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Wihat I/ cover

o Bkard: Efforts leading to ChAMP*

o Elements off ChAMP: (Underway,
Propesed)

o Limitatiens anadlprokliems

« \WWhy CHAMP just deesi‘t have the
REACHI(or the CA-CVIP)

* EPA’s new Chemical Assessment and Management Program
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Jioxic Sypstances Control Act
neory....

JISCA Data Availability Policy (1976):

it 1sithe policy of the United States that
... adequate data should be developed
With respect tothe effect of chemical
Sulbstances and mixtures on healthiand
the environment and/that the
develeopment of suchidata should e the
respoensibility of these who
manufacture [such] chemicals.”
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... and' Practice

Nationall Academy: ol Sciences, /Toxicity, 1esting (1984)

— /8% of high-voelume chemicals lacked even
“minimal texicity infermation”

» Envirenmental Defense, /oxic /grorance(1997)

— /1% 01 HPV/sample: bhasic SIDS? mamimalian tox
dataset not publicly available

- USEPA (1998)

— 98% ofi ~3000 HPV chemicalls lacked publicly.
available SIDS data set (all elements)

— 43% had ropublicly availablie SIDS data
» Chemical Manufacturers Asseciation (1998)
— 919% 01 HPV chemicals/lacked public SIDS

* Screening Information Data Set
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HPV/ Chiallenge Progran Framework

o Manufacturers toveluntarily “sponser”
HPV chemicals: identify, fill SIDS gaps

o TWworoutes deemed acceptable by EPA:
— Threugh USiprogrami directly.

— Throughiparallel ICCA/ OECD SIDS
Program

s Woerk wasite e completed by 2004,
data made public by 'end ef 2005
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Overall Status of the 2,782 HPV

Challenge Core List Chemicals
as of July 6, 2007

Initial US

test plan/

pending
SIAR
only
(20%)

* Most final US datasets not yet reviewed for quality or completeness
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HPY/ Criallenge Srarus

s 3lyears after finall data sets were due,
onlyaboeut hali-have been submitted:

s 10% (267) of eligible HPVs are erphans
(not spensored); EPA has issued test
rule for only 16, teek 5years.

» The grade point average for initial
Industry/submissiens sank frem a solid
B-plusiin 2001 te a C-minus in 2006.
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[est Plan “Fatigue:’?

HPV Test Plan Grade Point Average, by Year

Grades assigned by Environmental Defense

4.0
3.4

2001 2002 2003 2004 2005 2006
Year comments submitted

Source: ED HPV Tracker, 11-30-06
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Still to'come?
o 574 “emerged” HPVs
— Reached HPV/evel since Challenge launch
— EPA publiic data availability study on 235:

» 52% had NOhazard data (compared te 43%
in 15t HPV study)

» 2% of them had full screening data set
(compared to 7% in 15t study)

— Only 231 sponsored via industry Extended
HPV Pregram, 15 data submissions
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SUceess?  JUry/Is still oul:

Challengeis still far firom finished

Data quality, completeness a big
Unknewn; data gaps in “final™ datasets

How will data e assessed and used?
EPA resources insufficient, declining

Industry not making hazardi data
develepment an “evergreen” practice
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Next: Sreps for HPV5s

o EPA asked NPPTAC to advise on next
steps — finall recommendation Eeb 2005:

— evaluate guality and completeness of each
data set andidetermine adeguacy.

— determine level of hazard for each SIDS
endpoint

— develop and make public a hazard
characterization of each substance

s EPA agreedto complete by 2010
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HPY/ Hazara Criaracterizatlons

Current status
¢ —90/HCs posted covering 250 chemicals

s 01 30%, data gaps in final submissions
s For human healthiendpoints

— Uz ranked highrhazard

— U2 ranked moderate hazard

— U ranked low hazard
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Vieanwihie, Use ana exposure
aara /n the works

» TSCA Inventory Update Rule (IUR) requires
periedic mictr reporting

» 1986-1990-1994-1998- 2002
— Production lecation, velume range data enly.
— 10,000/ bs/yr/site threshold

o 2006-2011-2016, etc.

