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Poelicies/statutes; compared

o The US Toxic Substances Control Act
(ISCA), 1976

o lhe Eurepean Union's Registration,
EValtiation andrAuthoenzatien of
Chemicals (REACH); 2006

— Nt yet implemented (effective date 6/1/07)

e [[He Canadian Enavironmental Pretection
ACH (CEPA), 1999
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Paradign shift tndenvay:in
chemicals policies

Current poelicies tewaradl existing chemicals
Pased on - presumplion of INNeCERce” —
despite the dealtn of Infermation

o Grandrathered in 10,000s of “existing*
chemicals

o Govermnmment sheuladers burden of proof:

o Contrast te pesticides; drugs
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Implications of SUch pPoliCIeS

o |mpedes devi. of mere/hetier information
— Companies see little torgain

— Govis face Catch 22: Must have evidence
Off ham eVenitie reguire more: iInfermation

o [Limits efferts only te “had” chemicals

* [Hampers efiorts toridentity: safer chemicals
— potential supstittites

o Prevents market firem Working properly —
much deeper/breader Info hbase essential
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Why the commotion abveut REACH?

o "No data, ne market”

— Addresses legacy ofi grandiatihered chemicals
— Reguires data te enter/remain on market

o ACECEess o Information

— Cempels twoe-way/ flow: in chiemical supply: chains
o Suppliers > custemers: risk, sk mgmt Infe
o CUStOmMErs > suppliers: use Inie
— PUshes chemical infermation inte puklic demain
o CBI allowances tightly’ presciibed
o Viest sulemitted infer andl decisions made pullic
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Why the commotion abveut REACH?

o Burden shiiiting

— REACHIassigns responsinbility te industy: to:
o develop hskiniermation,
s ASSESS oK Indication eff significant nsk, ana
o determine sk mgmt. NEeds and adequacy/.
»> Government plays ani oversight role.

o AUuthornzation for use o SVVHCs

— SVHC = sustance ofi very high concern
(CVMR,PBI,VPVB)

— Applicant bears burden e shew:
s [iSksiare “adeguately controlied” OR
o benetfits outwelgh risks and no alternatives exist.



ENVIRONMENTAL DEFENSE

[Key/strtcturall censtraintsiin US
chemical infermation; Policy.

IRfermation development:

Limited tracking of chemicals I commerce

Upiiient data noet required for new: chemicals

High hurdle te reguire chemical testing

Reliance on eld” toxicology.

IRfermatien shanng:

o Overly breaadfallewances foir CBI claims

o Eewrequirements to: make infermation; pulic
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rackingl chemicals) i commerce

o [SCA Inveniery Update Rule
— 25,000 lla/yr threshold

— Viany exemptiens (e.d., polymers; smail
PUSINESSES)

— 5-year reperting cycles; single-year inio

o Hides major fiuctuations, e.q., ~33%) of
CHEMS Change freni one cycle te the next

— SOmE processing/use infe reqd — HPVs only.
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New chemical

S

o Pre-NManuracture Notification (PMN) reguired

o EPA usuallyhas enly a single 90-day: review.

o No'Up-frent minimum data set ree

— 67% o PNVINS contain no test ¢

uired

dld

— 85% o PMINS; contain nor healt

1 data

— >95% ofi PVINS contain no ecotoxicity data

o EPA reliesion estimation medels (QSARS)

o Canireguire testing but rarely does se
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EXISting chemicals

o Reporting rulesi— limited te existing 1o

— CO'S. must Immediate: report “substantial
[ISk™ INfe; etRenvise:

— Case-by-Case, one-time. reporting only
Off Unpull. tex Studies or Use/exposure
Info

— Generally requires fullfnotice-and-
comment rulemaking

— Usedior 1,100 chemicals in s0iyears
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EXISting chemicals (contd)

e Jlest rules

— Highrburaen/Catch 22: Must findi chemical
‘may. present tnreasenanble risk* OR
significant exposure ANDI sufficient data de
et exist ANDItesting necessary

— Doene for ~200 chemicals in 30 years

o \/oluntany HEPV Challenge — data on
2,200 chiemicals to be developed (not yet
dene)

— EPA to prioritize HPVs for further work
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Reliance on old” toxicology
o HPV, REACIH data sets use 20+ yis. 0ld tests

o [Faill toraccount 1or:
— Emerging|issues; e.g., ED, DN

— Emerging science, e.d., low-dose effects;, timing of
expesure dunng development

— Emerging metheds, e.d., toxXIcogenemics, nigh:
[RAreughput screening and mechanistic assays

— Pernpetual cencerns: e.g., cumulative, aggregate
EXPOSUrES; susceptible subpepulations

o [How e halance cutiing-edge ScIence Vs, routine
application of validated metheds e many. chemicals?
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CBI

o Broad aniliyfer submitters;te claim CBl

o [Health and safety studies net eligible; hut chem
and sulmitterliDrare

o £

U
=
e C
=

DAL reqdl torreview, approve claims
pilient justification rarely reguiread

PA must challenge claims case-by-case
alms never expire

PA cannet disclese CBI to foreign or state

govis
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VWhat can Calliornia do?

o Ensure access o) Info gatnered by ethers

— Negotiate with EU for access to CBI
submitiea under REACH

— Reguire cempanies making/importing
chemicals infCA that are subject tor REACH
[0/ submit the: same: Info) ter CA officials

— Enhance existing Il infrastructure te receive
and share the large voelumes off REACH data
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VWhat can Calliornia do?

o [Develop and shiane production/use Inio

— Reguire CA preducers/imposters andl USers to
sulmIt and Update nie en amoeunts, fiacility.
locations and Uses (Incl. 1 preducts)

— Reguire updating off MSDS te refiect alllavailalsle
data (IHPV, REACH| Canada)

— Reguire disclesure of chems I consumer
pProducts

o Could fecus nitially’ en prerty chemicals (Canada
prienty list, REACHI SVIHC list)
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VWhat can Calliornia do?

o Advance the science

— CA well-positioned to help move: toxicology. Intoe
the 215 centuny

— |Helpr e develop, road-test and share new
Methods, testing| strategies — incl. via [TTRC*?

— Utilize biomenitenng|data and metnoads e
advance dose and exposure measurement

— Press industny, federal govt. termove: ferward

— Collaherate withr universities

* Interstate Technology & Regulatory Council 17



ENVIRONMENTAL DEFENSE

Why do all

thIS?

o Casts a hread net — tordentiy net enly had

actors” but alsorchemica

S, of low concern

o IRfllences and Inferms ¢
Product design decisiens

o |dentifies andfilllgaps — |

nemical and

Hiier and technelogy.

o Empowers a liange off actiors — gevernment,
Industny/, academics, public — te advance
knewiedge andmake better decisiens abeut

chemicals
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