratoryPellets0 # 5002)and waterwere
availablead libitumforthedurationofthestudy.The feedwas analyzedby the
manufacturerforconcentrationsofspecifiedheavy metals,aflatoxin,chlorinated
hydrocarbons,organophosphates,and specifiednutrients.The waterwas analyzedon a
retrospectivebasisforspecifiedmicroorganisms,pesticides,alkalinity,heavy metals,and
halogens.Sanitizedcagingwas usedforhousingtheanimals.Personnelhandling
animalsorworkingwithintheanimalfacilitieswere requiredtowear suitableprotective
garmentsand equipment.

Animals were quarantinedforsevenbeforebeingplacedon study.Animalswere
randomlyassignedtostudygroupsandwere individuallyweighed priortodosing.All
animalswere dosed basedupon theindividualbody weights.Animals were uniquely
identifiedby eartag.Dose ortreatmentgroupswere identifiedby cage card/label.

At theterminationofthestudyallsurvivinganimalswere euthanatizedbyC02
inhalation,followedby penetrationofthethorax.Any extraanimalsnotusedforthe
studywere euthanatizedbyC02inhalation,followedby penetrationofthethorax.

9.0 SOLUBILITY AND STABILITY:

The testarticle,T-6342,was suppliedasa clearcolorlessliquid.The vehicleselectedfor
thisassaywas deionizedwater.The stabilityofthetestmaterialunderthedosing
conditionsofthisassayistheresponsibilityofthesponsor.

10.0 DOSE SELECTION STUDY

10.1 Dose Selection

Dose levelsof500,1625,2750,3875,and 5000 mg/kg were administeredby oral
gavage forthedose selectionstudy.

CHV StudyNo.: 17073-0-455 8



CORNINGHazleton

10.2 DosingInformation

The animalsusedinthedoseselectionassayweredosedon August 29,1995.The
weightrangeoftheanimalsusedinthedoserangefindingassaywas 26.5-33.5
and 21.1-25.1grams,forthemalesand females,respectively.Dosing solutions
were preparedjustpriortodosingand werepreparedby making a 500 mg/ml
stockforthehighdose(5000mg/kg).Thiswas preparedby adding6.6ml of
deionizedwater(Lot# 17,preparedatCHV) to6.0007g ofT-6342,resultingina
clear,colorlesssolution. Dilutionsofthisstockwerepreparedfortheotherdose
levels.

Dosing was achievedusinga 10mi/kgdosingvolume. Allanimalswere eight
weeks and one day oldatthetimeofdosing.An outlineofthedosingscheme is
foundinthefollowingtable.

A totalof30 animalswas usedinthisassay.

DOSE GROUPS
TREATMENT m F

-----------------------------------------------------
T-6342

500 mg/kg 3 3
1625mg/kg 3 3
2750 mg/kg 3 3
3875 mg/kg 3 3
5000 mg/kg 3 3

-----------------------------------------------------Alldosesgivenwere on anacute(one-timeonly)basis.

10.3 Resultsand Interpretation

Allanimalswere examinedafterdosingand dailythroughoutthedurationofthe
study(threedays)fortoxiceffectsand/ormortalities.Allanimalsappeared
normalimmediatelyafterdosingand remainedhealthyuntiltheend ofthe
observationperiod.The mortalitydataforthisassayaresummarizedinthe
followingtable:

CHV StudyNo.: 17073-0455 9
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SummaryofMortalitiesWithin3Days
inMiceDosedAcutelywithT-6342

Obsgryations

Treatment mair, Female
500 mg/kg 0/3 0/3
1625 mg/kg 0/3 0/3
2750 mg/kg 0/3 0/3
3875 mg/kg 0/3 0/3
5000 mg/kg 0/3 0/3

10.4 Conclusion

Based on theseresults,themaximum tolerateddosewas estimatedtobe
>5000 mg/kg.

11.0 MICRONUCLEUS STUDY

11.1 Dose Selection

Based on resultsfrom thedose selectionstudy,doselevelsof 1250,2500,and
5000 mg/kg were selectedforthisstudy.

