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fhree Viain Questions

o \What ISt ChANVIP achieving?

o |S the pPrecess of evaltiating chemicals
Under ChAN P Undamentally, seund?

o \What are petential improvements to
ChAMP?Z
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ChAMP Risk-Based
Priortizations

Hazard Characterization

EXposunre Characterization

Integrated Screening-Level Risk
Charactenzation

RISk Based Priontizations
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RISk Based Prioritization Process

Screening-Level
Hazard & Fate
Characterizations

Screening -Level Risk
Characterizations & Risk-
Based Prioritizations
(RBP)

IUR Use &
Exposure Characterizations
Data (EC)
L
Voluntary Reaul Regulatory
Low Concern Actions by "0“ l;J EPA Actions
Sponsor el by EPA

h J

Figure 1. Process for Developing Risk-Based Priovitizations
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Hazard Characterzations

o Physical/ChemicallPrepertes, Environmental Eate Parameters
o Aguatic Texicity
o Human Health Texicity/ (SIDS' Endpeints):
Acute
Repeaied Dese (systemic)
Reproductive
Develepmental
Genetic Texicity
[FIRERNSKIRIGIREYE)
(CEICINBEERICIL
INELGIEXICILY,
IMIHURCLEXICILY,
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United Nations Globally Harmonized
System of Classification and
Labeling (GHS) criteria

Classiiication’efi chemicals: oy typPes: or hazara

arfmonized hazard communication
elements; Including labels and salety data
sheets

Mogdified GIHS criteria used by OPPT

R/ MWIWATRECE OGRS/ aneerpuelegns)
olfls \Welearne 2 plipgl
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Chemical Properties & Environmental Fate
Criteria

ENVIRONMENTAL FATE CHARACTERIZATION CRITERIA
/CHEMICAL PROPERTY Characterization
TERIZATION CRITERIA Tobi High Mobility <2
Coc L/ Moderate Mobility
_ - ; Low Mobility
Vapor pressure (mm Hg) | Negligible <10 Volatility High
Low [||*‘i up to 10'i 'v's Law Constant Moderate
4 . 3 .
Moderate >10%upto1 vdronas ]ﬁ:;ia
High 21 (Half-life) Moderate
Water solubility (mg/L) Negligible 10 Slow > 2 days to 20 days
R o wand Negligi >20 days
Low >10%uptol e ;e‘-ﬂf?me - hd“s
. N A otodegradation apid <2 hours
Moderate z1lup FO _ll]'l][l' (Half-life) Moderate > 2 hours to 1 day
High =>1000 Slow > 1 day to 10 days
Negligible >10 days
Ready Biodegradation Readily Biodegradable
(within 28 day

theoretical oxy,
demand (ThOD) (OECD
301 C, OECD 301 D and
QECD 301 F).

If results fall below the

Not Readily _—
; criteria above

Environmental Rapid
Biodegradation Moderate

h tt p - / /WWW . e D a . q OV / C h a m p / (Environmental Half-life) Slow to negligible
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Persistence and Bioaccumulation
Critera

PERSISTENCE CHARACTERIZATION CRITERIA

Hazard Characterization

Environmental Not Persistent Persistent
Medium

Water, Soil, Lcm (“Pl Moderate (“P2™) Hltlh (“P3™)

Sediment* 60 - 180 days = 180 Days

* For comparison purposes, rall:ul:niuns are hased on 30 days in a month.

BIOACCUMULATION CHARACTERIZATION CRITERIA

Hazard Characterization

Bioaccumulative
Bio accumulaln e

| Low(*BI) Moderate (“B2”) |  High (B3") |
Bioaccumulation < 1000 1000 - 5000 = 5000
Factor (BAF)

Bioconcentration < 1000 1000 - 5000 = 5000
Factor (BCF)

NN/ IERERE BY/ Claainle)
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Critera Aguatic Texicity,

Hazard Characterization
Endpumt ‘3_ Moderate —

o EISh, Inverehrates, Aguatic Plants

s R /AANIERERCBVY/ CHamIe).
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Repeated Doese exicity Critera

SPECIfic Lo reute: of
T a0 | ;1;)_.; administration and
duration efi desing

30-300

20-200 >200
40 — 400 =400
s ( 60 — 600 =600
Inhalation(vapor) (mg/L/6
90-day (13 weeks)
40-50 days

0.02-0.2
_ 0.04-0.4
40-50 days <0.06 0.06 - 0.6

Inhalation(gas) (ppm/6hrs/day)
0-day (13 weeks) -5 50 - 250 =250
( 100 - 500 >500
300-750 =750

/MM ERENE BV Claiie)
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Repreductive/lDevelopmental
llexicity Critena

REPRODUCTIVE/DEVELOPMENTAL TOXICITY CHARACTERIZATION
CRITERIA*
Route of Administration (units) Hazard Characterization
| High | Moderate | Low |

