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UNITED STATESDISTRICT COURT Lt~Li fj~ ~Jfl

forthe JAMES R. dISPEAKERCLERK
DISTRICT OF COLORADO

E3Y DEP. C!.K

PEOPLEFORTHE ETHICAL TREATMENT OFANIMALS, anon-profitcorporation,

THE PHYSICIANS COMMITTEE FORRESPONS]BLEMEDICiNE, a non-profit corporation,

andDORIS DAY ANIMAL LEAGUE, a non-profit corporation,

Plaintiffs,

vs.

CAROL M. BROWNER,AdministratoroftheUnitedStatesEnvironmentalProtectionAgency,

Defendant.

COMPLAINT

INTRODUCTION

1. This is anactionundertheToxic SubstancesControlAct, 15 U.S.C. Sec.2601,etseq.

(“TSCA” or “the Act”). Plaintiffs seekanorderofthis CourtdirectingDefendantto initiate

proceedingsfor theissuanceofnewrulesundertheAct. Suchruleswould require

manufacturers,processorsanddistributorsofcertainchemicalsubstancesormixturesto submit

certainreportsofdataconcerningtheenvironmentalandhealtheffectsofsuchsubstancesor

mixtures.
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2. Under 15 U.S.C. Sec.2620(a),anypersonmaypetitiontheAdministratorto initiate a

proceedingfor theissuanceofaruleunder15 U.S.C. Sec.2607. OnDecember27,1999,

Plaintiffs petitionedDefendantunder15 U.S.C. Sec.2620(a),in accordancewith theprocedures

setforth in 15 U.S.C. Sec.2620(b),to initiateproceedingsfor issuanceofrulesunder15 U.S.C.

Sec.2607,Subsecs.(a)and(d). Defendantdeniedthatpetitionby decisiondatedMarch30,

2000.

JURISDICTION

3. TSCA provides,in 15 U.S.C. Sec.2620(b)(4)(A),thatif acitizenpetitionunder15 U.S.C.

Sec.2620(a)is deniedby theAdministrator,thepetitionermaycommenceacivil actionin aU.S.

district courtto compelthe AdministratoroftheAct to initiatearulemakingproceedingas

requestedin thepetition. Thatremedyis in additionto otherremediesprovidedby law. 15

U.S.C. Sec.2620(b)(5). Thereforethis Courthasfederalquestionjurisdictionofthis action

under28 U.S.C. Sec. 1331.

PARTIES

4. PlaintiffsPeoplefor theEthicalTreatmentofAnimals, The PhysiciansCommitteefor

ResponsibleMedicineandDoris DayAnimal League,all areorganizationsdedicatedto, inter

alia, promotingsafe,effectiveandrelevantchemicalscreeningandtestingmethodsthatdo not

rely on theuseofanimals. Collectivelythethreeorganizationshaveover 1 million individual

members.All threeorganizationsweresignatoryto theabove-describedcitizens’petitionfor.

rulemakingandthereforehavestandingto bringthis.actionunder15 U.S.C.Sec. 2620(b)(4)(A).

5. DefendantCarolM. Browneris AdministratoroftheEnvironmentalProtectionAgency

(“EPA”). TSCAprovidesthattheterm“administrator”asusedthereinmeanstheAdministrator

oftheEPA. 15 U.S.C. Sec.2602(1). Defendantis suedin herofficial capacityasAdministrator

oftheEPA.
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STATUTORYPROVISIONSGOVERNINGJUDICIAL CONSIDERATiON
OF ACTIONS TO COMPELISSUANCEOFNEW RULES UNDERTSCA

6. TheAct providesthatin anactionsuchasthis under15 U.S.C. Sec. 2620(b)(4XA),

respectingapetitionto initiate aproceedingto issuearule under15 U.S.C. Sec.2607,the

plaintiff shallbeprovidedan opportunityto havesuchpetitionconsideredbythecourtin ade

novoproceeding. 15 U.S.C. Sec.2620(b)(4)(B).If theplaintiff demonstratesto thesatisfaction

ofthecourtby apreponderanceoftheevidencethatthereisareasonablebasisto concludethat

theissuanceoftherequestednewrule isnecessaryto protecthealthortheenvironmentagainst

anunreasonableriskof injury to healthor theenvironment,thecourtshallorderthe

Administratorto initiate theactionrequestedby thepetitioner. 15 U.S.C. Sec.2620(b)(4XB)(ii).

