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PROCEDURAL PAGE

By letter of 28 February 2001, the Commission forwarded to Parliament its White Paper on
Strategy for a future Chemicals Policy (COM(2001) 88 — 2001/2118(CQS)).

At the sitting of 2 July 2001 the President of Parliament announced that she had referred the
White Paper to the Committee on the Environment, Public Health and Consumer Policy as the
committee responsible and the Committee on Employment and Social Affairs, the Committee
on Legal Affairs and the Internal Market and the Committee on Industry, External Trade,
Research and Energy for their opinions (C5-0258/2001).

At the sitting of 5 July 2001, the President announced that the Committee on Legal Affairs
and the Internal Market and the Committee on Industry, External Trade, Research and
Energy, which had been asked for their opinions, would be involved in drawing up the report,
under the Hughes procedure.

The Committee on the Environment, Public Health and Consumer Policy had appointed
Inger Schorling rapporteur at its meeting of 12 March 2001.

It considered the Commission White Paper and the draft report at its meetings of 26 June
2001, 27 August 2001 and 16 October 2001.

At the last meeting it adopted the motion for aresolution by 31 votes to 21, with no
abstentions.

The following were present for the vote: Caroline F. Jackson, chairman; Guido Sacconi,
Alexander de Roo and Ria G.H.C. Oomen-Ruijten, vice-chairmen; Inger Schorling,
rapporteur; Per-Arne Arvidsson, Mariadel Pilar Ayuso Gonzédlez, David Robert Bowe, John
Bowis, Martin Callanan, Dorette Corbey, Chris Davies, Anne Ferreira, Michael Gahler (for
Marialiese Flemming pursuant to Rule 153(2)), Cristina Garcia-Orcoyen Tormo, Jas
Gawronski (for Avril Doyle pursuant to Rule 153(2)), Laura Gonzélez Alvarez, Frangoise
Grossetéte, Cristina Gutiérrez Cortines, Catherine Guy-Quint (for Béatrice Patrie), Jutta D.
Haug (for Karin Scheele), Ruth Hieronymi (for Giacomo Santini pursuant to Rule 153(2)),
Anndi Hulthén, ChristaKlal3, Eija-Riitta Anneli Korhola, Bernd Lange, Giorgio Lisi (for
Peter Liese), Torben Lund, Minerva Melpomeni Malliori, Patricia McKenna, Jorge Moreira
da Silva, Emilia Franziska Mller, Rosemarie Mller, Riitta Myller, Jens Dyhr Okking (for
Hans Blokland pursuant to Rule 153(2)), Karl Erik Olsson, Marit Paulsen, Frédérique Ries,
Didier Rod (for Hiltrud Breyer), Dagmar Roth-Behrendt, Ulla Margrethe Sandbagk (for Jean-
Louis Berni€), Ursula Schleicher (for Giuseppe Nistico), Horst Schnellhardt, Jonas Sj6stedt,
Renate Sommer (for Robert Goodwill), Maria Sornosa Martinez, Bart Staes (for Marie Anne
Isler Béguin), Catherine Stihler, Antonios Trakatellis, Roseline Vachetta, Kathleen Van
Brempt (for Joaquim Vairinhos) and Phillip Whitehead.

The opinions of the Committee on Legal Affairs and the Internal Market and the Committee
on Industry, External Trade, Research and Energy are attached; the Committee on
Employment and Social Affairs decided on 25 April 2001 not to deliver an opinion.

The report was tabled on 17 October 2001.
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The deadline for tabling amendments will be indicated in the draft agenda for the relevant
part-session.
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MOTION FOR A RESOLUTION

European Parliament resolution on the Commission White Paper on Strategy for a
future Chemicals Policy (COM (2001) 88 — C5-0258/2001 — 2001/2118(CQOYS))

The European Parliament,

having regard to the Commission White Paper (COM(2001) 88 — C5-0258/2001E5,
having regard to Articles 6, 95 and 174 of the EC Treaty,

having regard to the international obligations of the European Community and its Member
States under the OSPAR Convention for the Protection of the Marine Environment of the
North-East Atlantic, the Barcelona Convention for the Protection of the Marine
Environment and the Coastal Region of the Mediterranean, the Helsinki Convention on
the Protection of the Baltic Sea Area, and to the upcoming international obligations under
the Stockholm Convention on Persistent Organic Pollutants,

having regard to the Aarhus Convention on Access to Information, Public Participation in
Decision-making and Access to Justice in Environmental Matters,

having regard to the Community legislation in force on chemicals ﬂ

having regard to the Community legidation in force in the field of water policy EI

having regard to the Community legislation in force on bioci desﬂand cosmetic products d

and to its position at first reading on the proposal for a European Parliament and Council
directive amending for the seventh time Council Directive 76/768/EEC on theEI
approximation of the laws of the Member States relating to cosmetic products ™,

having regardéo the Fourthand Fifth Community Action Programmes on the
Environment ® and to its position at first reading on the proposal for a European
Parliament and Councilélecision laying down the Community Environment Action
Programme 2001-2010 %,

! Not yet published in OJ
2 0JB 196, 16.8.1967, p. 1; OJL 200, 30.7.1999, p. 1, p. 14; OJL 84, 5.4.1993, p. 1; OJ L 262, 27.9.1976, p.

201

® OJL 327, 22.12.2000, p. 1
“0JL 123, 24.4.1998, p. 1
®OJL 151, 23.6.1993, p. 32
® Minutes of 3.4.2001, p. 4
70JC 337, 21.12.1992, p. 34
8 0JL 275,10.10.1998, p. 1
° Minutes of 31.5.2001, p. 21
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— having regard to its resolution of 14 December 2000 1|]:)n the Commission communication
on the precautionary principle and to the Council resolution, annexed to the conclusions of
the Presidency on the Nice European Council,

— having regard to its resolution of 26 October 2000 EIand to the Council conclusions of 30
March 2000 on the Commission communication on a Community strategy for endocrine
disrupters,

— having regard to the Council conclusions of 7 June 2001 on Chemicals Policy and to the
Strategy on Sustainable Development adopted by the Goéteborg European Council,

— having regard to the stakehol ders meeting organised by the European Commission on 2
April 2001, to the workshop on chemicals in products organised by the Swedish
Presidency on 5-6 April 2001 and to the submissions received by interested parties,

— having regard to Rule 47(1) of its Rules of Procedure,

— having regard to the report of the Committee on the Environment, Public Health and
Consumer Policy and the opinions of the Committee on Legal Affairs and the Internal
Market and the Committee on Industry, External Trade, Research and Energy
(A5-0356/2001),

A. whereas the Commission is consulting the European Parliament on the strategy for a
future chemicals policy with a view to proposing a new regulatory framework on
chemicals; whereas the European Parliament should contribute to the development of this
framework in a clear and ambitious way, seeking above all to promote sustainable
development, reconfirming that protection of human health and the environment must
have priority, taking due account of economic and socia considerations,

B. whereas Article 3 of the EC Treaty calls for the competitiveness of Community industry
to be strengthened, research and technological development to be promoted, a high level
of health protection to be attained, and a system to be established to ensure that
competition in the internal market is not distorted,

C. whereas Article 6 of the EC Treaty states that environmental protection requirements
shall be integrated into the definition and implementation of Community policies and
activitiesreferred to in Article 3, in particular with aview to promoting sustainable
devel opment,

