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Three Main QuestionsThree Main Questions

•• What is What is ChAMPChAMP achieving?achieving?

•• Is the process of evaluating chemicals Is the process of evaluating chemicals 
under under ChAMPChAMP fundamentally sound?fundamentally sound?

•• What are potential improvements to What are potential improvements to 
ChAMPChAMP??
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ChAMPChAMP RiskRisk--Based Based 
PrioritizationsPrioritizations

•• Hazard CharacterizationHazard Characterization

•• Exposure CharacterizationExposure Characterization

•• Integrated ScreeningIntegrated Screening--Level Risk Level Risk 
CharacterizationCharacterization

•• Risk Based PrioritizationsRisk Based Prioritizations
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Risk Based Prioritization ProcessRisk Based Prioritization Process
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Hazard CharacterizationsHazard Characterizations
•• Physical/Chemical Properties, Environmental Fate ParametersPhysical/Chemical Properties, Environmental Fate Parameters
•• Aquatic ToxicityAquatic Toxicity
•• Human Health Toxicity (SIDS Endpoints):Human Health Toxicity (SIDS Endpoints):

–– AcuteAcute
–– Repeated Dose (systemic)Repeated Dose (systemic)
–– ReproductiveReproductive
–– DevelopmentalDevelopmental
–– Genetic ToxicityGenetic Toxicity
–– Irritation (skin or eye)Irritation (skin or eye)
–– CarcinogenicityCarcinogenicity
–– NeurotoxicityNeurotoxicity
–– ImmunotoxicityImmunotoxicity
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United Nations Globally Harmonized 
System of Classification and

Labeling (GHS) criteria
•• Classification of chemicals by types of hazard Classification of chemicals by types of hazard 

•• Harmonized hazard communication Harmonized hazard communication 
elements, including labels and safety data elements, including labels and safety data 
sheets sheets 

•• Modified GHS criteria used by OPPTModified GHS criteria used by OPPT

•• http://www.unece.org/trans/danger/publi/ghs/http://www.unece.org/trans/danger/publi/ghs/
ghs_welcome_e.htmlghs_welcome_e.html
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Chemical Properties & Environmental Fate Chemical Properties & Environmental Fate 
CriteriaCriteria

http://www.epa.gov/champ/http://www.epa.gov/champ/
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Persistence and Bioaccumulation Persistence and Bioaccumulation 
CriteriaCriteria

http://www.epa.gov/champ/http://www.epa.gov/champ/
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Criteria Aquatic ToxicityCriteria Aquatic Toxicity

•• Fish, Invertebrates, Aquatic PlantsFish, Invertebrates, Aquatic Plants

•• http://www.epa.gov/champ/http://www.epa.gov/champ/
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Repeated Dose Toxicity CriteriaRepeated Dose Toxicity Criteria

•• Specific to route of Specific to route of 
administration and administration and 
duration of dosingduration of dosing

http://www.epa.gov/champ/http://www.epa.gov/champ/
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Reproductive/Developmental Reproductive/Developmental 
Toxicity CriteriaToxicity Criteria

•• Modification of GHS criteria that does not specify Modification of GHS criteria that does not specify 
thresholds.thresholds.

•• Used by OPPTS, but derivation not made publicUsed by OPPTS, but derivation not made public
http://www.epa.gov/champ/http://www.epa.gov/champ/
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ReceptorReceptor--Based Exposure & Risk Based Exposure & Risk 
CharacterizationsCharacterizations

•• General Public General Public -- from releases to from releases to 
environmentenvironment

•• Workers Workers 

•• Consumers Consumers –– also commercial workersalso commercial workers

•• Children Children –– child specific uses or child specific uses or 
incidental household exposuresincidental household exposures



ENVIRONMENTAL DEFENSE FUND

ChAMPChAMP CritiqueCritique 1313

Exposure CharacterizationExposure Characterization

•• Qualitative and based largely on Qualitative and based largely on 
surrogates for exposure, including use surrogates for exposure, including use 
and exposureand exposure--related informationrelated information.

•• Hampered by CBI and NRI claims.Hampered by CBI and NRI claims.

•• Absence of mechanisms to collect Absence of mechanisms to collect 
pertinent information throughout value pertinent information throughout value 
chain.chain.
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RiskRisk--Based Prioritization ProcessBased Prioritization Process

•• The RBP begins with the information on a The RBP begins with the information on a 
chemical provided in the hazard, chemical provided in the hazard, 
exposure, and risk characterizations, exposure, and risk characterizations, 
taking into consideration the existing taking into consideration the existing 
regulations and other ongoing activities.regulations and other ongoing activities.

•• Focus is on what is needed for regulatory Focus is on what is needed for regulatory 
purposes under TSCA.purposes under TSCA.