— Some downstream processing, USe, EXpPosure
data

— 25,000/1bs/yr/site threshold
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JORUSe ana exposure aata

For all repoerted chemicals (=6, 750) —
“reasonablyascertaimable™ data on:

o Woerkersireasonably likelytehe
exposed;

» physical form(s) of'the chemical
substance; and

s Mmaximum concentration of the
chemical sulbstance as it leaves the
submitter’s pessession.
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JORUSe ana exposure aata
For HPV chemicals only (=2,750) —
“readily obtainable” data on:
industrial functions (e.q., adhesive, selvent)

#, types of downstream processing and
commercial-use sites

# workers handling .chemical at each site
preduct types (e.g., paints)

maximum| concentration in each product
whether products intended fior use by children
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Enter CriAVIP

o Arose frem US- Canada-IMexico
Security and Presperity
Partnership (SPP), 8/07

o US commitment under SPP:

— By 2012, assess and initiate needed
actionien existing chemicals
preduced 25,000 lbs/yr in the US
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Wiar /s CrHANVIP?
1. Fer =2, 750ierganic HPV chemicalls

— EPAte use Challenge and IUR data to
develoep risk-hased prieritizations” (RBP)

— Assign H/M/L risk concern fior workers,
children, general poepulatien;, consumers,
aguatic envirenment

— Suppertediby hazard/env. fate/exposure
characterization documents
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Wihat /s CrHAVIP?Z

2. For ~750/1noerganic chemicals reported
fior 15t time in 2006, no use/exp data

— EPA preposes another veluntary.
Challlenge fior inerganic HPVs (=450)

3. For —4,000 erganic MPV* chemicals

— EPA te conduct hazard screening (ala
Canada)

—\Willrelyyon existing data, moedeling

* Moderate production volume: 25,000 — 1 million Ibs/yr
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Can CriAVIP aeliver on HPV5EZ

s Reguires screening-level hazard and
use/expesure data for 2,750/ IHPVs

o Hazard data missing fior:
— orphans: only test rule covers 16 of 267
— 100s off Challenge HPVs (noet yet done)
—gaps Infinal™ Challenge datasets (30%72)
—>550 Extended HPV Program chemicals
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Can CriAVIP aeliver on HPV5EZ

Use/expesure data mostly from IUR

IUR data not yet public, but EPA using It
— Basis fior expesure part off EPA’s 15t 8 RBPs
How much claimed CBI? (likely mest)

How much net submitted because not
“readily ebtainable” (NRO)?

— 5 of the 8 RBPs indicate some data NRO (but
EPA usually does not speciiy what)

20

10
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Can CriAVIP aeliver on HPV5EZ

o Utter lack of transparency re lUR data

» For each chemical, EPA needs to:

— [stallllURuse/exposure elements
— [For each, indicate whether data were:
— submitted and claimed CBI

— submitted, net claimed CBI (make
public)
— not submitted because claimed NRO
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Can CriAVIP aeliver on HPV5EZ

» Bad risk decisions woerse than none!
Two examples firom EPA RBPs:

1. Chems used in paint strippers, polishes

— |[Low risk to kidsisince IUR data do not indicate
use in products intended for kids (<14'y.0.)

2. Chems found to be severe eye irritants with
high worker exposure potential
— Low risk towoerkers — EPA assumes PPE used,

effective, even though worker exposure data
net submitted, claimed NRO

11
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Can CriAVIP aeliver on HPV5EZ

o EPA propeses little action even for high-
risk chemicals
— 3 0oft 8 RBPs identify high risk concerns: high
hazardiandhigh exposure potential

— EPA’Ss action: “encourage companies to
provide available infermation on a voeluntary.
andinen-confidential basis” te confirm or
refute the finding

— Infie could lead to more testing or adding
chemical to vol untary assessment program
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lroerganic HPVs: Anotfier

voluniary.Criallenge
\eluntary pregram track record net geod:

o HPV/Challenge:fell well short of geals

s Extended HPV Program much werse: 40%
sponsorship, <3% submissions

s V/CCEP* Is down for the count
— Industry develops data and assessment

— 20 chemicals, goal teidentiiy data needs

* Voluntary Children's Chemical Evaluation Program

12
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[Hazara screening ror MPVs
o Applyte4,000iMPV chemicalls

s |dea proposed hy NGOs on NPPTAC IR
20]0]5)

— Opposed at the time by bothiindustry, EPA

— What changed? REACH was adepted,
Canada screened 23,000 chemicals

» Use Canada data, estimation modeling,
other tooels EPA uses for new chemicals
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[Hazara screening ror MPVs

s Reasonable; given TSCA’s high bar te
reguire data

o But availabledata very limited— Canada
identified 1000s of chems with insufficient
or enly/lew-guality data

» \Whichiis better approeach?