D. whereas Article 157 of the EC Treaty requires the Community and the Member Statesto
create the conditions necessary for the competitiveness of the Community’ s industry and
to work to encourage an environment favourable to initiative and to the development of
undertakings throughout the Community, particularly small and medium-sized
undertakings,

E. whereas, Article 174(1) of the EC Treaty says that Community policy on the environment
shall contribute to pursuit, among other things, of the objectives of preserving, protecting

1 0J C 232, 17.8.2001, p. 207
20JC 197, 12.7.2001, p. 220
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and improving the quality of the environment and protecting human health; whereas
paragraph 2 of that Article also stipulates that this policy shall be based on the
precautionary principle and on the principles that preventive action should be taken, that
environmental damage should, as apriority, be rectified at source and that the polluter
should pay; and whereas under paragraph 3 of that Article, available scientific data, the
benefits and costs of action or lack of action, and the economic and social devel opment of
the Community as a whole must be taken into account,

F. whereas sustainable development should serve both to protect human health and the
environment and to promote balanced development of economic activities and hence, in
particular, safeguard employment and guarantee a high level of social protection,

G. whereas public health and the environment need to be protected to the same degree in dll
the Member States,

H. whereas the Lisbon European Council pointed out that the competitiveness and buoyancy
of the markets depend directly on aregulatory framework to encourage investment,
innovation, and entrepreneurship,

I.  whereas Parliament is calling for measures to be taken to give encouragement and
support, especially to small and medium-sized enterprises, in order to develop facilities to
help them surmount technical and organisational obstacles and establish a‘fast track’
within the multiannual framework programme 2002-2006 of the European Community
for research, technological development and demonstration activities aimed at
contributing towards the creation of the European research area (COM (2001) 94),

J.  whereas the substitution principle - the promotion of safer practices and substances to
replace hazardous practices and substances - must be implemented as a key aim of EU
chemicals policy and as primary risk reduction option; whereas research into and the
development of alternative new products whose life cycles conform to the principles set
out by the Commission in the Green Paper on Integrated Product Policy (COM(2001) 68)
should be fostered,

K. whereas diffuse sources, such asthe use of chemicalsin products, are estimated to be the
biggest source of exposure for man and the environment; whereas, however, chemicals
are used mainly in products from which society derives benefit,

L. whereas data on basic properties and relevant usesis either missing or not made available
to authorities for the large maority of chemicals, despite the fact that 99% of the
currently marketed chemicals have been on the market for more than 20 years and that
disclosure of existing data would significantly reduce the need for animal testing;
whereas information on basic properties and uses must be made publicly accessible,
bearing in mind that the data that the industry supplied to the European Chemicals
Bureau until 1999 on high-volume existing substances (over 1 000 tonnes ayear)
satisfied the base set requirements for 14% of these chemicals entirely, for 65% partly
and for 21% not at all,

M. whereas the chemical industry needsto offer greater transparency so as to respond to the
public health and consumer protection problems with which citizens are increasingly
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having to contend,

. whereas the Commission's review of current legislation on existing substances revealed
the immediate concern that man and the environment are potentially exposed from alarge
number of sourcesto alarge number of chemical substances for which the hazardous
properties have not been identified; whereas thisis of particular concern for chemical
industry workers,; whereas these substances may furthermore add up to have bigger
adverse impact as compared to when acting in isolation, or interact to produce unknown
effects; whereas this situation needs to be improved in the interests of protecting human
health and the environment,

. whereas many substances suspected of being endocrine disrupters have aready been
identified and included in other priority chemicals lists because of their negative effect on
human health and wildlife without concrete action being taken,

whereas the current system governing existing chemicals is characterised by alack of
transparency for consumers and industry, inconsistencies in cumbersome procedures or
rules that have not been harmonised, a large amount of red tape, and an unclear division
of responsibilities,

. whereas the current system of risk management is not functioning and needs to be
replaced by a new and effective instrument within the new system,

whereas the use of chemicals in products manufactured within the European Union is
sufficiently monitored, but the necessary supervision is not being exercised over
products imported into the European Union,

whereas the current system cannot achieve the objective of sustainable development,

whereas the need for a complete structural reform of Community legidlation on chemicals
isfully supported,

. whereas the many and varied lega requirements applying to chemicals need as a matter
of urgency to be formed into a unified whole so as to improve transparency for al
concerned in order to achieve coherent, harmonised, and comprehensive legislation in the
European Union,

. whereas the new chemicals policy should contribute to sustainable development and
ensure a high level of protection for human health, including workers' health, and the
environment as the best means to promote innovation and the competitiveness of the
European industry concerned,

. whereas the new policy should cover the entire life cycle of chemicals, including the
point at which chemicals and products which consist of or contain chemicals become
waste,

. Whereas the competitiveness of the chemicalsindustry and its associated industriesis a
legitimate political objective in itself, which draws its legitimacy from its potential to
achieve ahigher quality of life for present and future generations, but only insofar asthis
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potential is actually fulfilled, whereas the development of safer productsin an
environmentally sensitive manner, enhanced transparency and consumer information and
promotion of sustainable development are positive marketing benefits which can enhance
the competitiveness of the European chemicals industry,

Y. whereasthe chemicalsindustry in Europe directly employs 1.7 million people and several
million jobs depend on it,

Z. whereas most of the firms operating in both the chemical industry and the downstream
processing industry are small and medium-sized enterprises, which in numerical terms
make up 96% of the total,

AA.whereas the available empirical evidence suggests that the adverse impact of
environmental regulation on the competitiveness of the EU chemicals industry is unclear
or may indeed be positive for the competitiveness of proactive firms that already aim at
sustainable development; whereas despite the additional requirements imposed on firms
and on small and medium-sized enterprises in particular, the new regulatory framework,
once implemented, could boost innovation and growth in the European chemicals
industry,

AB.whereas the creation of asingle system for existing and new substances will facilitate
innovation, as new substances will no longer undergo stricter regulation than do existing
substances,

AC.whereas the new policy should aim to achieve the target of cessation of emissions,
discharges and losses of hazardous substances to the marine environment within one
generation (2020), with hazardous substances being defined as substances that are
persistent, bioaccumulative and toxic, or of equivalent concern, in line with the water
framework directive and with commitments that the European Community and its
Member States have undertaken in international fora,

AD.whereas the principles of environment policy laid down in the EC Treaty, aswell asthe
substitution principle - the promotion of safer practices and substances to replace
hazardous practices and substances - should be fully applied in the new policy as key
driversto stimulate innovation towards a sustainable chemicals industry,

AE. whereas the new policy should be designed in away that it is transparent, comprehensive
in scope, practicable and effective in action against releases of hazardous substances to
the environment so as to protect human health as well as the environment,

AF. whereas the smooth operation of the single market implies that there should be no
discrepancies in the Member States' perceptions of the risks associated with a product,

AG.whereas, given international competition, employees, especialy in small and medium-
sized enterprises, are anxious in the interest of their livelihood to see as practicable,
efficient, and cost-effective arrangements as possible, sufficient data protection and
protection of property rights,
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AH.whereas the new policy should guarantee the safe use of al chemicals and provide for
effective supervision of chemicals whose use gives cause for concern,

Al. whereas imported products should fulfil the same requirements as EU products and
whereas the international standard-setting requirements applying to trade should be
observed by the Commission and the Member States, not least within the World Trade
Organisation,