ENVIRONMENTAL DEFENSE FUND

ChAMPChAMP CritiqueCritique 1515

PrioritizationPrioritization

•• ““In determining whether a chemical or 
category is a high, medium, or low priority for 
further assessment or risk management 
activities, OPPT begins with the risk 
characterization and incorporates policy and 
regulatory considerations. Chemicals are 
prioritized in order to identify which chemicals 
present the greatest potential need for 
additional evaluation or other follow-up 
action.”
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Results: First 220 ChemicalsResults: First 220 Chemicals
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Hazard Characterization RankingHazard Characterization Ranking

•• Twenty high hazard chemicals from one category Twenty high hazard chemicals from one category 
(aluminum alkyls)(aluminum alkyls)

•• Four chemicals are also high exposure, risk, priorityFour chemicals are also high exposure, risk, priority

•• **Data not submitted for 8 chemicals**Data not submitted for 8 chemicals

212**212**TotalTotal
112112LowLow
6666MediumMedium
3434HighHigh

Number of ChemicalsNumber of ChemicalsHazard RankHazard Rank
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Exposure Characterization Exposure Characterization 
ResultsResults

**Data not submitted for 8 chemicals**Data not submitted for 8 chemicals

212**212**212**212**212**212**212**212**TotalTotal

22222222Not Not 
assessedassessed

7171555539393939LowLow
52528865659898ModerateModerate

87871471471061067373High or H/MHigh or H/M

ChildrenChildrenConsumerConsumer
ss

WorkersWorkersGeneral General 
PopulationPopulation

Exposure Exposure 
RankRank
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Risk Characterization ApproachRisk Characterization Approach
EPA EPA vsvs EDFEDF

•• Given significant uncertainty regarding exposure information:Given significant uncertainty regarding exposure information:

•• Consider high hazard + medium exposure or moderate hazard + Consider high hazard + medium exposure or moderate hazard + 
high exposure = high riskhigh exposure = high risk

•• Consider high hazard + low exposure or low hazard + high Consider high hazard + low exposure or low hazard + high 
exposure = moderate riskexposure = moderate risk
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Risk Characterization ResultsRisk Characterization Results

•• **Data not submitted for 8 chemicals**Data not submitted for 8 chemicals

212**212**212**212**212**212**212**212**TotalTotal
184184167167167167166166LowLow
2424404036364242ModerateModerate
44559944HighHigh

ChildrenChildrenConsumerConsumer
ss

WorkersWorkersGeneral General 
PopulationPopulation

Exposure Exposure 
RankRank
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Prioritization Results Prioritization Results 

•• Of 14 high priority chemicals:Of 14 high priority chemicals:
–– 8 have no data8 have no data

–– 4 are both high hazard & high exposure4 are both high hazard & high exposure

–– 1 is high eco hazard, high exposure1 is high eco hazard, high exposure

–– 1 is medium hazard, high eco hazard, high exposure1 is medium hazard, high eco hazard, high exposure
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High Priority ChemicalsHigh Priority Chemicals

•• 541541--7373--11,311,3-- DichlorobenzeneDichlorobenzene
•• 110110--7171--4  Ethane, 1,24  Ethane, 1,2--dimethoxydimethoxy-- ((monoglymemonoglyme))
•• 111111--9696--6  (bis(26  (bis(2--methoxyethyl)ether (methoxyethyl)ether (DiglymeDiglyme))
•• 74397439--9797--6  Mercury6  Mercury
•• 31943194--5555--6   1,2,5,6,9,10 6   1,2,5,6,9,10 hexabromocyclododecanehexabromocyclododecane
•• 101101--2020--2  Triclocarban2  Triclocarban
•• Compare with:Compare with:

–– EU identified 15 substances in initial round of evaluationEU identified 15 substances in initial round of evaluation
–– ChemSecChemSec (NGO) identified 220 substances(NGO) identified 220 substances
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FollowFollow--Up Action High PriorityUp Action High Priority

• High Priority: Information available to EPA on 
chemicals assigned to this priority suggests that 
these chemicals appear to have more serious 
potential risk concerns. 

• EPA will determine whether there is a need for risk 
management actions, regulations, and/or more 
comprehensive data. 

• EPA will encourage prompt voluntary actions to 
better understand or mitigate potential risks for high-
priority chemicals and will also identify the need to 
act directly via regulatory means.
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FollowFollow--up Action Med Priorityup Action Med Priority

• Medium Priority: Information available to EPA on 
chemicals assigned to this priority suggests possible 
concerns, but with risk issues or uncertainties that 
might be resolved if additional data (e.g., on 
exposures, controls, and/or hazards) were available
to provide a basis for evaluating the potential 
concerns. 

• EPA will encourage voluntary actions to better 
understand or mitigate potential risks for medium 
priority chemicals and may identify the need to act 
directly via regulatory means.
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Problems with Hazard RankingProblems with Hazard Ranking

•• Some endpoints ignored or dismissedSome endpoints ignored or dismissed

•• Improper characterization using GHS Improper characterization using GHS 
criteriacriteria

•• No explicit consideration of vulnerability No explicit consideration of vulnerability 
of children of children 
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Problems with Exposure Problems with Exposure 
CharacterizationCharacterization

•• Based on (virtually) no dataBased on (virtually) no data
““With rare exceptions, the IUR data set, HPV Challenge 

Program submissions, and other public information 
available to OPPT for this prioritization exercise do 
not include data that would allow the quantitative 
characterization of the magnitude, frequency, 
duration, or route of exposure for any potentially 
exposed population. Most of the available information 
consists only of general chemical manufacturing, 
importation, processing, and broad category-of-use 
information.”
page 13, Methods doc
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Calls for Precautionary ApproachCalls for Precautionary Approach

•• Screening level characterizations. Screening level characterizations. 