11.2 MicronucleusAssay Dosing Information

The animalsused inthemicronucteusassaywere dosed on September 19,1995.
Cyclophosphamide(Sigma,Lot# 43HO269, CAS # 6055-19-2),thepositive
control,was solubilizedinsteriledeionizedwater(Lot#17,preparedatCHV) and
was administeredby oralgavageat80 mg/kg. The vehiclecontrol,deionized
water(Lot# 17,preparedatCHV), was administeredconcurrentlywiththetest
articleata volume of 10mukg. The weightrangeoftheanimalsusedinthe
micronucieusassaywas 28.7-37.6g and 21.1-25.6g grams forthemalesand
females,respectively.The dosingsolutionsfortheassaywere preparedby
making a 500 mg/ml stockforthehighdose(5000mg/kg). Thiswas preparedby
addingdeionizedwaterto11.0008g ofT-6342 up toa volume of22.0mi. A
clear,colorlesssolutionwas obtained.Dilutionsofthisstockwere preparedfor
theremainingdose levels.

CHV StudyNo.: 17073-0455 10
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Tenanimals(fivemalesandfivefemales)wererandomlyassignedtoeachdose/-
harvesttimegroup.Vehicleand positivecontrolgroups,euthanatized
approximately24 hoursafterdosing,were includedintheassay.The animals
dosedwiththetestarticlewere euthanatizedapproximately24,48 and 72 hours
afterdosingforextractionofthebone marrow. An outlineofthedosingscheme
isfound inthefollowingtable:

Dosing Scheme forMicronucieusAssay

A totalof110 animalswas used inthisassay

Number ofAnimals Assigned

24Hr 48Hr 72Hr
Treatment M F M F M F

T-63T2-
1250 mg/kg 5 5 5 5 5 5

2500 mg/kg 5 5 5 5 5 5

5000 mg/kg 5 5 5 5 5 5

VehicleControl,deionizedwater
10ml/kg 5 5 - -

PositiveControl,Cyclophosphamide,80 mg/kg 5 5

The ageoftheanimalsatthetimeofdosingwas eightweeks and one day.
Volume dosed was 10ml/kgand was basedupon individualanimalweight.

12.0 BONE MARROW HARVEST, SLIDE PREPARATION AND ANALYSIS

At theappropriateharvesttime,theanimalswereeuthanatizedwithC02 followedby
penetrationofthethoraxand theadheringsofttissueand epiphysesofbothfemora were
removed. The marrow was flushedfrom thebone and transferredtocentrifugetubes
containing3 -5 ml bovineserum (onetubeforeachanimal).Followingcentrifugationto'
pelletthetissue,thesupernatantwas removed by aspirationand portionsofthepellet
were spreadon slidesand airdried.The slideswere fixedinmethanol,and stainedin
May-Grunwald solutionfollowedby Giemsa (Schmid,1975).The air-driedslideswere
coverslippedusingDepex* mounting medium.

The slideswere coded foranalysis,and scoredformicronucleiand thepolychromatic
erythrocyte(PCE) tonormochromaticerythrocyte(NCE) cellratio.Standardformswere

CHV StudyNo.: 17073-0-455 11
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usedtorecordthesedata.OnethousandPCEsperanimalwerescored.Thefrequencyof
micronucleatedcellswas expressedaspercentmicronucleatedcellsbasedon thetotal
PCEs presentinthescoredopticfield.The normalfrequencyofmicronucleiinthis
Crl:CD-I'(ICR)BR strainisabout0.0-0.41/o.

The frequencyofPCEs versusNCEs was determinedby scoringthenwnber ofPCEs and
NCEs observedintheopticfieldswhilescoringthefirst1000 erythrocytes.

13.0 EVALUATION CRITERIA:

13.1 General

The criteriafortheidentificationofmicronucleiwere thoseofSchmid (1976).
Micronucleiwere darklystainedand generallyround,althoughalmond and
ringshapedmicronucleioccasionallyoccurred.Micronucleihad sharpborders
and were generallybetween 1/20and 1/5thesizeofthePCE. The unitofscoring
was themicronucleatedcell,notthemicronucleus;thustheoccasionalcellwith
more thanone micronucleuswas countedasone micronucleatedPCE, nottwo (or
more) micronuclei.The stainingprocedurepermittedthedifferentiationby color
ofPCEs and NCEs (bluish-greyand red,respectively).