AJ. whereas animal toxicity tests must be replaced with more humane alternatives, and
coordinated action is needed to bring new non-animal tests into use,

1. Wecomesthe Commission'sinitiative to propose a strategy for the new Chemicals Policy
as afirst step towards a complete reform of European chemicals policy to achieve the
goal of sustainable development which meets the criteria of improving consumer and
environmental protection, promoting the competitiveness and innovative capacity of
industry while taking account of the social context within the European Union and
supports the Council conclusions of 7 June 2001,

2. Cadlsonthe Commission to make a detailed analysis of the impact of a modified
chemicals policy on the number of jobs and social standards in the Community —with
particular reference to the specia situation of small and medium-sized business and their
employees — and to ensure that no disproportionate, adverse effects are to be expected
and, if necessary, to propose environmental protection measures, and restructuring aid or
measures;

3. Welcomes the Commission's proposal for asingle system for existing and new substances
called REACH (Registration, Evaluation and Authorisation of Chemicals), while al
efforts should be made to assign priority to chemicals which meet the criteriafor concern;
priority may be assigned by means of rapid screening, based on data modelling, e.g.
quantitative structure activity relationships (QSAR) using existing data as well as
information on use patterns and volumes produced;

4. Welcomes the intended closure of continuing gaps in the knowledge of some 30 000
existing substances in a manageabl e time-frame and on the basis of the extensive data
already in the possession of Member State authorities and chemical-industry enterprises;

5. Cadlsfor clearly specified allocations of European Commission and Member State
assessment activities to be guaranteed by maintaining a centralised approach to
registration, evaluation and authorisation laying down binding deadlines for the various
stages of the REACH procedure and thereby avoiding incomplete or incorrect
registration;

6. Considersit essential to draw attention to the need for close coordination of the work of
the European body that will be called upon to administer the REACH system with the
activities of the various existing scientific expert groups (which deal with classification
and labelling of substances, limit values, health effects, the environmental impact of
pesticides, etc.);

7. Cadlsonthe Commission to present as soon as possible in sufficient time to meet the
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10.

11.

12.

13.

14.

15.

target dates laid down in the White Paper, itsfirst proposal for a new, comprehensive,
effective, practicable and transparent regulatory framework for chemicals, in the form of
one regulation; calls on the Commission not to delay its proposal because of the studiesit
commissioned on the business impact and the central entity or any other studies, but
rather to take them into account in the further decision-making process with the European
Parliament and the Council;

Insists that the whole new chemicals policy strategy must be developed at European level
so as to guarantee a high level of protection and prevent splintering of the European
internal market;

Calls on the Commission to ensure that it takes a high level of protection for health,
safety, the environment and consumers as its basis for creating a common legislative
framework, taking account in particular of any new development based on scientific
findings pursuant to Article 95 of the EC Treaty, and extending these criteriato cover
imports,

Callsfor the measures to be adopted in order to lay down the new comprehensive
regul atory framework to allow for the precautionary principle, whereby the advantages
and costs resulting from action or failure to act would have to be considered, to be
commensurate with the degree of protection being sought, enforced without
discrimination, and consistent with steps already taken in similar situations, following
similar approaches, and to be reviewed and, if necessary, altered in the light of the
findings of scientific research and assessment of their impact;

Calls on the Commission to devel op effective measures to ensure that imported products
(including end products) comply with the same high safety standard with regard to
protection of consumers and the environment and health and safety at work as will apply
to substances and products within the EU, and to enforce these measures; this will
require, inter alia, clear monitoring and review methods, penalties and international
agreements,

Calls on the Commission to issue a regulation as soon as possible requiring all
manufacturers and importers to report forthwith on an annual basis to the ECB the
volumes of chemicals they produce and import so that it is possible to determine exactly
which substances are still on the market at all and how many substances would fall below
which quantity thresholds, should a quantity threshold system be retained,;

Welcomes the reversal of the burden of proof, making industry responsible for data
collection, risk assessment and risk management, subject to evaluation by the authorities,
and registration as a condition of importing and placing on the market;

Asks the Commission to ensure a clear division of responsibilities between the
Commission and the Member States in regard to evaluation and , at the same time, to
maintain a central approach to registration, evaluation and authorisation;

Asks the Commission to ensure that all chemicals produced in, or imported into, the
European Union as substances, preparations, or in products above 1 tonne be registered in
the new system, in order to obtain an overview of the basic properties and actual use of
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16.

17.

18.

19.

20.

these chemicals from which to establish priorities for further risk evaluation and/or risk
reduction; for chemicals above 1 tonne that are exclusively used in research and
development activities or exclusively used as intermediates in manufacturing processes
within closed systems that prevent all releases to the environment, asimplified
registration should be envisaged consisting of a minimum standard of information
concerning their hazardous properties in order to protect workers health as well asthe
environment in the event of accidents;

Suggests that all chemicals produced in, or imported into, the European Union as
substances, preparations or in products below 1 tonne be registered in the new systemin a
simplified, practicable procedure by 2012 without jeopardising the main objectives of the
new policy as awhole, unless screening based on data modelling, e.g. quantitative
structure activity relationships (QSAR) and use patterns to be undertaken by 2008 at the
latest reveal s that these substances are of potential concern, in which case full registration
shall be undertaken, followed by evaluation and/or authorisation, where necessary; for
chemicals below 1 tonne, exemptions should only be allowed for chemicals exclusively
used as intermediates in manufacturing processes within closed systems that prevent all
releases to the environment or for chemicals used in research and development activities;

Cdllsfor theintroduction of aregistration requirement for all chemicals irrespective of
production volume, in respect of which the following minimum data must be supplied:

- physical and chemical properties

- persistence

- bioaccumulation

- acute oral toxicity

- acute aquatic toxicity

- corrosive and irritant effect

- Ames test (for carcinogenicity and mutagenicity)
- intended uses;

Endorses the Council's conclusions of 7 June 2001 that manufacturers should be subject to
agenera requirement to obtain sufficient knowledge and take the necessary measures to
guarantee the safety of chemicals (the precautionary principle) irrespective of production
volume and even if no specific information requirements have been laid down. To check
that the precautionary principle has been observed, manufacturers should keep registers of
the data, including data concerning properties, scope and use for all chemicals
manufactured and used, including use in products, and upon request make all these
registers available to the authorities;

Requests the use of screening procedures based on simplified risk assessment using data
modelling, e.g. quantitative structure activity relationships (QSAR) and use patternsto
prioritise substances of possible concern for early registration, in addition to tonnage
considerations, in order to speed up risk assessments and/or risk management measures of
such substances;

Believes that the proposed information system on environmental concentrations and
releases should take account of the need to detect substances which are not identified
through the REACH system itself, and also provide information on concentrations of
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chemicalsin the environment;

21. Emphasises the need to encourage early registration to ensure efficiency of the system, by
introducing tiered fees that increase the later a substance is registered;

22. Callsfor the introduction of appropriate and harmonised risk assessments throughout the
European Union and appropriate sanction mechanisms as a means of achieving effective
implementation of all measuresin order to promote efficiency and performance, while
avoiding distortions of competition within the European Union;

23. Recommends that all data required for registration and evaluation of substances be based
on internationally recognised test methodol ogies and risk assessment procedures;

24. Proposes that industry cooperate in the delivery of data/information on the identity and
properties of the substances to be registered, so as to share the workload and related costs
and to avoid unnecessary duplication of tasks;