BACKGROUNDOF THE CASE

PURPOSES OF TSCA

7. CongressenactedtheToxic SubstancesControlAct in 1976afierfive yearsofpublic

hearingsanddebateona legislativeproposaldevelopedby thePresident’sCouncilon

EnvironmentalQuality in 1971. Thatproposalwasmadein responseto agrowingpublicfear

thatsometoxic chemicalsmaypresentrisks to healthandtheenvironment.

8. In adoptingtheAct, Congressdeclaredit U.S. policy that(1) “adequatedatashouldbe

developedwith respectto theeffectofchemicalsubstancesandmixtureson healthandthe

environment”(15U.S.C. Sec.2602(b)(l)), and(2) “adequateauthorityshouldexistto regulate

chemicalsubstancesandmixturesthatpresentanunreasonableriskof injury to healthor the

environment,andto takeactionwith respectto chemicalsubstancesandmixtureswhichare

imminenthazards.” 15 U.S.C. Sec.2602(b)(2).
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PERTINENTToxIciTy ANDEXPOSUREREPORTING
REQUIREMENTSAND RULEMAKING PROVISIONSOFTSCA

9. In orderto achieveits statedpurposes,theAct providesthat “If theAdministratorfinds that

thereis a reasonablebasisto concludethatthemanufacture,processing,distributionin

commerce,use,or disposalofa chemicalsubstanceor mixture,or anycombinationof such

activities,presentsorwill presentanunreasonableriskof injury to healthor theenvironment,the

Administratorshallby rule” regulatetheuseof suchsubstanceormixture“to theextent

necessaryto protectadequatelyagainstsuchrisk.” 15 U.S.C. Sec.2605.

10. To enabletheAdministratorto makethedeterminationasto whetherornotto regulatethe

useof achemicalsubstanceor mixture,theAct alsoprovidesthat in the caseofchemical

substancesormixturesfor whichtheAdministratorfinds that thereis an insufficiencyofdata

andexperiencerelevantto adeterminationthatthemanufacture,distribution,processing,use,

and/ordisposalofsuchsubstanceor mixturedoesordoesnot presentanunreasonableriskof

injury to healthor theenvironment,theAdministratorshallby rulerequirethattestingbe

conductedonsuchsubstancesor mixturesto developdatawith respectto healthand

environmentaleffects. 15 U.S.C. Sec. 2603.

11. In orderto assurethattheAdministratoroftheAct canandwill developtheinformation

necessaryto assesstheriskofharmto healthor the environmentfrom specificchemical

substanceor mixturesso thatshecandecidewhetherto ordertestingunder15 U.S.C. Sec. 2603

and/orregulatetheiruseunder15 U.S.C.Sec. 2605,theAct includes,in 15 U.S.C. Sec.2607,a

comprehensivesetofrulemakingmandatesanddatarecord-keepinganddisclosurerequirements.

TheseTSCAprovisionsaddressboth(a) thepossibletoxic effectsofparticularchemicalsand(b)

the degreeofexposureofhealthandtheenvironmentto suchpossibletoxic effectsfrom

manufacture,processingorconsumeruseof suchchemicals.

12. Specifically, 15 U.S.C. Sec.2607(a)(1)requirestheAdministratorto “promulgaterules

underwhich - (A) eachperson(otherthana small manufacturerorprocessor)who manufactures
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orprocessesorproposesto manufactureorprocessachemicalsubstance(otherthanachemical

substancedescribedin subparagraph(B)(ii)) shallmaintain-suchrecords,andshallsubmitto the

to theAdministratorsuchreportsastheAdministratormayreasonablyrequire.” Subparagraph

(2) of15 U.S.C. Sec..2607detailsthekinds ofinformationasto whichtheAdministratormay

requiremaintenanceofrecordsandreporting. Suchinformationincludes,interalia, “(E) All

existingdataconcerningtheenvironmentalandhealtheffectsofsuchsubstanceormixture” and

“(F) Thenumberofindividualsexposed,andreasonableestimatesofthenumberwho will be

exposed,to suchsubstanceormixture in theirplacesofemploymentandthedurationofsuch

exposure.”

13. Further,in 15 U.S.C.Sec.2607(b)(1),theAct directsits Administratorto compile,keep

currentandpublisha list of eachchemicalsubstancemanufacturedorprocessedin theUnited

States,excludingsubstancesmanufacturedorprocessedonly in “small quantities”for specified,

limitedpurposes.Substanceson suchlist commonlyarereferredto as“high productionvolume”

(“HPV”) chemicals.

