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2" edition of the
Technical Guidance Document
(TGD)
on Risk Assessment
of Chemical Substances
following European
Regulations and Directives

Freely available from ECB web page
http://ecb.jrc.it/tgdoc
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A tiered approach & focus on priorities:
 High volumes (chemicals with greatest likely expresregister first)
» Greatest concern (Carcinogenic, Mutagenic and &epic register first)
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Exposure scenarios

Revise assumed RMM
and/or operational
conditions
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Are risks adequately controlled?
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Documented in the Chemical Safety Report (CSR)

Communicated to users (to downstream users vidD&haBnex)

ESs with RMM and operational conditions to adeqyatehtrol the risks, to be:
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Future

| Ilterative CSA until exposure
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Purposes of animal experiments in 2002
COM(2005) 7 final

Diagnosis of
disease

Education and
training

Fundamental
3,2%

biology studies
34,7%

Toxicological and 2,12%
other safety
evaluation
9,93%

Other
5,57%

Production and

uality control of
quality Research and

veterinar
mediciney development of
2,42% - products and
evo Production and devices for

quality control of

A human medicine
human medicine

and dentistry and

and dentistry for veterinary
13,6% ici
, medicine
O > I |> 28,4%
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Purposes of animal experiments in 2002
COM(2005) 7 final
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REACH: saving potential of ITS
(Van der Jagt et al., 2004; EUR report 21405)

Testing costs 800-1130 million
Number of animals : 1.3-1.9 million

The most likely scenario for REACH according to
the JRC: 2.6 million vertebrate animals and 1.5
billion for testing ( %
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CHEMICAL

Existing data INVENTORIES
Read-across I
Categories
OSARs o e Molecular Interactions
TTC T Biochemical Responses
in itro R D D D e
. = " [Cellular Responses
Prioritization/Screening s
5 e Tissue/Organ Function
EFFICIENT, .
FOCUSSED Adverse Outcomes

ANIMAL TESTING
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Components of Intelligent Testing Strategies
(v) Read-across and chemical categories (USEPA, 2004)
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Risks Focus on risks (include exposure )

Repetitive A tiered approach should be applied, going from
simple, to refined or comprehensive, if necessary, to quickly
assess chemicals of low concern and to prevent animal testing.

Relatives The focus should be on families or categories of
chemicals (a group-wise approach) using read-across, QSARs and
exposure categories: move away from the chemical-by-chemical
approach.

Restriction of testing (waiving of testing) where possible and carry
out in-vivo testing where needed in order to prevent damage to

human health and/or the environment. The strategy should also
encompass the current 3-R strategy of:

Replacement (substitution)
Refinement (reduce suffering and distress)
Reduction
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ITS is on the political agenda, partnerships with industry have
been set up

ITS has a great animal-saving and cost-saving potential

Expectations to replace animal tests seem to be running ahead of
scientific reality (CSTEE & SCCNFP, 2004 and Greim et al. 2006)

A paradigm shift is needed from extensive animal testing to
efficient, focussed animal testing applying the 7-R approach

Further scientific work (2007 onwards) and regulatory
implementation is needed.

ITS has just started! Industry involvement is key
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From focus on legislation to implementation
From public authorities to industry (burden of proof)
From reactive to proactive (attitude)
From full testing to selective testing (ITS 7-R)
From effects-oriented to exposure-driven
From focus on RA to RMM
From short-term to long-term commitment
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» Objective: Guidance for industry on how they
can fulfil the REACH information requirements
on intrinsic properties (Annex IV to 1X)

» Carried out by a consortium of Industry
(CEFIC, ECETOC), COM and key MS
authorities with broad stakeholder expert
consultation
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REACH (Registration, Evaluation and Authorisation of CHemicals) @

RIP STRATEGIC
PROJECTS PARTNERSHIFS

= = CALLS FOR REACH
DOCUMENTS TENDER PROPOSAL

A proposal on a new EU regulatory framework for Registration, Evaluation and Authorisation of —
Chemicals (REACH) was adoplted 28 October 2003. REACH aims to improve the protection of human

health and the environment while maintaining the competitiveness and enhancing the innovative

capability of the EU chemicals industry. ECB has the responsibility of developing methodologies, tools

and technical guidance needed for REACH through a number of REACH Implementation Projects

(RIPs). This is managed under Action no 1313 - Support to future chemicals legislation (REACH) or in

short REACH Support.

Contact Person - Action Leader: Jack de Bruijn

Overview

On 27 February 2001 the Commission Issued @ Vhite Paper on a Strategy for a future Chemicals Policy, This has subsequently heen

e developed and extensively discussed with major stakeholders, resulting in the release on 29th Oct 2003 of the Commission's proposal .
(REACH),

INFOCAP

Under REACH enterprises that manufacture or import more than one tonne of a chemical substance per year would be required to
register it in a central database. REACH would furthermore give greater responsibility to industry to manage the risks from chemicals

Contacls
POTIETLn | 2nd 1o provide Users in the sUpply cnain with safety information on the supstances.
Legislation The proposal is now being considered by the European Parliament and the Council of the EU for adoption under the so-called co-

decision procedure
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