25. Stresses the need for independent peer review by an agreed independent body of the
registration data at the expense of the industry prior to submission to the authorities;

26. Accepts tonnage threshol ds based on production or import volumes by a single producer
or importer as a starting point for the future system, but requests that aggregate tonnage be
calculated, and that in all cases where aggregate tonnage exceeds the next tonnage
threshold for a single producer or importer, the data requirements for that threshold should

apply;

27. Welcomes active participation of downstream users — including non-industrial users—
from the outset and considers that time limits for the provision of information should be
inclusive of thetotal product chain and callsfor al operators, in particular those at the
processing and end-user stages of the production chain and product life-cycle, to be
included in the chemicals security scheme;

28. Insists that failure to register a substance as well asincomplete or incorrect registration
thereof within the reasonable time limits to be set within the system shall render illegal the
production or import of the substance, preparation or article in which it isfound (no data -
no market);

29. Asks that a mechanism of sanctions be introduced into the system against producers,
distributors, professional users or importers who withhold required, or other information
which might reasonably be considered to be relevant for risk assessment and management
(including information about animals tests, whenever and wherever they took place), or
who do not comply with the legislation;

30. Requests that any person who imports into the Community a product for sale, hire, leasing
or any form of distributing in the course of his business shall ensure that the chemicals
contained in the product meet the requirements laid down in chemicals legislation;

31. Callsfor the creation of aworking party to deal with the exchange of data and information
within the value-added chain with the aim of ensuring safe use of substances through the
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entire life cycle, respecting the confidentiality of the test data and protecting the company-
specific know-how concerning the use and application of substances;

32. Calls on the Commission to ensure that animal testing is reduced to the absolute
minimum, firstly by ensuring that all relevant data is made available and considered,
secondly by basing further tailor-made tests on exposure and use and thirdly by
implementing, as far as possible, a step-wise non-animal testing strategy, that makes full
use of computer models that predict hazards based on chemical structure (QSAR), aswell
as of physico-chemical tests for persistency and bioaccumulation, and cascades of in vitro
tests which are recognised by the authorities, also with aview to reducing testing time and
costs;

33. Requests that the use of animal tests be prohibited where alternative tests recognised by
the authorities are available, in accordance with the principles in Council Directive
86/609, and that more resources be provided immediately to accel erate the devel opment
and validation of further scientifically reliable, recognised and standardised alternative
teststo replace animal testsin the implementation of the new system;

34. Requests that substances, as soon as they are shown to meet the criteriafor very high
concern, either from existing classification including industry self-classification,
registration or evaluation, shall be phased out according to strict deadlines, unlessit is
shown that the use in question is essential to society, that the hazardous properties of the
substance in question are essential for the intended use and that no safer alternative exists
at substance, materia or process level, in which case it may be submitted to the
authorisation process;

35. Considers that tailor-making of evaluations for substances produced in quantities above
100 tonnes or those of concern shall be based on simple categories of use (industrial/non-
industrial) and be simplified, to the extent possible, by the use of decision treesto avoid
lengthy procedures, while the eval uations themselves shall have clear time limits;

36. Considers that simplified risk assessments - such as hazard assessments combined with
qualitative estimates of human and environmental exposure on the basis of use patterns -
based on the best available scientific information, shall be taken as an essential basis for
regulatory action, given the major uncertainties resulting from the enormous complexity
of ecotoxicological effects and the wide range of sources of exposure;

37. Believes that effects on children's health and also on the unborn child shall be used as
reference for human health risk assessments, (outside the occupational health framework),
given the enhanced sensitivity to chemical exposure;

38. Insists that persistent and bioaccumulative substances, endocrine disrupters, sensitisers
and substances that are carcinogenic, mutagenic and toxic to reproduction (CMR)
category 3, shall also be considered substances of very high concern, subject to
authorisation; considers that individual chemicals should be brought into the authorisation
system when scientific studies have provided evidence of their endocrine disrupting
properties;

39. Urges the Commission to ensure that substances of very high concern only receive
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temporary authorisation subject to regular review for specific applications, including their
use in preparations and products, upon proof by industry;

40. Requests that the Community's chemicals policy aso include authorisation of pesticides

41.

42.

43.

45.

46.

47.

48.

(plant protection products and biocides);

Insists that authorisation, in the sense of dispensation for the use of particularly hazardous
substances on which, ultimately, there will be atotal ban, should be granted only as an
absolute exception for a short, temporary period and only where there is documentation
to show that development work isin progress to find alternatives or aternative methods;

Insists that no uses of substances of very high concern shall be authorised in consumer
products as soon as appropriate safer alternatives are available and at the |latest after 2012,
and that, in principle no other uses of substances of very high concern which lead to
releases to the environment during their life-cycle shall be authorised after 2020; in other
words, such substances may then only be used as intermediate products in manufacturing
processes within closed cycles that prevent all rel eases to the environment;

Considers that authorisations should, in general, be taken at Community level;

Insists that all national decisions and particularities of the overall procedure which are
required of Member States should be adequately justified by them before they adopt
national provisions, in accordance with the EU standardsin force, and stresses that the
Commission must examine and decide on all applications for national differentiation and
particularities in relation to the overall procedure on the basis of EU law, taking all
circumstances into account;

Callsfor the authorisation exemption arrangements allowed for certain usesto be strictly
supervised and for concepts such as ‘ controlled industrial use’ to be assessed and defined
in advance;

Believes that an authorisation decision should go hand in hand with specific risk
management measures (conditions for the use of the product timetable for reassessments,
etc.);

Stresses that the substitution principle - the promotion of safer practices and substances to
replace hazardous practices and substances - should apply to all chemicals of concern, not
just those subject to authorisation; chemicals that are of concern should be substituted
with safer chemicals, or with materials or safer technologies not entailing the use of such
chemicals, especially where safer alternatives already exist, taking account of socio-
economic aspects in the choice of the best substitute; substitution should become a duty
for manufacturers and downstream users to avoid risks to workers as well asto human
health and the environment in general; firms should be required to publish annually alist
of al substances of concern which they have not yet replaced; considers that Integrated
Product Policy (1PP) should be an additional tool to the new chemicals policy to promote
sustainable consumption;

Callsfor intensified research into alternatives in the sense not only of aternative
chemicals but also other material and aternative methods; also calls on the Commission
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52.

53

55.

56.

to encourage and support small and medium-sized firms working on aternative solutions;

Callsfor the assessment with a view to replacement to be performed on the basis of a
complete life cycle analysis; possible alternatives must likewise be subjected to alife
cycle analysisin order to ascertain possible risks and dangers and to facilitate an
integrated assessment;

Suggests that the Commission further encourages the promotion of safer practices and
substances to replace hazardous practices and substances by facilitating the creation of a
publicly accessible database containing meaningful and relevant information for the
purpose of protecting human health and the environment, drawing on the best available
knowledge on processes and materials that reduce or eliminate the use of substances of
concern,

Calls on the Commission to provide the means required for flexible coordination of the
European databases to be set up in the future with those existing in other parts of the
world so asto allow a continuous exchange of information and experiences among the
different countries which manufacture and market chemical substances and preparations
that might pose dangers,

Calls on the Commission to develop criteriato put substances, which do not fall under the
authorisation system, in categories of concern based on hazard criteria and use pattern,
which then trigger consistent and rapid risk reduction measures,

Requests that atiered approach be used for risk management decisions under the
accelerated risk management system: a committee procedure may be used to allow for
quick adoption of temporary measures; the Commission shall thereafter make proposals
for permanent measures on each of the temporary measures subject to co-decision to
ensure that the European Parliament is fully involved in the decision-making;

Welcomes the intention to create a publicly accessible database containing meaningful
and relevant information about chemicals and their regulatory status with reference to
human health and environment protection; considers that key information such as
production volumes, use patterns and sources of exposure, shall not remain confidential
but be included in the database, and calls on the Commission to propose arrangements for
the publication of data from past animal tests (whenever and wherever they took place)
where this may reduce the need for further animal testing;

Considers that manufacturers, importers, downstream users and distributors should have a
duty to provide publicly available, meaningful and relevant information on the content
and properties of chemicals in products with reference to human health and

environmental protection (including data from animal tests, whenever and wherever they
took place); in this connection, an appropriate balance must be found between the need
for transparency to allow consumer choice and the need to respect justified business
secrets;

Requests that an information service should be set up by industry to be reached via atoll
free number in all European countries to provide consumer information about chemicals
in products;
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63.
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65.