— prioritize using incomplete existing info
— develep good data, then prieritize (REACH)

13
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Proposea new nitanyves

» Reset the TSCA Inventory:

o Pullishilist of chemicals that
“may present an unreasonakle
rsk™
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Reserting the ISCA nventory

s Currently 83,000 chemicals (15,000 CBI)
— Includes 28,000 polymers

— 62,000/ were infcommerce ca. 1979
— 21,000 new! chemicals added since
» EPAIUR data indicates HPV + MPV=
— ~7,500 inicommerce in 2005 ( 25K Ihs/yr)
— ~15,500/in commerce 1985- 2001 ( 10K Ibs/yr)
— Excludes 1000s off pelymers (not reportable)

o How many LPVs inicommerce? Likely even more

28

14
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Reserting the ISCA nventory

[ done, ERPA must:

s Require repoerting over 5-10year window.
o Apply nelower threshold, ne exemptions
» Retain list o any “removed” chemicals

s Subject removed chemicals to new
chemical notrfication and review. i they
return to commerce
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Estanlisning . a RISk List”

o Under TSCA 85(b)(4), EPA can make list
of' chemicals that “present or may
present an unreasoenable risk”

» Never hefere used, woeuld reguire full
notice-and-comment rulemaking

o |FEPA alseissued SNUR* (separate
rule), notifier would have burden te
show new use “will net present an
unreasenable risk”

* Significant New Use Rule

15
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Estanlisning . a RISk List”

 |deahhas merit:; Eguivalent te
REACH candidate list for
Autherization?

o Clear criterianeeded up firont,
develoepedithrough transparent,
public precess

o |dentify/listing criteria fer hazard,
use and/or expesure
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/S CrHAVIP compentyve?

o EPA, industry say ChAMP'Is US.answer to
REACH, Canada initiatives

« ChAMP’s limits are same as 1SCA’s

— High bar te reguire testing:

» Rely'on existing|data nematter how: peor

» Propose more voluntary programs
— Unable to get reliable use and exposure data:

» Use what It can get, and ebscure how incomplete
— Insurmoeuntable bar to regulate chemicals:

» Encourage companies to provide more data

16
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/S CrAVIP compentyve?
| | ChAWPTSCA | CACEPA | REACH |

7,500 22(00]0) 30,000
targeted

Meansitoiget | Use existing data, | Use existing, Vandatery: ne
hazardidata voluntaryefferts; | lessionerous | data; ne market
case-hy-case case-hy-case
rulemaking rulemaking

Use/exposure | Manufacturers, Means under Reaches
data HPVs enly: development downstream
(leopholie); case- usersias welllas
by-case manufacturers
rulemaking

Amount of
hazard data
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Number or potential tests unaer 1SCA ana REACH.

17
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/S CrAVIP compentyve?

| | orave-Tsca CA-CEPA REACH
Wide allewance far claims Specific rulles

Updating of Infrequent, Vieans under Automatic
infe exemptions; high development. | whenever sign.
threshold change

Identifying No clear criteria, | CEPA specified | Clear hazard,
chemicals of case-hy-case hazard, exposure
concern exposure criteria criteria

Faollow-up Encourage Rebuttable Subject to
action companiesito presumption of Evaluation,
submit data regulation Autherization

Burden)of Onigovt teiprove | Onigovt teiprove | Oniindustry to
proof te unreasonable poetential harm prove safety
regulate risk (less onerous)
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Thank yeu!

Slides andianalysis at

WAAEERIRera/par e clinziaelD=244!
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Key/ Stiuctural constranis .
US chiemicals policy)

Information development:

» [imited tracking of chemicals in'commerce
» Upfront data not required fior new. chemicals
» High hurdleto require chemical testing

» Reliance oni“old” toxicology.

Infermation sharing:

» Overly broad allowancesfor CBI claims

» Few reguirements to make infermation public
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Key/ Stiuctural constranis i
USichiemicals policy)

Acting on Information:

« Virtually ne criteria te identify chemicals
warranting further action; case- by-case

No mandate to assess existing chemicals

Only a single, time- and data-censtrained
assessment epportunity for new chemicals

Near-impossible hurdle to regulate existing
chemicals

19
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TSCA

s “Chemical of concern” =“unreasonable risk”

» Burden on govt to evaluate:
— health & envirenmental effects and exposure,
— benefits of the chemical,

— the availability of substitutes, and
— economic cests, benefits of regulation

o Must also show that:
— proposed control is/least onerous
— no other statute could address the concern
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