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 Number of existing substances, listed In

EINECS*
100 106 substances

e Number of marketed substances
e Ca. 30 000 — 70 000 substances

 Number of existing substances marketed in

tonnage volume > 1 ton per year
e Ca. 30 000 substances

e Number of notified new substances
e Ca. 3 000 substances

" EINECS — European Inventory of Existing Commercially Chemical Substances (Europejski Wykaz Istniej cych
Komercyjnie Substancji Chemicznych).



e Current EU legislation consists of series of different
directives and regulations

* Regulatory system for new and existing substances
differentiated

— Obligation of new substance testing
— Existing substances exempted from testing obligation

— Generally lack of information allowing existing substances’
evaluation and control

e |[nsufficient information or lack of information about
tremendous majority of existing substances




* Risk assessment (hazard + exposure) - slow

— Incorrect distribution of liabilities - administration is
responsible for the risk assessment

— Risk assessment must be complete
— Only 141 existing substances inserted on priority
lists
 |ntroducing of risk measures and control is
slow and insufficient




Cadmium oxide(ll) e Zinc

Stibium oxide(lll); « Zinc chloride(lD);
Sodium hydroxide * Nickel dichloride
Zinc oxide o Zinc(ll) sulfate(VI)
Chromium oxide(VI1); < Aluminium fluoride
Nickel carbonate(ll); < Nickel(ll) sulfate(VI);
Nickel * Nickel dinitrate(V)
Cadmium




|.  Increasing competitiveness of
the EU chemical industry

Il. Protecting human health and
environment from substances
posing harmful effects




Detailed objectives:
 Protection of human health and the environment

* Maintenance and enhancement of the
competitiveness of the EU chemical industry

* Prevent fragmentation of the internal market
e Increased transparency

 Integration with international efforts
 Promotion of non-animal testing

« Conformity with EU international obligations under
the WTO*

T WTO — World Trade Organisation ( wiatowa Organizacja Handlu).



New EU chemicals policy
REACH system
Registration
Evaluation
Autorisation of
CHemicals
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* Regulation

— Based on principle that producers, importers
and downstream users are obliged to assure
production, marketing, importing and use of
the substances not harmfully impacting
human health and the environment
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Registration
Sharing results of animal testing

Communicating the information on hazard and
risk down the supply chain

Including all stakeholders into the system

Evaluation of tests’ proposal by the Authorities
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e Restrictions in manufacturing, marketing and
use of certain hazardous substances

 European Chemicals Agency

» Register of classification and labelling —
agreed for CMRs* and sensitizing substances

e Access to the information

" CMRs —  Carcinogenic, Mutagenic and Reprotoxic Substances
(Substancje rakotwoércze, mutagenne i toksyczne ze wzgl du na zaburzenia

rozrodczo ciirozwoju).



e Registration process obliges producers and

Importers of chemicals to gather adequate

Information about substances and to use this
Information in order to safely manage them

e Substances cannot be produced or imported

on the EU territory without registration
accordingly to the legal regulations




Registration will cover:

» All existing and new substances as such or as
the preparation component, marketed in volume
> 1 ton annually by producer or importer

e Substances in articles (in volumes > 1 ton

annually) classified as hazardous, intentionally
released from the article




e EXceptions — exempted from registration
— medical products, etc.,
— polymers,
— Intermediates
e Considered as registered
— biocides,
— pesticides,
— notified substances
e |Intermediates
— requirements limited
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* Minerals, ores, or substances
occurring in nature if they are not
chemically modified during their
manufacturing, unless they meet
the criteria for classification as
dangerous according to Directive
67/548




 Requirements concerning submitted
Information increase as tonnage band
rises

—> 100 tons / year: tests proposals

It Is estimated that registration will cover
ca. 30 000 substances
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e Registration is spread on period of 11 years,
depending on hazard posed and tonnage
band

> 1000 tons and CMRs* — within 3 years from the
moment of REACH coming into force (ca. 2 600
substances)

> 100 tons — within 6 years from the moment of
REACH coming into force (ca. 2 900 substances)

> 1 ton — within 11 years from the moment of
REACH coming into force (ca. 20 000 substances
> 1 ton, ca. 4 600 >10<100 tons)