66.

67.

68.

Insists that labelling of consumer products with regard to the content of substances of
concern isimperative as long as they are still contained in them, to allow consumers to
make informed choices, and that realistic and practical provisions on that matter be
included in the future proposal; products containing substances of very high concern must
be labelled with a proper and simple warning;

Suggests that the Commission facilitates the compilation of such information in publicly
available product registers, starting with the most relevant consumer product categories,
based on the registers available in Member States and countries of the European
Economic Areg;

Calls upon the Commission not to restrict harmonised classification to CMR properties
but to retain the same range as hitherto and at the same time to simplify the classification
in order to make the system more effective and practical;

Calls on the Commission, especialy in view of the compulsory registration of new
substances that will result from the White Paper, to intensify still further the Community
efforts to promote proper training for workers who have to handle hazardous products;

Callsfor the assessment of the additional resources necessitated by the new chemicals
policy proposed in the White Paper to be spelt out in fuller detail, especially as regards
the resources to be mobilised in Member States and fee systems;

Believes that the new Chemicals Policy should provide the basis for the regulation,
evaluation and authorisation of all chemicals and consequently impact all consumer
product legislation and calls on the Commission to make provision for the recast of all
relevant community legislation, including legislation on pesticides, in line with the future
chemicals directive;

Requests that future Community legislation on environment liability is based on strict
liability for damages to human health and the environment, covering all chemicals and
their uses, as an additional driver towards safer chemicals and products;

Requests the Commission to carry out a detailed analysis of the relationship between
chemicals legislation and Community legislation on waste;

Urges the Commission to take more account of international aspectsin developing the
REACH system and to work for worldwide convergence of the essential systems of law
regulating chemicals (at least those in the EU, the USA and Japan); the recognition of
findings from tests in OECD countries is one important aspect;

Advocates, in the interests of international convergence, that the OECD’ s definition of
endocrine disrupters be adopted as soon as agreement has been reached there;

Calls on the Commission to involve the Eastern European applicant countriesin the
devel opment of the new EU law on chemicals at an early stage;

Calls on the Commission to establish an institution to advise and assist small and
medium-sized enterprises on/with management of chemicals; this institution should
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75.

76.

7.

directly assist smaller businesses with registration and assessment procedures, €tc;

Calls on the Commission to establish afast track within the multiannual framework
programme 2002-2006 of the European Community for research, technol ogical
development and demonstration activities aimed at contributing towards the creation of
the European research area (COM (2001) 94), with a view to encouraging small and
medium-sized enterprises in particular to develop new products that will protect health,
safety, and the environment to an increasingly greater degree;

Insists that the property rights of processing and user enterprises in data and risk
assessment must be protected vis-avis European and non-European competitors;

Cadlls, in connection with the development of future provisions and implementing
measures, for the active involvement of the social groups concerned, particularly
European works councils, workers' representatives and their trade unions,

Calls on the Commission to draw up new proposals with aview to increasing the
transparency of data relating to substances manufactured by the chemical industry,
without undermining industrial secrecy, so as to deal with public health and consumer
protection problems;

Calls on the Commission to address a recommendation to the Member States urging them
to pay greater attention to the training of more toxicol ogists so that Europe will in the
future have sufficiently well qualified experts to ensure that the White Paper is put into
practice;

Calls on the Commission to submit a brief annual report of some ten pages outlining the
progress made and problems associated with implementing the REACH system so that
any misdevel opments are detected by the other Community bodies earlier than in the case
of the pesticide review pursuant to Directive 91/414;

Calls on the Commission to submit a comprehensive analysis and study of all substance-
and product-related rules by mid-2002, together with proposals as to which of the rules
ought to be amended, simplified or even rescinded in the light of the new chemicals

policy;

Calls on the Commission to compile a coherent and consolidated collection of al the
provisions banning or imposing restrictions on substances or products (including those
incorporated under other subject-headings), or to bring them together in asingle EU
legislative instrument, thereby ensuring legal clarity and certainty (particularly including
provisionsin the fields of the Water Framework Directive, the directives on electrical
appliances and cars for disposal, and health and safety at work), to make those texts
available on the Internet and to update them at least once a year;

Cdlsfor al new legidation to be as practical and transparent as possible, so that
implementation to improve the protection of consumers, the environment, workers and all
parties concerned — particularly by the authorities and small and medium-sized
enterprises — can be undertaken swiftly;
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83.

84.

Calls on the Commission to test new legislation and its possible implementation
immediately in practice by means of special projectsin order to ensurethat it isas
efficient and practical as possible for al parties concerned in terms of bureaucracy, cost
and collection of data, particularly for the authorities and small and medium-sized
enterprises,

Invites the Commission to consider the possibility that the JRC and in particular the
European Chemical Bureau of this centre may become the centralised site for registration,
evaluation and authorisation of new chemical substances, thus avoiding heterogeneous
criteriain the different Member States;

Callsfor the approach adopted in the White Paper of a consistent and integrated
European substances and products law not to be confined to chemicals, but for acquired
data collection and risk assessment procedures to be applied aso to other areas of EU
legislation on workplace, consumer and environmental protection;

Asks the Commission to produce a consistent and clear definition in European law of the
so-called 'substitution principl€;

Calls on the Commission to encourage other countries to (a) make existing and future
animal test data publicly available and (b) accept the validity of data from non-animal
tests which are accepted within the European Union;

Requests the Council and Commission to urge all parties at the UN Rio+10 meeting in
Johannesburg to make a commitment to a global chemicals policy built on sustainable
development and the precautionary principle;

Instructs its President to forward this resolution to the Council and Commission.
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EXPLANATORY STATEMENT
1. Introduction

The Commission's White Paper Strategy for a future Chemicals Policy is much welcomed. It
isoverdue to develop a new strategy for controlling chemicals as the current policy largely
failed to identify and prevent dangerous chemicals from being released to the environment,
thus damaging human health and the environment.

The increase in production of chemicals during the last 70 years has been explosive — from 1
million tonnes in 1930 to 400 million tonnes today, and the share of hazardous chemicals
therein grew overproportionately. However, the knowledge about the properties of thousands
of chemicals and their usesin millions of productsis often insufficient or totally lacking.
Furthermore, the main source of releases to the environment has shifted from point sources
such asindustrial chimneys to diffuse sources such as products, rendering traditional end-of-
pipe controls ineffective. And we have no clear understanding of how different chemicals
interact in the environment and the human body.