13.2 Data Presentationand Interpretation

Data aresummarized by sexand dosegroupsforthedifferenttimepoints.
Individualanimaldataarealsopresented.The analysisofthesedatawas
performedusingan analysisofvariance(Winer,1971)on eitheruntransformed
(when variancesarehomogeneous) and ranktransformed(when variancesare
heterogeneous)proportionsofcellswithmicronucleiperanimal.Iftheanalysis
ofvariancewas significant(p<0.05),a Dunnett'st-test(Dunnett,1955;1964)was
used todeterminewhich dose groups,ifany,were significantlydifferentfrom the
negativecontrol.Analyseswere performedseparatelyforeach harvesttimeand
sexcombination.The criteriafordeterminingapositiveresponseinvolveda
statisticallysignificantdose-relatedincreaseinmicronucleatedPCES, orthe
detectionofa reproducibleand statisticallysignificantpositiveresponseforat
leastone dose level.A testarticlethatinducedneithera statisticallysignificant
doseresponsenora statisticallysignificantand reproducibleincreaseatone dose
levelwas considerednegative.Ineithercase,thefinaldecisionwas basedon
scientificjudgment.

CHV StudyNo.: 17073-0455 12
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14.0 RESULTS AND INTERPRETATION:

Allanimalswere observedimmediatelyafterdosingandperiodicallythroughoutthe
durationoftheassayfortoxicsymptoms and/ormortalities.Allanimalsinthevehicle
and positivecontrolgroupsappearednormal afterdosingand remainedhealthyuntilthe
appropriateharvesttimes.Allanimalsfrom the1250 and2500 mg/kg dosegroups
appearednormal inunediatelyafterdosingandremainedhealthyuntiltheappropriate
harvesttimes.

Immediatelyafterdosing,allanimalsinthe5000 mg/kg dose groupappearednormal.

Approximately24 hoursafterdosing,2 males(#'s2712,48 hour harvestgroup;2714,72
hour harvestgroup)from the5000 mg/kg dose groupwere found dead. One male
(#2718,72 hour harvestgroup)appearedhunched and weak with squintedeyes.Allother
animalsappearednormal atthistime.

Approximately48 hoursafterdosing,Imale (#2718,72 hourharvestgroup)and I
female(#2780,72 hourharvestgroup)from the5000 mg/kg dose groupwere founddead.
Allotheranimalsappearednormalatthistimeand remainedhealthyuntiltheappropriate
harvesttimes.

The testarticle,T-6342,inducedno significantincreasesinmicronucleated
polychromaticerythrocytesoverthelevelsobservedinthevehiclecontrolsineithersex
oratany oftheharvesttimes.Due totoxicity,thePCE/NCE ratiosofthemalesand
femalesfrom the5000 mg/kg dosegroup atthe72hour harvestgroup were significantly
lowerthanthevehiclecontrolanimals.The positivecontrol,CP, inducedsignificant
increasesinmicronucleatedPCEs inbothsexesascompared tothevehiclecontrols,with
means and standarderrorsof5.44% ± 0.37% and 2.50% ± 0.33% forthemalesand
females,respectively.The datasummarized by dose grouparepresentedinTableI and
individualanimaldataarefoundinTables2 through7. Historicalcontroldataare
presentedinTable8.

15.0 CONCLUSION:

The testmaterial,T-6342,didnotinducea significantincreaseinmicronucleiinbone
marrow polychromaticerythrocytesundertheconditionsofthisassayand isconsidered
negativeinthemouse micronucleusassay.

CHV StudyNo.: 17073-0-455 13
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17.0 EXPERIMENT DATA TABLES
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TABLE 1
MICRONUCLEUS DATA SUMKARY TABLE

SPONSOR: 3M Corporation

TEST ARTICLB:T-6342

ASSAY:17073

HARVEST % MICRONUCLEATED PCEs RATIO PCE:NCE

TREATMENT DOSE TIME MEAN OF 1000 PER ANIMAL :i S.E. MEAN :t S.E.

(HR) MALES FEMALES TOTAL MALES FEMALES

CONTROLS

VEHICLE Water 24 hr 0.14 ± 0.02 0.02 :t0.02 0.08 0.02 0.51 ± 0.06 0.69 ± 0.11

POS:ETIVE-CP 80.0 mg/kg 24 hr 5.44 ± 0.37* 2.50 ± 0.33, 3.97 0.54* 0.64 :t 0.07 0.63 ± 0.05

TEST ARTICLE 1250 mg/kg 24 hr 0.28 ± 0.05 0.00 :t 0.00 0.14 0.05 0.69 ± 0.09 0.75 ± 0.17

