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http://www.chemicalspolicy.org/

The International Drive to increase
Industrial Chemical Hazard Data

= Long international historyin chemicals; policy
debates

x Some older initiatives that are broad in nature

s Some neweronesieocusedionindividual
chemiecals

= Examining new irameworksHorgliobal chemicals
management
« Chemical phaseouts

* |Information'ShanngiandiEarmmonization
* Jjloxicity data
* Hazard Classificationfandisabeling




International Chemicals Policy
Initiatives

Global

Regional

Montreal Protocol
Rotterdam Convention on Prior informed GConsent

Basel Conventiontonpranshoundany:Movements in
HazardousiWastes

Stockholm ConventionfonkEersistent:@rganic Pollutants

Strategic Approachtointermationalichemicals
Management

Globally' HarmonzediSystemionclassihcationand
Labeling

IntergovernmentallEorumonichemicalisarety,

Great Lakes Water Quality Agreement
North Sea Convention
OSPAR Convention




IFCS Forum VI Recommendation on
Substitution, Dakar September, 2008

= For governmentsito supportinternational regulatory.
frameworks to_loromote he'substitution of dangerous
substances, with cleariobjectivesianditimelines; supported
by national plans;

= For governments; internationaliorganizations; industry,
and other stakeholdersitoipromotergiobal substitution; of:
substances/whichihaveralreadybeenicarriedioutiin'some
parts;of therworidiowingitoithenrwidelyknown and
acknoewledgedharmtulympactSiomhiumanthealthiandithe
environment;

= Eor governmentsandinternauonalionganzationsito
identify the'subsStancesiandiusesioinghieStpronty.
concernj(carcinogensymutagenspendochnediSrupters;
PBI; vPvBjsensitizersiandineurotoxicants)ithroughian
internationalfandipubliclylacecessibieidatabase on
hazardous propertiesS oiexXiStingISUbSTancess

= For g‘overnr_nents andiinternatonaiiorganiZationSItor
develop an internationaliporalionisubstitution toraisen
awareness of a broad rangeloiipotentidlialternatives el
encourage adoptionjofitested cla_roven andidocume
alternatives: This portalfShouldinciidetoplsiand _

processes for alternativesiassessimentiandianalternatives

database that canibeliSedEacross Sectorsand colntHes s £3




Strategic Approach to International
Chemicals Management
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OECD HPV Chemicals Program

= In 1988 the Organization for Cooperation and
Development; (GECD) Chemicals; Division
launched its HighrBroductionfVelume (HPYV)
Chemicals Programi(revampedhin'd99s)

= The HPV programiseeksiViember Countresito
adopt chemicalsiforassessmentirom atlist of:
priority substancesSimanuiacturediorimported
into at least onerMemberGountryaniquantities of
1000 tons or more peryear




OECD HPV Chemicals Assessments

=, Each Member Country “sponsors’ a chemical for.
assessment based (roughly) onithe proportion of
that chemicallproducedibyitsinternalindustries

=, Currently there arerd000ichemicalshn the
Program withrassessments compieted oriin
Process

= Progressing at {00 peryear

= Program expandingiterexamnpehanmonzation of;
testing and regulationfoinanomatenals




OECD SIDS Template

=, OECD developed the Screening Information Data
Set (SIDS) as a cross country harmonized,
minimum, datatbase template
= lemplate includes:
* Generalinformation
Physical/chemicaliniormation

Environmentalfiaterandipathiways
* (photodegradationywaterstabiitysdistabutionybiodegradation)

Ecotoxicity,

* (aquatic;, terrestrial)

[

Toxicity S

Al
L)

s (acute; repeat dose; geneticyreproduchves developmentéi-)ﬁj

x  E-Chem Portall— aone stop sourceforsuchidata 4



Globally Harmonized System of Classification
and Labeling of Chemicals (GHS)

A single approachito classification and labeling that
can be used world-wide:

x Standardizes:

* the waysiiniwhich chemicalihazards, are
categorized

* the words and'symboisiuseditorcommunicate
about thesehazardsionchemcaliproduct
labels

* guidance forithercreationoiViSs

= Applies to chemicalsiandichemcaliproducts; not
articles

=, Covers both physicalthazardsiand toxicity;




European Actions

= RohS and WEEE
= REACH If S el
= Older restrictions

= Member si
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RoHS Regulations

RoHS: Restriction off Hazardous Substances

= OnJuly 1, 2006 EU ‘Ro 1S becan; eeffectlve

= China RoHS m'
differences,

* Mandatory certificationimGhnaiandhniormation
disclosure
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What Does RoHS Restrict?