The insufficient knowledge about the impact of chemicals on human health and environment
isacause of deep concern, as measures to prevent the release of dangerous chemicalsto the
environment cannot wait. Each one of us carries several hundred synthetic substancesin his
body, chemicals that persist and bioaccumulate. They are found in breast milk and placenta,
thus affecting foetus and new-born babies. They are found in deep-sea living organisms and
in the Arctic, where they were never used. A significant number of industrial chemicals can
act as endocrine disrupters, posing the risk of interference with the reproductive, immune or
nervous system at very low concentrations. Various diseases are on the increase, such as
testicular cancer and reproductive disorders, and alink to chemicals exposure seems likely.

The request of the European Council in Gothenburg to have the new chemicals policy in place
by 2004 is therefore welcome. In order to meet this time limit, the Commission should present
its proposal for the new regulatory framework by the beginning of 2002 at the latest.

The EU isthe world's leading producer of chemicals. With the new strategy for chemicals, we
have a unique opportunity to influence not only the conditionsin the European Union but also
in the rest of the world.

2. Current legidlation
The current system of EU chemicals legislation consists of four legal instrumentsl':.I While two

instruments are the responsibility of DG Environment, the other two, including the directive
which implements actual restrictions, are the responsibility of DG Enterprise.

! Council Directive 67/548/EEC relating to the classification, packaging and labelling of dangerous substances.
European Parliament and Council Directive 1999/45/EC relating to the classification, packaging and labelling of
dangerous preparations. Council Regulation (EEC) 793/93 on evaluation and control of risks of existing
substances. Directive 76/769 relating to restrictions on the marketing and use of certain dangerous substances
and preparations.
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The primary goal of the three directives - given their creation from the 60's to the 80's - was
harmonisation, mainly to facilitate trade in the internal market. Environmental protection
aspects only arose later and are as such underdevel oped in these instruments.

Current legislation distinguishes between so called existing substances and new substances.
Existing substances have been put on the market before 1981, and account for ca. 99% of total
market volume. 100,106 existing chemicals are registered, however, the exact number of
existing chemicals put on the market is not known, as there are no reporting requirements for
production volumes below 10 tonnes per year and manufacturer. Above 10 tonnes, around
10,000 substances are marketed. New substances were first put on the market after 1981.
They currently amount to around 2700 chemicals, ca. 1% of total market volume.

2.1. Lack of data and lack of action

When drawing up a new policy, it isimportant to understand the failures of the current system
in order not to repeat them.

While currently new substances in volumes of more than 10 kg have to undergo certain
testing before they are alowed to be put on the market, the vast majority of existing
substances — on the market since at least 20 years! - have never been properly tested.
According to the European Chemicals Bureau, for the 2700 high production volume
chemicals, the most well researched chemicals manufactured in quantities above 1000 tonnes,
full base set datais available only for 14%, incompl ete base set data for 65% and no data for
21%. Even lessisknown for the many lesser volume chemicals.

The immediate concern is therefore that man and the environment are potentially exposed to a
large number of chemicals substances for which the hazardous properties have not been
identified. This concern had aready been identified in the Fourth Environment Action
Programme (1987-1992).

Regulation 793/93 was adopted in 1993 to tackle this deficiency. The regulation foresees in-
depth risk assessment for a certain number of high production volume chemicals on a priority
list, with aview to adopting recommendations on possible risk reduction measures, if deemed
necessary. Until now, 140 chemicals have been put on priority lists. To date, only 11 of these
140 risk assessments were concluded, and not a single risk reduction measure was adopted
following them, although such measures were shown to be necessary for most of the
substances. Clearly, the current approach failed to overcome the lack of knowledge about
most chemicals and to take effective action.

2.2. Problems of approach: Risk assessment and burden of proof

The current approach based on risk assessment poses even more fundamental problems. It
tolerates agenera contamination of the environment, wildlife and humans with hazardous
substances, assuming that nature can deal with a certain amount, instead of trying to prevent
it.

Moreover, the attempt to set a "tolerable dose” is not only ethically questionable, but also
scientifically inappropriate in many cases. Firstly, there are many inherent uncertainties

involved when trying to analyse complex living organisms, turning the setting of atolerable
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dose largely into guesswork. Secondly, no tolerable dose can be set for a whole series of
substances (substances that are carcinogenic, mutagenic, toxic to reproduction - they may be
toxic at any dose; substances that are persistent or bioaccumulative - the dose increases over
time; endocrine disrupters - the timing of the exposure is more relevant than the dose).
Thirdly, assessment of whether atolerable dose has been respected requires full knowledge of
the exposure to the substance in question, which becomes as Sisyphus task when one
considers the countless possible sources of exposure. And lastly, exposure to chemicalsis
always only looked at substance by substance, ignoring the overall combined exposure to
multiple chemicals with potentially similar effects, hereby introducing a systematic
underestimation of the risks.

The current system assumes that chemicals pose no problems unless shown otherwise. The
burden of proof that a chemicals poses an unacceptable risk is on the authorities. Until that
moment, the chemicals can be marketed without restrictions. If the authority does not receive
information that allows assessing the eventual risk, no measures can be taken. Evenif it
receives information, it is not enough to show that the chemicalsis hazardous, and that it is
released to the environment. It furthermore needs to be shown that the likely exposure is so
high that it will have adverse effects. However, data on exposure are almost aways deficient
and simpl e relationships between one chemicals and specific adverse effects are difficult to
prove in complex living organisms. As aresult, not only is the burden of proof on the wrong
side, but it is aso unacceptably high.

2.3. Problemsof structure: Split responsibilities

Currently, effective actions are not only delayed by lengthy risk assessments, but also by split
responsibilities. Different servicesin the Commission are responsible for risk assessment and
for risk management, respectively, and often there is no link from risk assessment to risk
management, resulting in further delays or inappropriate follow-up.

2.4. Lessonsfrom the current system

The current system failed to protect human health and the environment, because it tolerated
releases of hazardous chemicals to the environment and rewarded ignorance or incomplete
knowledge about a chemicals with non-action. Large resources are spent on ng afew
chemicalsin detail, while most other chemicals remain largely unaddressed, and even where
problems are shown, little restrictive action is taken too late. The uncertainties inherent in
ecotoxicology and the limits of science are ignored. The burden of proof is on the authorities
instead of on those who intend to commercialise a certain chemicals. The system isincoherent
and not transparent.

We need anew chemicals policy strategy that is proactive instead of reactive, that makes it
possible to have a basic grasp of all chemicals with the limited resources available, and to
effectively manage chemicals of concern before damage is done.

3. General commentson the new strategy

The overall objective of the strategy is to achieve sustainable development. The rapporteur

considers that the Commission proposa has much merit and supportsit in general terms. But
to realise this objective, more is needed. That is why the rapporteur proposes the following
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additions and changes.

- Implementation of a clear objective: By 2020, discharges, emissions and | osses of
hazardous substances (persistent, bioaccumulative and toxic, or of equivalent concern)
shall cease, in line with commitments given in international fora.

- Need for one legal instrument: In the interest of transparency, coherence, effectiveness
and rapid adoption, the new regulatory framework should take the form of one legal
instrument, preferably aregulation.

- Substitution principle: Manufacturers and users of chemicals need to be obliged to choose
aless dangerous alternative as soon as thisis possible.