14. Further,in 15 U.S.C. Sec.2607(c),theAct mandatesthat“Any personwhomanufactures,

processes,ordistributesin commerceanychemicalsubstanceormixtureshallmaintainrecords

ofsignificantadversereactionsto healthor theenvironment,asdeterminedby theAdministrator

by rule, allegedto havebeencausedby thesubstanceormixture. Recordsofsuchadverse

reactionsto thehealthofemployeesshallberetainedfor aperiodof30 yearsfromthedatesuch

reactionswerefirst reportedto orknownby thepersonmaintainingsuchrecords.Any other

recordofsuchadversereactionsshallbe retainedfor aperiodoffive yearsfromthedatethe

informationcontainedin therecordwasfirst reportedto orknownby thepersonmaintainingthe

record. Recordsrequiredto be maintainedunderthis subsectionshall includerecordsof

consumerallegationsofpersonalinjury or harmto health,reportsofoccupationaldiseaseor

injury, andreportsor complaintsofinjury to theenvironmentsubmittedto themanufacturer,

processor,or distributorin commercefrom anysource. Uponrequestofanyduly designated
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representativeoftheAdministrator,eachpersonwhois requiredto maintainrecordsunderthis

subsectionshallpermittheinspectionofsuchrecordsandshallsubmitcopiesofsuchrecords.”

15. Next, in 15 U.S.C. Sec.2607(d),theAct providesthat“The Administratorshallpromulgate

rulesunderwhichtheAdministratorshallrequireanypersonwho manufactures,processesor

distributesin commerce,orwho proposesto manufacture,processordistributein commerceany

chemicalsubstanceormixture (or with respectto paragraph(2), anypersonwhohaspossession

ofa study)to submitto theAdministrator— (1) listsofhealthandsafetystudies(A) conductedor

initiatedby or for suchpersonwith respectto suchsubstanceormixtureat anytime,(B) known

to suchperson,or (C) reasonablyascertainableby suchperson,exceptthattheAdministrator

mayexcludecertaintypesor categoriesofstudiesfrom therequirementsofthissubsectionif the

Administratorfinds thatsubmissionof lists ofsuchstudiesis unnecessaryto carryoutthe

purposesofthis Act; and(2) copiesofanystudycontainedon alist submittedpursuantto

paragraph(1) orotherwiseknownby suchperson.”

16. Finally, in 15 U.S.C. Sec.2607(e),theAct, recognizingtheimportanceofpromptdisclosure

ofsubstantialrisksto healthandtheenvironmentby thosein thebestpositionto know ofsuch

risksat theearlieststage,providesthat“Any personwho manufactures,processes,ordistributes

in commerceachemicalsubstanceor mixture andwho maintainsinformationwhich reasonably

supportstheconclusionthatsuchsubstanceor mixturepresentsasubstantialriskof injury to

healthortheenvironmentshall immediatelyinform theAdministratorofsuchinformationunless

suchpersonhasactualknowledgethattheAdministratorhasbeenadequatelyinformedofsuch

information.”

POSSIBLEGAPS IN TOXICITY DATA

17. In 1997,theEnvironmentalDefenseFund(“EDF’) issueda reportassertingthatbasic

toxicity datawaslacking for 75%ofa randomsampleofsome2800chemicalson theEPA’s

publishedHPV list. TheEPAthereafterissuedits ownreportdetailingtheextentto whichit
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appearedthatdatawaslacking. Shortlythereafter,Vice PresidentGorecalledon government,

industryandtheenvironmentalcommunityto developaplanto rapidly fill thedatagaps. In

October1998theEPAannouncedtheimmediatelaunchofamassive,expeditedchemicaltesting

program(the “Program”).

Th~V ProgrQjc

18. The crashProgram,dubbed VoluntaryChallenge alledfor

developmentofdataon approximately2,800HPV chemicalsby theyear2004because,theEPA

asserted,for thosechemicalsit appearedthat dataonpossibleriskswaslacking. TheProgram

contemplatedthattestingbedoneby chemicalcompanies,andtheEPA solicitedthevoluntary

participationofchemicalcompanies.As aninducementto voluntaryparticipationin the

Program,theEPA agreednot to issueformal,moreonerousrulesrequiringtestingofthose

chemicalsthatparticipantcompaniesvoluntarily tested.Many chemicalcompaniessignedup

for theProgram,andthetestingindustrygearedup for aninflux ofwork.