Oral (mg/kg-bw/day) 50 -250
Dermal (mg/kg-bw/day
Inhalation(vapor) (mg/L/
Inhalation (dust/mist/fume) (mg/L/dayv m
Inhalation (gas) (ppm/day)
* All values are LOAELs. The oral values are taken directly from the OPPT criteria
for reviewing TSCA 8(e) submissions mentioned in the text. The other values are pro-
rated estimates OPPT has calculated to accommodate the various data submitted under
the HPV Challenge Program. The estimates are based on the routes of administration
differences noted above in the repeated-dose criferia table in Section 3.2.

o Vodification off GHS critena that dees not Speciiy/
thresholds.

o Useadlhy OPPIIS; but denvation net made public

N/ IERERE BV G,
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Receptor-Based Exposure & Risk
Characterizations

Generall Public - from releases; to
envirenment

W OKKers

Consumers; — also commercial workers

Children = child specific USES ol
Incidental hetisehold expoesures
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EXposure Characterzation

o Qualitative andflvasedlargely on
SuUrregates ferf expoesure, Including| use
and expesure-related iniormation.

o Hampered by CBl and NRI claims.

o ABSEence: ol mechanisms to; collect
PEertinent Infermation througheut value
chain.
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Risk-Based Prioritization) Process

o The RBP Begins withithe infermation on a
chemical previdediin the hazard,
exposuie; and sk charactenzations,
takingl nterconsideraton the existing
iegulations and ether 6ngeing activities.

o EOCUS IS oniwhat Isineeded for regulateny
pPUIrPeSsES under TSCA.
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Priortization

e “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.”

ChAMP Critigue




ENVIRONMENTAL DEFENSE FUND

Resultis: Eirst 220 Chemicals
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IHazard Charactenzation Ranking

Hazard Rank Numiber off Chemicals
IHigh 34
Meditm 66

LOW 112

Jiotal 21 2%*

o Wenty high hazand chemicals firem|ene category.
(@luminum alkyis)

o Eour chemicals are: alsorhigh expesure;, sk, prerity,
o **Daia net sulemiited fier 8 chemicals
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EXposUre Characterization
Results

Exposure
Rank

General
Populatien

\Workers

Consumer
S

Children

IHigh er =/

73

106

147

37

Vioderate

95

65

52

CoW,

39

39

71

Not
assessed

2

2

2

Total

2427

2127

2127

*xData not submitted for 8 chemicals
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RISk Chiaractenzation Approach
EPA VS EDE

Decision Matrix for Risk Characterization

EXPOSURE
W T
= BN NEON

Gliven signiiicant uncertainty. regarding exposure Inienmaton:

Consider high hazard + mediunm expesure o moderaie hazard +
high expoesure = high risk

Consider high hazard + Iow exposure or low: hazand + high
ExpesuUre = moederate risk
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RISk €Characterization Results

Exposure General Workers | Consumer | Children
Rank Population S

IHigh 4 5
Vioderaie A2 210)
o)y
Total

e **Data net submitted for 8 chemicals
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Priontization Results

Risk-Based Prioritization (RBP) Decisions Summary

—a w s [w_

o Off 14 highi prierty chemicals:
— 8 have no data
— 4 are beth high hazanrd & high expesure
— 11Is highr eco hazard, high expesure
— 10is mediumihazand, high eco hazard), igh expesure
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HIghr Prienty Chemicals

541-73-11,3- Dichlorebenzene

110-71-4" Ethane, 1,2-dimethexy- (menoglyme)
111-96-6) (lo1s(2-methexyethyl)ether (Diglyme)
TA459-97-6 VIercuny

3194-55-6. 1,2,5,6,9,10 hexabromoecyclododecane
101-20-2 Triclocanhan

Compare WibhE

— EUldentified 15 substances in initial roundt of evaluation
— ChemsSee (NGO)identified 220 substances
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Eellow-UprAction High Priority

e 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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Eellow:tpr Action Med Prority

 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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Preplems with' IHazard Ranking

o SOME enadpoInts Ignored o dismissed

o |mproper charactenzation using GHS
criterna

o No explicit consideration; ofi Vulneranility
of children
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Preklems withr Expoesure
Charactenzation

o Based on (Virally) ne data

“With rare exceptions, the IUR data set, HPV Challenge
Program submissions, and other publlc 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
iInformation.”

page 13, Methods doc
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Calls fier Precautionan/ Approach

Screeningllevel chanactenzatons.
Inadeguate expesure Information.

Erfon the side of Inclusion not
exclusion.