- Public information: The information gathered in the future chemicals strategy should be
publicly available, confidentiality should be limited to a minimum, products need to be
labelled for their content of hazardous substances, and an EU product register should be
facilitated.

- Coherence: Related legidation in other areas needs to be subsequently recast to achieve
coherence.

- EU global initiative: The EU should request al parties at the UN Rio+10 meeting in
Johannesburg to make a commitment for aglobal chemicals policy built on sustainable
devel opment and the precautionary principle.

4. Specific commentsto the REACH system

The Commission's proposal for a chemicals strategy is based on the so-called REACH system
(Registration, Evaluation and Authorisation of Chemicals). All chemicals produced by a
manufacturer in more than 1 tonne/year should be registered. Thiswill give basic data about
production volumes, intended uses and basic properties for about 30,000 substances, while
testing of substances below 10 tonnes (ca. 20,000) is limited to in vitro tests. All substancesin
volumes above 100 tonnes as well as certain chemicals of concern irrespective of tonnage will
be evaluated (ca. 5,000 substances). Chemicals of very high concern —those that are
carcinogenic, mutagenic or toxic to reproduction (CMR substances categories 1 and 2), and
those with characteristics of persistent organic pollutants (POPs) will be authorised for
specific uses, provided that the applicant can show that the use presents anegligible risk.

The rapporteur welcomes the proposal for a single system for existing and new substances.
The principle of "no data, no marketing” that has been implicitly applied in the new strategy —
chemicals that have not undergone certain testing by a certain date may not be put on the
market anymore —is fully supported. Similarly, the reversal of the burden of proof for
substances of very high concern is strongly supported. The responsibility to show that a
substance of very high concern can be safely used in a specific application should be on the
industry, not the authority.

However, the rapporteur wishes to raise the following concerns:
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Tonnage threshold: Chemicals under 1 tonne must be included in the system. Otherwise,
many new chemicals would fall out of the system, as they start with low tonnages. There
may well be dangerous chemicals produced in very low gquantities, which should not
escape the system. No incentive should be given to avoid registration by staying below the
threshold, all the more that the total tonnage may be well over 1 tonne as soon as there are
several manufacturers.

Conditions for registration: Registration needs to be structured so that a maximum of
substances of concern can be identified early to allow swift action on these.

Risk assessment: Where risk assessments are undertaken, they need to be independently
verified, and the reference point should be the child, instead of the average adult, given its
increased sengitivity.

Link registration/evaluation to authorisation: A substance needs to be subjected
immediately to authorisation as soon as the existing data, registration or evaluation data
identify it to have one of the properties of very high concern;

Animal tests: International exchange of information must be increased in order to make
use of all available data and to avoid the duplication of tests. Models for grouping
chemicals and other methods must be used to identify chemicals of particular concern.
The use of animal tests should be prohibited were alternative tests are available, and more
resources need to be given to accel erate the development and validation of further
aternative tests.

Use of substances in products/import products: While the new system envisages
controlling the use of substances of very high concern in products via authorisation, it is
unclear how the use of chemicals of less than very high concern in products will be
addressed. Furthermore, import products may contain unregistered chemicals with
unknown risks to humans and the environment. It isimportant that al uses of chemicals of
concern in products are covered by the new legislation.

Conditions for authorisation: The authorisation of substances of very high concern should
be limited in time, and should only be given upon proof by industry that the use in
guestion is essential to society and that no safer alternative exists. The authorisation
process should also comprise persistent, bioaccumulative and toxic substances, and those
of equivalent concern, such as very persistent and very bioaccumul ative substances,
endocrine disrupters, sensitisers and substances that are carcinogenic, mutagenic and toxic
to reproduction (CMR) category 3, while substances that are persistent and
bioaccumulative should be added to the authorisation system as soon as possible. No uses
of substances of very high concern, which lead to releases to the environment during their
life cycle, should be authorised after 2020.
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SHORT JUSTIFICATION

A comprehensive framework for chemicals control has been created at EC level which
currently includes notification of new substances and the systematic evaluation of existing
substances. A harmonised system for classification, packaging and labelling of dangerous
substances and preparations, as well as for limiting the marketing and use of dangerous
preparations and substances, has been set up.

The White Paper’ s objective is to ensure a high level of protection for human health and the
environment, while ensuring the efficient functioning of the internal market and stimulating
innovation and competitiveness in the chemical industry.

Asacentral part of the White Paper is a proposal to adopt a new regulatory framework based
on the Registration, Evaluation and Authorisation of Chemicals (hereafter REACH). This
system is designed to apply both to new and existing substances and thereby respond, as
regards the latter, to the shortcomings of the current evaluation system. Y our draftsman
welcomes this approach of converting the current double registration of chemicals systems
into the new REACH system.

He also fully supports the political objectives of the Commission’s White Paper that should
lead to the implementation of a more coherent, transparent and workable European framework
for the safe use of chemicals.

Consumers' access to information in matters concerning the environment and, in particular,
chemical substances, is of paramount importance in ensuring effective implementation of
Community environmental law. Y our draftsman considers it essential to reinforce the
synergies between consumer protection and environment policies.

With thisin mind, your draftsman wishes to raise the following concerns:

— Provision of data under the REACH system: Allocation of responsibilities between
producers, importers and downstream users, the registration of products and other
obligations must be clearly established.

— Focus on problematic uses: the new chemicals policy must focus on problematic uses of
agiven chemical rather that its intrinsic hazardous properties.

— Legal security: time limits for fulfilling the obligations must be established; fees must not
be excessive and be reconciled with the requirements of the internal market.

— Commercial secrecy: data affecting commercial and industrial confidentiality, including
intellectual property should be an exception from the duty to provide accessto
information.

— Comitology: the type of committee in charge of assisting the Commission in the exercise
of itsimplementing powers should be clearly defined.

— Protection of consumers: consumers are entitled to basic information on chemical
substances which could, in particular, take the form of alist of indicators on the risk of
chemical substances.

— Sanctions. while respecting the Member States' competence in this area, sanctions should
be dissuasive, effective and proportionate.
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CONCLUSIONS

The Committee on Legal Affairs and the Internal Market calls on the Committee on the
Environment, Public Health and Consumer Policy, as the committee responsible, to
incorporate the following pointsin its motion for a resolution:

1. Welcomes the Commission's proposal for a strategy on a new chemicals policy and
supports the Council conclusions of 7 June 2001 on that matter.

2 . Practicability and transparency of the registration system

The proposed registration system must be practicable, transparent and fully consistent with
article 95 of the Treaty on completion of the Internal Market. Here there is aneed for
particular care to ensure that the extent of the data does not cause the system to clog up; and
that a sense of proportion applies when deciding on the extent of the data submitted for
registration. For this reason we urgently recommend excluding small quantities, of an annual
production figure of up to one tonne, from the registration system altogether. The same
principle of due proportion means that the required definition of a product’s intended use
must properly reflect the interests concerned, in other words it must be possible for
manufacturersto restrict it to the uses they intend it to have. For practical reasons, and also to
preserve confidentiality, it appears necessary to extend the time limits for submitting the
registration files for existing substances beyond the dates proposed in the White Paper. And
there is no discussion of time limits for forwarding information on, for instance, new uses.
Finally, it isworth pointing out that fees must reflect the actual administrative costs incurred.