" CMRs —  Carcinogenic, Mutagenic and Reprotoxic Substances
(Substancje rakotwoércze, mutagenne i toksyczne ze wzgl du na zaburzenia

rozrodczo ciirozwoju).



e Already existing information should be
maximally used

« Alternative techniques (including QSAR¥*)
should be widely applied, wherever possible

« 1 - 100 tons — information (results of tests)
defined In Annexes

 Above 100 tons — proposal of relevant tests
also described in Annexes

) QSAR —  Qualitative Structure Activity Relationship

(llo ciowe powinowactwo aktywno ci strukturalnej — okre lanie w asno ci ha podstawie podobnej budowy
strukturalnej substancji).



Hazard classification

Assessment whether the substance could be
iIncluded to the group of PBT* or vPvB**
substances

Exposure scenarios — production, use and
exposure control

For all identified uses
Guaranties that risk is adequately controlled

9 PBT -

™) vPVB —

Persistent Bioaccumulative and Toxic (substancja trwa a w rodowisku, wykazuj ca zdolno do bioakumulaciji i
toksyczna)

very Persistent and very Bioaccumulative (substancja bardzo trwaa w rodowisku i wykazuj ca bardzo du zdolno
do bioakumulacji).



e Sensitive data that are confidential from
the company’s point of view —
separately

e Data concerning properties,
classification and labelling — jointly In
consortia

* Results of animal testing — always
together




e Communication on hazard, risk and risk

control goes on up and down the supply
chain

e |Information Is communicated with use of
Material Safety Data Sheet (MSDS) and
exposure scenario




 Downstream users can handle the
substances without registration in those
applications which are mentioned Iin the
Material Safety Data Sheet (MSDS)

e Otherwise they should register themselves
(with all obligations) or communicate
iInformation on their use up the supply chain
to the producer or importer of substance —
this refers to substance marketed in volume >
1 ton per year




e Evaluation of documentation — evaluation of the
guality of submitted dossier

— Evaluation of tests proposal — is subject to agreements with
other EU Member States and Agency

— Evaluation of documentation completeness

« Evaluation of substance — EU Member States
Competent Authorities may require additional
Information in case of any concern

« Agency will work out guidelines on substances
prioritisation for the evaluation




« Authorisation applies for:

— CMR* substances
— PBT** and vPvB*** substances

— substances of high concern

The list of substances of high concern — procedures of
inventory set up

e Socio-economic analysis, substitutes

e Users must communicate applications of
these substances

Y CMR — Carcinogenic, Mutagenic and Reprotoxic Substances (Substancje rakotworcze, mutagenne i toksyczne ze wzgl du na
zaburzenia rozrodczo cii rozwoju).

") PBT — Persistent Bioaccumulative and Toxic (substancja trwaa w rodowisku, wykazuj ca zdolno do bioakumulaciji i
toksyczna)

") vPvB —  very Persistent and very Bioaccumulative (substancja bardzo trwaaw rodowisku i wykazuj ca bardzo du zdolno

do bioakumulacji).



o Similarly like in the Directive 76/769/EEC

* Procedures — inversion of current
procedure — EU Member States may
reject Commision’s decision by qualified
majority of votes




Technical, scientific and administrative aspects of the
regulation

Assures harmonised approach of the EU Member States
- Management Board

- Executive Director

- Committee for Risk Assessment

- Committee for Socio-economic Analysis

- Member State Committee

- Forum for Exchange of Information on Enforcement

- Secretariat

- Board of Appeal



« CMRs* and sensitizing substances
(respiratory system) — official classification

e The rest of substances — classification
availlable In register

e Registrants should pursue harmonisation of
classification (agreements)

" CMRs —  Carcinogenic, Mutagenic and Reprotoxic Substances
(Substancje rakotwoércze, mutagenne i toksyczne ze wzgl du na zaburzenia

rozrodczo ciirozwoju).



e Substances being objects of registration
Oy producer or importer

 Dangerous substances and

oreparations

 In form of data base prepared,
maintained and being made available
by the Agency




* Information not classified as sensitive
(not confidential) will be published and
available for everyone




Thank You for Your attention