•• Inadequate exposure information.Inadequate exposure information.

•• Err on the side of inclusion not Err on the side of inclusion not 
exclusion.exclusion.

•• Subsequent evaluations can correct for Subsequent evaluations can correct for 
overover--inclusion more readily than overinclusion more readily than over--
exclusion.exclusion.
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Valuable Information LostValuable Information Lost

•• Opportunities to harmonize hazard Opportunities to harmonize hazard 
informationinformation

•• Hazard information is critical to informed Hazard information is critical to informed 
decisiondecision--makingmaking

•• Risk characterizations are NOT POSSIBLE Risk characterizations are NOT POSSIBLE 
without reliable hazard & exposure datawithout reliable hazard & exposure data

•• Prioritization needs depend on users of Prioritization needs depend on users of 
information information 
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Beyond TSCABeyond TSCA

•• Risk focus limits the discussion to Risk focus limits the discussion to 
TSCA.TSCA.

•• Opportunities beyond TSCA regarding Opportunities beyond TSCA regarding 
green chemistry and sustainability green chemistry and sustainability 
initiatives.initiatives.
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ChAMPChAMP OpportunitiesOpportunities

•• Advancing green chemistry agendaAdvancing green chemistry agenda

•• Evaluation of alternative test methodsEvaluation of alternative test methods

•• Integration of new science, emerging Integration of new science, emerging 
endpoints of interestendpoints of interest
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Green Chemistry OpportunitiesGreen Chemistry Opportunities

•• Based on how chemicals are used Based on how chemicals are used 
(functional classes)(functional classes)

•• Compare chemicals within same Compare chemicals within same 
functional usefunctional use

•• Comparison of hazard rankingsComparison of hazard rankings

•• Comparison of traditional tox tests with Comparison of traditional tox tests with 
alternative tox testsalternative tox tests
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Greater Opportunities to Explore Greater Opportunities to Explore 
Meaning of Alternative TestsMeaning of Alternative Tests

•• Set of chemicals in Set of chemicals in 
same functional same functional 
classclass

•• Set of data for each Set of data for each 
chemicalchemical

•• Add data from Add data from 
alternative test alternative test 
methodsmethods
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Clean Production ActionClean Production Action
Green Screen Flame RetardantsGreen Screen Flame Retardants

http://http://www.cleanproduction.org/Greenscreen.phpwww.cleanproduction.org/Greenscreen.php
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Add Functional Class Information Add Functional Class Information 
to to ACToRACToR

•• Chemical Summary : Triclocarban Chemical Summary : Triclocarban 
••
•• GCID  3431 GCID  3431 
•• CASRN 101CASRN 101--2020--2 2 
•• Formula C13H9Cl3N2O Formula C13H9Cl3N2O 
•• MW 315.5824 MW 315.5824 
•• SMILES  O=C(Nc(ccc(c1)Cl)c1)Nc(ccc(c2Cl)Cl)c2 SMILES  O=C(Nc(ccc(c1)Cl)c1)Nc(ccc(c2Cl)Cl)c2 
•• INCHI  INCHI  InChIInChI=1/C13H9Cl3N2O/c14=1/C13H9Cl3N2O/c14--88--11--33--9(49(4--22--8)178)17--13(19)1813(19)18--

1010--55--66--11(15)12(16)711(15)12(16)7--10/h110/h1--7H,(H2,17,18,19)/f/h177H,(H2,17,18,19)/f/h17--18H 18H 
•• FUNCTION:  bactericideFUNCTION:  bactericide
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Evolving ScienceEvolving Science

•• How can we integrate results that How can we integrate results that 
capture new information?capture new information?

–– New test methodsNew test methods

–– New endpoints of interestNew endpoints of interest
•• EpigeneticsEpigenetics

•• Broader definition of endocrine disruptionBroader definition of endocrine disruption
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Defer Risk JudgmentsDefer Risk Judgments

•• Pending system that permits more use detailsPending system that permits more use details

•• Greater communication between Offices & AgenciesGreater communication between Offices & Agencies
–– Referrals to notify others of high hazard chemical statusReferrals to notify others of high hazard chemical status

•• Formulators Formulators –– commercial and consumer materials, commercial and consumer materials, 
productsproducts

•• Environmental ReleasesEnvironmental Releases
–– Emergency RespondersEmergency Responders

–– Standard ReleasesStandard Releases

–– Site RemediationSite Remediation
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220 Chemicals, Initial Thoughts 220 Chemicals, Initial Thoughts 

•• Need more focus on hazardNeed more focus on hazard

•• Link information to green chemistry by Link information to green chemistry by 
introducing chemical function information introducing chemical function information 

•• Use Use ACToRACToR to compare chemicals of similar to compare chemicals of similar 
functionfunction

•• Enhanced interEnhanced inter--office and interoffice and inter--agency agency 
communicationcommunication