EPAMODIFIESHPV VOLUNTARY CHALLENGEPROGRAM

19. As aresultofconcernsraisedby animalprotectionorganizations,includingplaintiffs

herein,andthegeneralpublic, theEPAagreedto modifytheProgramto try to improvethe

processfor obtainingthemissingdataon thetoxic effectsof HPVchemicals.Ratherthanbegin

with broadside,time-consumingdenovotestingofHPV chemicalson animals,theEPAagreed

to concentratemoreon stepsto obtainexistingdatafromchemicalcompaniesandevaluatethat

databeforefurthertesting,andto allow for developmentofalternativeeffectivetestingmethods

thatdo notrequiretime-consumingtestson animals.

20. TheProgrammodificationsimplicitly recognizedthat risksofinjury to healthandthe

environmentcouldbe identified andaddressedby theEPAearlierif unnecessaryfurthertesting

wereeliminatedandthe energiesoftheAgencyandthechemicalcompanieswerefocusedon

chemicalsasto which theretruly wasalack ofdataasto theirtoxicity andtheextent,if any,of

harmfulexposureofhealthandtheenvironmentto thosechemicals.
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INADEQUACY OFPROGRAM
ToFULFILL ADMINISTRATOR’S TCSARESPONSIBILiTY

21. TheProgramstill falls shortofwhatis requiredto fi.ulfilI theAdministrator’sresponsibility

underTSCN

22. Firsf,theProgramremainsentirelyvoluntary. Approximately400U.S. companiesthat

manufacture,processordistributeHPV chemicalsarenot participating. Therefore,existing

toxicity andexposuredataknownto thosecompaniesremainoutsidethereachoftheProgram.

23. Second,theProgramaddressesonly toxicity data,not exposuredata. Without exposure

data,theAdministratorcannotassesstheriskofharmto healthortheenvironmentarisingfrom

chemicals,whateverthedegreeandnatureofthepossibletoxic effects.

24. Third, theProgramis focusedmoreon newtestingthanon disclosureof datathatalready

exist. This isamajordeficiency,preventingindustryandthe EPAfrom devotingall available

resourcesto promptidentificationandregulationofinjuriouschemicals,andresultsin an

unreasonablerisk ofinjury to healthandtheenvironment,for thefollowing reasons:

a. Much undiscloseddataalreadyexistconcerningmanyofthe2800HPV chemicals

coveredby theProgram,includingcritical dataconcerningbothpossibletoxicity of

particularchemicalsandtheriskofharmfulexposureofhealthandtheenvironmentto

suchchemicals. Suchdata,lodgedin therecordsoforknownandaccessibleto private

companies(bothcompaniesthathavevolunteeredfor theProgramandcompaniesthat

havenot doneso), maybe in theform ofresultsofpasttestingconductedby or onbehalf

of chemicalcompaniesorby researchundertheauspicesof unaffiliatedinstitutions,or it

may taketheform ofreal-world feedbackreceivedby chemicalcompaniesfrom field

usageoftheirproducts,including dataontheeffectsofchemicalon humans,whether

consumers,employeesor others.
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b. As evidencedby theEPA’s offer in theprogramasmodifiedto grantamnestyto

companiesvolunteeringfor theprogram,someofsuchexisting,undiscloseddata

probablyincriminatesparticularsubstancesormixturesasinjurious to healthor the

environment.Indeed,thehistoryofproductsliability litigationin theUnited Stateshas

revealedrepeatedlythatmanufacturers,processorsanddistributorsofproductsor

componentsofproductsoftenareloatheto reveal,if notwont to conceal,evidencethat

theirproductscauseinjury. In casesofchemicalsalreadyshownby existingundisclosed

datato be injurious,delaywhile thechemicalsarere-testedcreatesanunreasonablerisk

of injury to healthandtheenvironment.

c. Ontheotherhand,muchoftheundiscloseddataconcerningmanyoftheHPV

chemicalsprobablyareexculpatory,showingthatthesubstancesor mixturesarenot

injuriousto healthor theenvironment.As to suchdata,themanufacturers,processors

anddistributorsof chemicalshave,in thepast,hadno incentiveto undertakethework

necessaryto disclosethedatatotheEPA,sincesuchdatais not coveredby thestatutory

disclosuremandates.Exculpatorydatashowingthatparticularchemicalsarenot toxic, or

that healthandtheenvironmentarenot exposedto risk ofinjury from them,also

contributemateriallyto theoverridingobjectiveofdeterminingasquickly aspossible

which chemicals,if any, shouldbe testedfurtherandwhichofthose,if any, shouldbe

regulated. In thecaseofchemicalsalreadytestedandshownto beharmless,further

testingis simplyawasteoftimeandresources,ofboth chemicalcompaniesandtheEPA,

thatcouldbe focusedinsteadon thosechemicalsasto whichthereis no existingdataone

way ortheother.