48 hr 0.00 ± 0.00 0.02 :t0.02 0.01 0.01 0.68 ± 0.08 0.74 ± 0.06

72 hr 0.06 ± 0.02 0.02 :t0.02 0.04 0.02 0.36 ± 0.08 0.59 :t0.06

2500 mg/kg 24 hr 0.12 ± 0.04 0.04 -t0.02 0.08 0.02 0.69 ± 0.07 0.64 ± 0.05

48 hr 0.02 ± 0.02 0.02 ± 0.02 0.02 :t0.01 0.79 ± 0.07 0.65 ± 0.01

72 hr 0.20 ± 0.07 0.06 ± 0.04 0.13 :t0.04 0.47 ± 0.07 0.64 0.07

5000 mg/kg 24 hr 0.06 ± 0.04 0.10 ± 0.04 0.08 ± 0.03 0.80 ± 0.08 0.79 0.09

48 hr 0.15 ± 0.09 0.06 ± 0.02 0.10 t 0.04 0.56 ± 0.10 0.63 0.06

72 hr 0.17 ± 0.03 0.03 ± 0.03 0.09 ± 0.03 0.17 :t 0.04* 0.24 0.05*

*Significantly different from the corresponding vehicle control. p<0.05.
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TABLE 2
MICRONUCLEUS TEST - INDIVIDUAL ANIMAL DATA

SPONSOR:3M Corporation

TEST ARTICLE:T-6342

ASSAY NO.:17073

ANIMAL
NO.MN

RATIO
TREATMENT

NUMBER
PCEs

PCE:NCE
(1000)

24 HOUR HARVEST MALE

VEHICLE CONTROL Water 2682 1 0.32
2689 2 0.54
2694 1 0.48
2720 2 0.66
2721 1 0.52

POSITIVE CONTROL CP 80.0 mg/kg 2696 46 0.79

2698 61 0.80
2715 52 0.53
2723 65 0.58
2728 48 0.49

TEST ARTICLE 1250 mg/kg 2683 4 0.67

2691 1 0.78

2697 3 0.98

2703 3 0.45

2717 3 0.59

2500 mg/kg 2679 2 0.74

2685 1 0.47

2693 0 0.90

2702 2 0.72

2724 1 0.60

5000 mg/kg 2676 0 0.51

2684 0 0.90

2709 1 0.81

2713 0 0.98

2727 2 0.78

MN = Micronucleus
PCE = Polychromatic erythrocyte
NO.MN PCES - Micronucleated PCEs
NCE-Normochromatic erythrocyte

CHV StudyNo.: 17073-0-455 17
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TABLE 3
MICRONUCLEUS TEST - INDIVIDUAL ANIMAL DATA

SPONSOR:3M Corporation

TEST ARTICLE:T-6342

ASSAY NO.:17073

ANIMAL
NO.MN

RATIOTREATMENT
NUMBER FCES

PCE:NCE
(1000)

24 HOUR HARVEST FEMALE

VEHICLE CONTROL Water 2741 0 0.76
2744 1 0.76
2773 0 0.70
2776 0 0.27
2779 0 0.94

POSITIVE CONTROL CP 80.0 mg/kg 2734 31 0.78
2746 17 0.71
2749 29 0.62
2760 17 0.54
2783 31 0.48

TEST ARTICLE 1250 mg/kg 2735 0 1.03
2742 0 1.25
2750 0 0.69
2771 0 0.39
2781 0 0.39

2500 mg/kg 2732 0 0.56
2733 0 0.64
2738 0 0.81
2755 1 0.54
2772 1 0.67

5000 mg/kg 2743 0 0.92
2757 0 0.56
2761 2 0.83
2763 2 1.04
2768 1 0.61

MN = Micronucleus
PCE - Polychromatic erythrocyte
NO.MN PCEs - Micronucleated PCEs
NCE=Normochromatic erythrocyte

CHV StudyNo.: 17073-0-455 18
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TABLE 4
MICRONUCLEUS TEST - INDIVIDUAL ANIMAL DATA

SPONSOR:3M Corporation

TEST ARTICLE:T-6342

ASSAY NO.:17073

ANIMAL NO.MN
RATIOTREATMENT

NUMBER
PCEs

PCE:NCE
(1000)

48 HOUR HARVEST MALE

TEST ARTICLE 1250 mg/kg 2680 0 0.44
2681 0 0.54
2695 0 0.77
2705 0 0.77
2710 0 0.89