Sulkseguent evaluations, can Correct fio)
eVer-inclusien moere readily: tham over-
exclusion.
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\Valtable Infermation: Lost

Oppoertunites; e harmonize hazard
Infermation

Hazard infermation Is; crtical to Informed
decision-making

RISk characterizations ane NOI POSSIBLE
Witheut reliable hazarnal & exposure data

Prionization nEeds depend onfUsers of
Infermatien
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Beyond TSCA

o RISk fiocus lImits the discussion to
ISCA.

o Opportunitesiheyend TSCA regarding
glieen chemistry: and sustainanility,
Initiatives.
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ChANMP Oppoertunities

o Advancing greeni chemistiy, agenda
o Evaltation of altermative test methods

o |Rtegranion ol new! science, emerging
endpeints of Interest
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Green Chemistry Opportunities

o Based onhew chemicals are used
(fUnctional classes)

s Compare chemicals within same
fiinctional use

o Comparisen of hazand rankings

o Comparison of traditional tox tests with
altermative tox tests
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Greater Opportunities ter Explore
Meaning ol Alternative: Tests

Table 1 - DfE Screen for Solvents (Phase | Set of chemicals in
Same functoenal
Phase | Solvent Classes _ class

e G s Pt Set of data for each
Carcinogenicty :
chemical

Attributes of Concer for Phase |

Solvents e Add data from
- | alternative: test
methods
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Clean Production Action
Green Screen Elame Retardants

hitp:/Mww. cleanproduction.org/Greenscreen.php

TaeLE 5: Hazard Profiles of Phosphorowus-based and DrecaBDE Flame Retardants (and their breakdown products)
Health Effects Ece Fate

Priority Effects

Chemilcal
Apstract
Servies
Reglstry
Mumber Degradation

(CASE s

B A EBPFADP /BAPP) - CASE 187

Phosphasic ackd (1 -methylethnyg lckens) Eo45-23-5 pPhEncl +
di-4. 1-phenylens tetrapheny ester bisphiencl &

Fhiospreic acikal, bisfa-{1-[4- Fhencl +
[ diphenosy phos-phing ey phen gl - HI02R-F2-5 b ol A
1-methylethylphang] pheny esber h
Triphenyl Phosphate 115-86-5 E'I'me'lﬂp?lg?l;

SystemiciOrgan Effeds
Sensitization (skin)
Sensitization resplratory)
[rri Gl ond Corraston (eyes)

Ereakdown Products

BlIspphiencl &: con@minant
and adegradation proauct Bo-0S-7

Phanol: Sontaminant
and aegradation prosauct 10s-as5-2
Cipheny phosphate 828857
Bisidip RDP) - CASE 12
PRiosphonic ack, 1,
2-prieniyens tetraphanyl estar FFSEI-54-T
Freosphoric acid. bsE-Iidiphenosy-
e P hin gt oo W e Wl P ester a8 165-92-5 phernal + esorcinol
alphieny phos-
Tripheryl Phosphabe 115-86-6 Bl o Ehened

preErol + resarcinol

Breakdoawn Products
Phiercl 10E-95-2

Resoreine 10E-45-3

Ciphenyl phosphate 518-85-7

ether (decaBDE) - CASE 1163-19-5

H
[ ] nal m]nalm]m
InsLTiclent dara for evaluation

C=caBDE | 11&2-19-5 | aF | M nd L | L nl L | L |'I|'1-|| M ||:En[a—1thl‘ﬂ'la—BDE| Erite nona-B0E

Breakdawn Products
PertaBDE [2252a-81-9] [ra]c]m][m] v [me]w]ce]o]m][m[ma]a] v [w]w] |
CxtaBOE [z2536-52-0] [malc]mw] w [l c] o]l ] c]w]m] |
S EEREVIATIONS: nd=rot detsrminsdiunkres n; vH=wery ligh corcern: H=high conosrme Memode rateconosm; Ledow concem. Colored bold text = based on sspenamenial data. Black fafics dexie= based

o aralog data or expert judgment
SOURCES: BPADP and RDFP corstituants Syracuse Ressarch Corporation. 2006, Flame: Rerardane Airernarsqes (prepaned for'Washington State | All ochar chemiicals see Appandix 5.
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AddrEunctionall €lass Infermation
i ACToR

Chemical Summany : lriclecarhan

GCIDr 3431

CASRNI101-20-2

Fermula C13HI9CISN20

VI 3115, 5824

SMILES) O=C(Nc(cce(el)Cl)el)Ne(cee(c2Cl)Cl)c2

INCHI InChI=1/C13HOCIZN20/c14-8-1-3-9(4-2-8)17-13(19)18-
10-5-6-11(15)12(16)7-10/h1-7H,(H2,17,18,19)/flh17-18H

FUNCTHION: hactericide
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EVeIVING SCIEnce

o How canwenntegrate: results that
capiure new iniermatien?

— New test methods

— New endpoints efi interest
o Epigenetics

s Breader definition of endocrine disruption
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Pefer Risk Judgments

Pending system that permits moere use details
Greater communicaton Between Offices & AGERCIES
— Rejerrals to notiy ethers of highthazand chemical status

Formulaters — commercial and consumer matenals;
Products

Environmental Releases

— Emergency Responders
— Standard Releases
— SiterRemediation
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220 Chemicals, Intialf Fhougnits

Need moere fecus; on hazard

LinkiiRiormatien te green chemistny by,
Intreducing chemical fiinctien Infermatieon

Use ACToR! te compare chemicals; of similar
ilnection

Enhanceadinter-office and Inter=agency,
communicaton
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