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1. Are nanomaterals “new: or
‘existing™ chemicals?

TSCA

o ERPA says i Canit: consider more: than
chemicall strucitre te decide Whether a
chemicallisi new: or “existing’.

o [Decision eliminates only autherty. for pre-
manufacture review fior new nane ferms.

o EPA does consider buckynalls, carhon
AanGIUBES) Eelc. that have ne hulk countenpart
10 e new.*
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1. Are nanomaterals “new: or
‘existing™ chemicals?
HNEN® =

o EU also considers nano fiorms off bulk
SURStaNCES) 10 he existing™ chemicals. BU:

o REACH practically’ eliminates new/existing
distinction.

o Both types ofi chemicals be registered, testea,
thelr uses identified and assessed.

o |niredUction; 6ff NEW NANO0 ferms; requires
Updating el registations.
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2. Will=new: NIVISiget proper review:?

TSCA

o New chemical notifier neead not identiiy/as NIVi.

o Notificationrexemptions “swallow: niany: NVIs:
— Low velume exemption (ILVE): =10,000 ka/yi

— Low release/low exposure exemption;
(LOREX): EPA UIses mass-based! criteria or
exposune control efficacy measures.

— [[he exempiion for certain polymers hased

eI presumediiow: hieavailanility.
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2

Will=new:= NIVIS' get proper: review:?

REACH

All-new: Nivis =1 tenne/yr must he
iegisterea.

Allfnanoforms of existing SUbStances
mUst be Includeadiin thenfregistrations.

Novel properties/Uses must be
speciiicallyaccounted fior.

Poelymers arne exempt fiem REACH.
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3. IHeowW many bites at the: apple
iernew" NiVIs?

TSCA: EPAtypIcally gets only: ene bite.

» Once reviewed and production starts,
Rellication By GINErSs IS elther:

— ot reguired at all;, orn

— [P EPA alsoeiissues a SNUR™, reguired
only i conditiens off SNUR are exceeded.

e FEUtUre cnanges In production i or use: pattern
00 et HIGEEr NEW. reVIEW.

* SNUR = Significant New Use Rule
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3. IHeowW many bites at the: apple
iernew" NiVIs?

REACH
o All' preducers must register.

o |Acreasing data as volume InCreases.

o Prompt Updating required hased on
Changes in use: or rsk infermation.
“perpetual* SNUR e SNAE)
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4. New chemical review:
ime and data limitations

TSCA

o O0Idays (extension/suspension possihle).
o NO Up=ient minimum data reguired.

o Predictive: models don't werk well for NIVIS.

o Case-hy-case, EPA can require testing If it
finds riske oK RIghr exposure potential.

o |Lack Off data net eneugn| te require testing.
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4. New chemical review:
ime and data limitations

REACH

o Minimumreataset reguiread; based prmarily
eRIVoelume.

o VIay not e suificient for low-voelume NMSs;

o Case-hy-case, ECHA canreguire additienal
lesting.
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5. Can existing NMVs be tracked

ONCE [N commerce?
TSCA

o |nventery Update Rule s enly: mechanism:
— |nfireguent:: eveny 5 years, one years production.
— Only preducers/importers, net downstrean USers.

— Jiareshold Is 25,000 a/yr/site — will capture only.
CINTis;, certain ceramic NiVIs.

— Exemplions: poelymers; R&D) Imported In preduct,
small- manuiacturer.

— Nereguirement to flag reperted sukstances as
INIVIS.
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5. Can existing NMVs be tracked

OMACE IN COMMELCE?
REACH
o Updating ol registiations/assessments req d:
—WhEen new voelume threshoeld reached or
— WHERMew: USES or data emerge.
o REACH! extends (o downstream USers.

o Some exempltions: pelymers, R&D.

o Lesser reguirements, for NVIs in products
Where suchiuse: Is not already: registerea.
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6. Submission: of

already’existing Infiermation
TSCA
o EPA can reguire one-time: reporting case-hy-case.

. Smallfmanuiactiurers exempt (though definition can
pe altered).

o Generally reguires full netice-and-comment
tlemaking.

REACH

o Aulomatic stbmission and updating efi registrations
ieguired fer allf sunstances.
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7. Veluntan/ data sulmission

Nanoescale Matenals Stewardship: Pregram: (NIVISEP)

o Open-ended, enceuraged 6: menths; BUL RS 2+
\/I'S,

o 29 companies have supbmitied infoe onl 123 NIVIS.

— EPA had projected 180 companies onl 240
INIVIS.

o 63 NMs fien 1 company, moest enly. Basic Identity.

o 15 companies’submissions posted, other 16 all
CBl.

— Viuclh data 1n posted sulbmissions also CBI.
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7. Veluntan/ data sulmission

* Most data oniconventional NIVIs carnon black,
amorphous silica;, HO2, net much on ether NIVIs.

o EPA Intenm Report (1/09):

— Submissions lelate o1 <10%, of >1,000 NMs ikely in
cemmercial preduction.

— Veny little health and envirenmental data provided.

— EPA doesn't know It a company’s submissIons Cover,
all er enly a suhset off NIVIS| it preduces, or Iif data en a
given NIVifisicomplete or selective.

— Only 4 cempanies agreed te consider deing testing.

o EPA RoW reperiedly developing mandatory reporting
and test rules:
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6. [Develepment off new: data

TSCA
o [0 reguire testing, EPA must find substance:
— [may present an unpreasoenanie rsk OR

— IS producediinisubstantial guantities andl resultsiin
Sulstantial release/exposure.

o EPA rarely makes 15t finding, but 22% finding requires:
— substantial preductieon = 1 millien: llbs/yir, and
— substantial release = 1 millien las/yr or 10% prodmn.
o EPA must alsefind that:
— existing data Inadequate for risk assessment; and

— [esiing I1s needed to develep the data.
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6. [Develepment off new: data

REACH

o Minimum dataset reguired, hased on
volume.

o Viay noet e stificient fer lew-velume
INIVIS:

o Case-hy-case, ECIHA can require
additienal testing,.
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9. Regulating “existing* Nivis

TSCA
e EPA must find:

— Slbstance “presents o Wil present an unreasenanie
fsk,”

— fegulationfs benetits outwelgh cests,
— alternatives are available,

— proposed controllis the least burdenseme it could
nave propesed), and

— N0 other statute couldraddress the concern.

o EPAfalled even for ashesios, has never tried again.




ENVIRONMENTAL DEFENSE FUND

9. Regulating “existing* Nivis

REACH

o Viany: of thersame factors; are iniplay:
— Evidence of significant rnsk
— Benefits versus costs

— Availapility o alternatives

o BUII burdenior prooi s on iIndustiny, notl
govermment.
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10:° CBll and puklic acCEess
o [[SCA

— Health & saiiety’ study: results can't be: claimed
CBl, but supmitier and chemicallidentity: can be.

— Upirent justifications noet usually: reguired:
— Review, apprevall eff CBIf claims not requined.

— EPA must challenge: CBIl claims case-hy-case,
|laCKS reSeUICES 10/ 00 SO.

— INO expiration date for CBll claims; nora
[equirement terreassert or rejustiiy taem.

— EPA cannoet disclose CBI to fereign, state, lecal
O trival gevernments.
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10:° CBll and puklic acCEess
« REACH:

— Requires public access ter much ofi sulhmitied
Infermation— and tergovermment decisions
made hased enfthat infermation.

— [Delineates infermation; e be: a) kept
confidentiall, 19) always made public, and ¢)
made public unless justification provided and
deemedwalanied By govi.

— Provides for foreign gevernments e have
access o CBl submitted under REACH.
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