= Heavy Metals
* LLead (Pb)
* Mercury (Hg)
* Hexavalent;Chromum(Cr+6)
* Cadmium (Cd)

x Flame Retardants;
* PolybrominatediphenyiSNEiSioss
* Polybrominatedidiphenyifethers

(PBDES)




WEEE Directive

Objective:

Divert WEEE (wasterelectrical
and electronic equipment)irom
landfills and IRCiREratorsito
environmentally’soundire=use
and recycling




Relationship Between WEEE and RoHS

s WEEE encourages the design|ofi electronic
products with environmentally=safe recycling
and recovery in'mind:

s RoHS dovetails with'WEEE by reducing the
amount of hazardoeusichemicalstusedin
electronic manufactunngithereby reducing the
hazards assogciated withecycling and
recovering WEEE:




REACH —in force 1 June 2007

« Single coherent system for new (non phase-in)
and existing (phase—in) chemicals

e Elements:

— Registration of substances 2 1 tonnel/yr (staggered deadlines)

— More information and better communication through the supply
chain

— Evaluation of some substances by European Chemicals Agency
(MS support for substance evaluation)

— Authorisation only for ‘Substances of Very High Concern’ (SVHC)
— Restrictions - the safety net

— Agency to manage system A Tiered Approach
 Focus on priorities:

— high volumes (early deadline)
— greatest concern (CMRs and high volume R50/53 early)
— Establishes new European Chemicals Agency (ECHA)




Reqistration Timeline

Notification of SVHC in SIA

“Registration” of substances, substances in preparations, substances in articles.
“Registration” on basis of "tonnages", "SVHC or not", "phase-in or not".
“‘Registration” after 3 1/2 year (> 1000 t/j) , 6 year (100-1000 t/j), 11 year (1-100 t/}).
“Notification” of Substances of Very High Concern (SVCH) in articles.




REACH: Registration Information

= lechnical Doessier
* Substanceidentity
* Chemical-physicalicharacterization
o Existingrhumaniandiecologicalitoxicology data
 [nformation onfpotentialiusSes

* New ChemicalsSatety batarsSheets:

* based onriorelementsioithersiohally Harmonized
Systemi o Eabelingrandiciassihicationoiidazards

o “Chemical Satety Reports

= AdditionalitestingloverUonsiperRyeanto e 4
shared among manuiacturersiand |mporters 0 4

= Data public throughithroughxEAGH N sysﬁ
and confidentialinformationishanng
agreements e




REACH: Registration Chemical Safety
Report

= Manufacturers orimporters of:substances with
quantities on 10/toRs or more per year must
prepare a ChemicaliSaftety report which'includes
a Chemicall Safety’/Assessment
= Chemical Satety’Assessmentsimustinciude:
* humanyhealthfhazardiaSSeSSImeEnts
* environmentalthazardiassSesSSments
* PBilyand vEVBIasSeSSmeEnts

* and , ifi the substancensthighrhazardsthen
* exposure assessment
 risk characterization




Substances in Articles

= Substances intended to be released fromarticles,
and present aboyve 1 tonne per M/liper year, are
subject to the sameregistration requirements and
deadlines as forsubstances on theirown or in
preparations

= Importers neediprovideratnoltincationfonly tothe
ECHA it the article’ containSiarsubstance o very high
concern (SVHE) anditisinotintendeditorbereleased:

= The ECHA may request theregistrationioiamnotified
substance in an articleniit poses anskito human
health or the enviroRment:




REACH: Evaluation

=, Evaluations are conducted by the Member States

=, Based ona “rolling planfinformed by substances
of concern with a quotarofisys of: Registrations

per year

= [here are Ztypes o Evaluation
* Dossier Evaluation
 a compliancercheckiontherdata
* a review ofitesting protocols
s Substance Evaluation
» a check on validityloifindings ¥ 3 a
* a request for additionalihRiornauomortestingl ﬂj h

“2
a»!_ﬂ
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Authorization

= Substances of very high concern — GMRS;, vEvBs, PBIS,
and others of'equivalent concern

= Manufacturers/importerssmustiapply for authorization to
continue use foreachrgeneraliuse:

= Authorizationicanrbergiven=umelimted =ifiadequate
control can be demonstrated

= [ "adequate’ controlfcannotiberdemonstrated;y orthe
‘adequate controlfroutenstnotiavanabierthenardecision on
authorising ajuse willtakeraccouRtoRtheNiISKkS I posediby.
the substance; secioreconomicumpactSIoRautionsIng or;
not the use, possiblealternatvesiandiSulbsShtutes
(substances and processes)