2500 mg/kg 2675 1 0.52
2688 0 0.81
2707 0 0.96
2726 0 0.82
2729 0 0.83

5000 mg/kg 2677 1 0.32
2699 1 0.64
2700 4 0.47
2708 0 0.79
2712*

*Animals found dead
MN - Micronucleus

PCE = Polychromatic erythrocyte
NO.MN PCEs - Micronucleated PCEs
NCE=Normochromatic erythrocyte
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TABLE 5
MICRONUCLEUS TEST - INDIVIDUAL ANIMAL DATA

SPONSOR:3M Corporation

TEST ARTICLE:T-6342

ASSAY NO.:17073

TREATMENT ANIMAL NU.MN
RATIO

NUMBE,, PCEs 'CE:NCE(iooo)

48 HOUR HARVEST FEMALE

TEST ARTICLE 1250 mg/kg 273o 0 0.94
2736 0 0.62
2747 1 0.74
2754 0 0.75
2775 0 0.64

2500 mg/kg 2737 0 0.67
2745 1 0.69
2758 0 0.62
2759 0 0.65
2762 0 0.63

5000 mg/kg 2739 1 0.43
2753 0 0.78
2756 1 0.68
2767 1 0.67
2770 0 0.61

MN - Micronucleus
PCE @ PolychromatiC erythrocyte
NO.MN PCEs - Micronucleated PCEs
NCE=Normochromatic erythrocyte

CHV StudyNo.: 17073-0-455
20
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TABLE 6
MICRONUCLEUS TEST - INDIVIDUAL ANIMAL DATA

SPONSOR:3M Corporation

TEST ARTICLE:T-6342

ASSAY NO.:17073

ANIMAL
NO.MN

RATIO
TREATMENT

NUMBER
PCEs

CE:NCE(1000) p

72 HOUR HARVEST MALE

TEST ARTICLE 1250 mg/kg 2678 0 0.26
2687 1 0.30
2716 1 0.17
2719 1 0.51
2722 0 0.56

2500 mg/kg 2692 0 0.28
2701 3 0.37
2704 4 0.52

2711 2 0.49
2725 1 0.70

5000 mg/kg 2686 1 0.11
2690 2 0.16
2706 2 0.26
2714*
2718*

*Animals found dead
MN - Micronucleus

PCE - Polychromatic erythrocyte
NO.MN PCEs - Micronucleated PCEs
NCE=Normochromatic erythrocyte
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TABLE 7
MICRONUCLEUS TEST - INDIVIDUAL ANIMAL DATA

SPONSOR:3M Corporation

TEST ARTICLE:T-6342

ASSAY NO.:17073

ANIMAL
NU.MN RATIO

TREATMENT NUMBER
PCES PCE:NCE
(1000)

72 HOUR HARVEST FFAALE

TEST ARTICLE 1250 mg/kg 2740 0 0.68

2751 0 0.48

2766 1 0.68

2769 0 0.40

2778 0 0.71

2500 mg/kg 2748 1 0.68

2752 0 0.45

2764 0 0.54

2774 0 0.85

2777 2 0.66

5000 mg/kg 2731 0 0.24

2765 0 0.38

2780*
2782 1 0.18

2784 0

*Animals found dead
MN = Micronucleus

PCE - Polychromatic erythrocyte
NO.MN PCEs - Micronucleated PCEs
NCE-Normochromatic erythrocyte
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TABLE 8

MOUSE MICRONUCLEUS HISTORICAL CONTROL DATA 2/95 THROUGH 9/95

% MICRONUCLEATED PCEs per 1000 PCE RATIO PCE:NCE

KEAN OF 1000 PER ANIMAL t S.E. MP" :t S. E.

MALES FEMALES TOTAL MALES FEMALES

FOOLED VEHICLE CONTROL

MIN 0.00 0.00 0.01 0.32 0.34

MAX 0.26 0.16 0.18 0.82 1.03

AVG 0.08 * 0.06 0.06 t 0.04 0.07 t 0.04 0.36 t 0.13 0.61 t 0.14

N 49 49 49 49 49

POSITIVE CONTROL
Cyclophosphamide. 80 mg/kg

MIN 1.72 1.50 1.81 0.44 0.44

KAX 5.44 6.36 5.38 0.72 0.81

AVG 3.25 :t0.94 3.00 t 1.05 3.13 t 0.81 0.58 * 0.09 0.62 t 0.11

N 22 22 22 1 22 22
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