PLAINTIFFS’ PETITIONSEEKSMANDATORY DISCLOSURERULEs
To SUPPLEMENTPROGRAM

25. Plaintiffs petitionedtheAdministratorto exerciseherexistingauthorityunderTSCAto

commenceproceedingsleadingto issuanceofrulesrequiringimmediatedisclosureof existing
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datanot reachedby theProgram. Theysoughtrulesthatwould applyto all companiesthat

manufacture,processordistributeHPV chemicals,notmerely thosethatvolunteered. Those

ruleswouldunearthdatabothasto toxicity andasto exposure,andbothexculpatoryor

incriminatoryofparticularchemicals.

26. Specifically,plaintiffs petitionedtheAdministratorunder15 USC Sec.2620(a)to initiate

proceedingswith respectto all chemicalsubstancesormixturesincludedon theHPV Challenge

Programlist (1) for theissuanceofaPreliminaryAssessmentInformationRuleunder15 USC

Sec.2607(a)requiringall personswho manufactureorprocessany substanceor mixtureto

submitaPreliminaryAssessmentInformationManufacturer’sReport(EPAForm77100-35)

with respectto eachsuchsubstanceor mixture,and(2) forthe issuanceofaHealthandSafety

DataReportingRuleunder15 USCSec.2607(d)requiringall personswho manufacture,process

ordistributeanycoveredsubstanceor mixtureto reportunpublishedhealthandsafetydatain

accordancewith theguidelinesprovidedin theFederalRegisterofSeptember15, 1986 (51 FR

32720). Plaintiffs askedthatsuchrulesapplyto all companiesthatmanufacture,process,or, in

thecaseofaHealthandSafetyDataReportingRule,distributeHPV chemicals,not merelythose

thathavevolunteeredto participatein theChallengeProgram,andthattherulesincludeall HPV

chemicals,notmerelythosethat avolunteerparticipanthasofferedto test.

27. Thatpetitionwasconsistentwith thepurposeandthrustoftheProgramasmodified.

Indeed,issuanceoftherulessoughtby Plaintiffs in theirpetition, andin thisaction,would

contributedirectlyto achievementoftheProgram’sstatedobjectiveof earlyidentificationof

injuriouschemicals.

28. In denyingPlaintiffs’ petitionfor commencementofproceedingsto initiate therequested

information-gatheringrulesasauthorizedby theAct, theAdministratorabdicatedher

responsibilityandauthorityundertheAct. Mandatorydisclosurerules shouldbeissuedin order

to avoidthepointlessdelaysanddilutionoftheAgency’sprogressin fulfilling its mandateto
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gather,evaluateandacton informationasto therisksofchemicalsaswell asto preventthe

needlesssufferingofuncountedanimalsin laboratories.

29. Thedisclosurerulessoughtin thepetition,and in this action,would expeditemateriallythe

processofidentificationandregulationofchemicalsthatthreateninjury to healthorthe

environment.Failureto takethosestepsthatwouldallow industryandtheAgencyto devoteall

availableresourcesto promptidentificationandregulationof injurious chemicalsresultsin an

unreasonablerisk ofinjury to healthandtheenvironment.Thusthedisclosurerulessoughtby

plaintiffs arenecessaryto protecthealthandthe environmentagainstunreasonablerisk ofinjury.

WHEREFORE,Plaintiffsrespectfullyrequestthatthis Court: (1) conductadenovo

hearingto takeevidenceonthemeritsofPlaintiffs’ contentionthatthereis areasonablebasisto

concludethat anunreasonableriskof injury to healthor theenvironmentcanbe preventedonly

by issuanceoftherequestedrulesassetforth in paragraph26 hereof, (2) decidethatthe

issuanceoftherequestedrules is necessaryto protecthealthandthe environmentagainstan

unreasonableriskof injury; and (3) issueits orderthattheAdministratorinstitutetheaction

requestedin thepetitionassetforth in paragraph26 ofthis complaint.
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RESPECTFULLYSUBMITTED,

May 30,2000

RobertL. Morris
Attorneyfor Plaintiffs
No. R-102
8300FairmountDrive
DenverCO 80231
(303) 394-1829

AddressesofPlaintiffs:

Peoplefor theEthicalTreatmentofAnimals
501 Front Street
Norfolk VA 23510

The PhysiciansCommitteefor ResponsibleMedicine
5100WisconsinAvenue,NW, Suite404
WashingtonDC 20016

DorisDay Animal League
227MassachusettsAvenue,NE, Suite 100
WashingtonDC 20002

.J.
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