= Fed into system|on arcasehyicaseNiasiSias resources%‘

allow: ﬂj



How REACH addresses limitations in
Chemicals Management

=, Lack of: data — Registration, Chemical Satety Reports

=, Unequal treatmentnewivs; existing: = Applies torboth
new and existing/substances (e more
grandfathering)

= Slow, BurdensomerGChemicalzbyChemical RISk
Assessment/VlanagementErocesses’ = Chemical
Safety Repoits; AuthonzationionSubstances o Very
High Concern; EvaluationEroCesSSHReSIHCHoNS:

s Lack ofistimuliftorinnovationr=Authonzation; Eower:
requirements fornewchemcalsaButiittierattentionito
R&D and technologicallSupporiorndustny




Cultural Change of REACH

No data = No market

Responsibility onfcompanies to develop safety data,
define safe uses ofichemicals; and communicate with
supply chain

Responsibility oRfmanuiacCturers/importers tojaskifor
permission (autherization)fteoruserchemicals;orverny
high concern

Greater shaning ofinfeormationonsubstancesiin
products (preparationsiandiaiticies)mereatersupply.
chain dialogue

Forced cooperationfonitesting




The impacts of REACH in the US

REACH will impact chemicalluse and supply in the EUland
beyond. US Co's will'have tocomply: Impacts at state
level?.

Withdrawal of'substances fromithe market is inevitable;
how will this atfectisupply chains:

Greater informationigeneratediby REAGCHmay affect
liability

Impacts on iImportshntortherEUMMpPONers and customers
will requirerhelp (Seientficatechnmcalietc)

Size and/scope meansSiREAGCHWillNprovideiopporitunitiesias
well as threats:

Oppoertunities; informatioRy pUbliciconfidenceysaler:
products/reduced liability,

Highlights diminishingrUSieadersinpan enwronmenta‘]
policy innoevation



Canadian DSL Chemicals Screening

= Domestic Substances; List (DSL) offexisting
chemicals publishedin 1994

s Contains 23,000isubstances

= Enactment ofitheGanadianEnvironmental
Protection’ Act{CERPANRNYYYIrequiredithat:all
DSL chemicalsibersereenediancdicategonzed

= [he screening wasijontyiconductediby Health
Canada and Environmenticanada

= [he screening andicategonZationipProjectiwas
completed iniSeptembernZ0l6

= Now: ULS. commitmentitolcompleterassessmentsy
and take action as neededroninore thanys 000
chemicals, produced above 295000 pounds p I
year: by 2012;




Criteria for DSL Categorization

= Environment
s Persistent

- Inherently_. ‘:;
(cancer b|'~ .J= ec



DSL Categorization

gaps

= Final reportlli
categorizediint

= These highrha
for risk in futh :
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CEPA Registr

Domestic Substances List
Categorization and Screening Program

One ofthe initiatives in the Canadian Environmental Protection Act, 1985 (CEPA
1999) requires the Minister of the Environment and the Minister of Health to
“categorize” (Section 73, CEPA 1999) and then if necessary, conduct screening
assessments (Section ¥4, CEPA 1999) of substances listed on the Domestic
Substances List (DSL) to determine whether they are “toxic™ or capable of
becaming “toxic™ as defined in the Act. Under the Act, a substance is “toxic™ if it is
entering ar may enter the environment in a quantity or concentration or under
conditions that;

(a) have or may have an immediate or long-term harmful effect on the
environment or its biological diversity;

(b} constitute or may constitute a danger to the environment on which life
depends; or

(c) constitute or may constitute a danger in Canada to human life or
health.

The DEL includes substances that were, between January 1, 1984, and December
31,1886, in Canadian commerce, used for manufacturing purposes, or
manufactured in or imported into Canada in a quantity of 100 kg or mare in any
calendar year. The purpose of the List was to define what was "Mew to Canada’
and it has heen amended from time to time following assessment under the MNew

EE e Internet

& 100%,




Conclusions

= Increasing number ofiinternational chemicals
initiatives whichiwill“have impacts in the  US

= These initiatives highlight'the lack ofi US federal
leadership

=, They are likely torprovide newisources of;
information foractionsiatithelocalfievel

= [hey provide oppoertuRitiesyorglohal
collaborations teoradvancersaierchemicalsiand
products

x Local/State governmentSiHaveranimpoaniticiCRue
to play inthese initiativeSEprovidingipragiicticass
andlvisionary input 4