3. Requests that future Community legislation on chemicals be comprehensive in scope and
effective in action against releases of hazardous substances to the environment so as to protect
human health as well as the environment.

4. Extent of responsibility

Manufacturers and processors' responsibilities should be clearly laid down, as the White
Paper says, but beyond that the requirement to provide information should not be exaggerated
to include any commercial or private user.

5. Consumer protection

The improvement in consumer protection to which the White Paper aspiresis not precise
enough. The precautionary principle should be applied in accordance with the guidelines
adopted by the Commission and the European Parliament. In the case of chemicals policy
consumer protection should, apart from risk prevention, be primarily a matter of clear and
comprehensible information. This seems not to be the case, particularly in view of the
guantity of information to be conveyed. Asks the Commission to produce a consistent and
clear definition in European law of the so-called “ substitution principle”.

6. Data protection

The White Paper’ s comments on data protection do not seem adequate to ensure that trade
secrets will be protected by all the authorities involved. The extent of the requirement to

PE 304.693 28/36 RR\452068EN.doc



publish must take such needs into account. And copyright must be safeguarded in the Safety
Data Sheset, to protect those submitting the information from unauthorised use of the data.

7. Protection of property

The proposal’ sideas for dealing with the property rights applying to the data submitted seem
extremely problematical and should not be implemented. Instead, there must be adequate
protection of test data, as for instance the biocide directive requires. In view of Article 295 of
the Treaty it would also seem worth considering introducing a supplementary protection
certificate under the law on medicinal products, so asto compensate for a possible reduction
of copyright terms under patent law as aresult of the registration procedure.

8. Procedural issues

The question arises as to whether an independent central body needs setting up for chemicals
policy in addition to the authorities in the Member States. We should avoid duplicating
administrative authorities; it would be worth considering whether ssmpler procedures are
feasible. And there is no comment on the comitology procedure that will apply. In view of the
uncertainties surrounding the allocation of responsibilities between the Commission, the new
body and the Member State authorities, this matter needs taking up as a priority.
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SHORT JUSTIFICATION

The Commission White Paper pursues the ambitious objective of launching a comprehensive
modernisation of EU law relating to substances and products. In doing so, the objectives of
merging provisions relating to existing and new substances, together with a uniform
registration and evaluation procedure for all substances produced in excess of 1 tonne
annually, are on the right lines.

Those objectives are to be achieved by strengthening management of chemicals by the
industry on its own responsibility. On the basis of experience hitherto with individual
provisions of chemicals policy, in particular the regulation on existing substances, extensive
measures are proposed that are merged in the White Paper's REACH model.

The intention to shift responsibility for risk assessment and chemicals management to the
industry points in the right direction. On the basis of existing data, it might be possible, on a
manageabl e timeframe, for all existing substances to be registered and assessed by the

year 2012.

Quantities of chemicals are not however a sufficient criterion for ng risk. The opinion
therefore proposes introducing a two-stage procedure like that used in the USA that will
provide for risk assessment independent of quantity by industry, scientists and the authorities
before further evaluations or collecting of data, which may have to be conducted in
association with animal experiments, are carried out. It isin that connection disproportionate
to call for animal testing where the results can at best confirm the precautionary measures
already taken by enterprises. The limited resources of enterprises, in particular small and
medium-sized ones, can be more efficiently deployed on practical protection measures than
on multiple data-confirmation.

The purpose of comprehensive chemicals legislation must be the safe use of substances
during their entire life-process. Special conditions must also apply to the use of chemicalsin
the production process and in industrial parks on the basis of existing workplace-protection
and safety provisions and the experience and expertise of chemical-industry employees.

With the bureaucratic authorisation procedure proposed, the White Paper departs from its own
declared priorities of reversal of the burden of proof and balanced reform in so far asit seeks
to strike a balance between improving health, workplace and environmental protection on the
one hand and strengthening competitiveness and capacity for innovation in the chemical
industry and the processing industries dependent on it on the other.

The report therefore calls for further studies on the economic impact, deployment of a
working party of experts and examination of alternatives to the proposed authorisation
procedure, which, as it stands, will lead to significant delays in decision-making and
dramatically increase the costs to industry. A working party should at the same time also be
set up to look into imports of chemicals produced outside the EU, the impact of the proposed
scheme on small and medium-sized enterprises and the structure of the chemical industry as a
whole.
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Only when those additional results have been obtained should a start be made on
implementing the legidlative package.

CONCLUSIONS

The Committee on Industry, External Trade, Research and Energy calls on the Committee on
the Environment, Public Health and Consumer Policy, as the committee responsible, to
incorporate the following pointsin its motion for a resolution:

A.

whereas the new chemicals policy should contribute to sustainable devel opment and
ensure ahigh level of protection for human health, including workers health, and the
environment,

whereas the new chemicals policy should build on the EU's declared objective of
sustainable development and promote and stimulate innovation towards a sustainable
chemicals industry encompassing the entire life cycle of chemical substances from
product development through use, phasing-out and disposal;

whereas the new policy should be designed in away that it is transparent, comprehensive
in scope, practicable and effective in action,

whereas import products should fulfil the same requirements as EU products,
whereas the use of animal testing should be reduced to the absolute minimum,

whereas the Lisbon European Council pointed out that the competitiveness and buoyancy
of the markets depend directly on a regulatory framework to encourage investment,
innovation, and entrepreneurship,

Welcomes the submission of a White Paper as afirst step towards a necessary
comprehensive reform of European chemicals policy, which must pursue in a balanced
manner the twin objectives of improving health, workplace and environmental protection
on the one hand and strengthening competitiveness and capacity for innovation in the
chemical industry and the processing industries dependent on it on the other;

Cdllsfor the conditions necessary for the competitiveness of the Community's industry to
be assured, and for their efforts to be directed to encouraging an environment favourable
to initiative and to the devel opment of undertakings throughout the Community,
particularly small and medium-sized undertakings, in accordance with Article 157 of the
EC Treaty,

Cdllsfor afast track to be established within the multiannual framework programme
2002-2006 of the European Community for research, technological development and
demonstration activities aimed at contributing towards the creation of the European
research area (COM (2001) 94), with aview to encouraging small and medium-sized
enterprises in particular to develop new products that will protect health, safety, and the
environment to an increasingly greater degree;
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10.

11.

12.

13.

14.

15.

Calls on the Commission to encourage the Member States to provide means of financial
support for small and medium-sized enterprises with a view to developing facilities and
operating arrangements to help them cope with the technical and organisational burdens
stemming from REACH,;

Welcomes the intended closure of continuing gaps in the knowledge of some 30 000
existing substances in a manageabl e time-frame and on the basis of the extensive data
already in the possession of Member-State authorities and chemical-industry enterprises;

Welcomes the shifting to the industry of responsibility for generating and assessing data
and evaluating its impact on the economy (reversal of burden of proof), and the
associated relaxation of pressure on the authorities;

Considers that development of safer products in an environmentally sensitive manner,
enhanced transparency and consumer information are positive marketing benefits which
can enhance the competitiveness of the European chemicalsindustry;

Welcomes the fact that under the proposed scheme, no imports, production or marketing
will be possible without registration;

Asks that a mechanism of sanctions be introduced into the system against producers or
importers who withhold relevant information;

Welcomes the Commission initiative for developing validated alternative testing
procedures so as to avoid animal experiments;

Calls on the Commission to ensure that animal testing is reduced to the absolute
minimum by: 1. ensuring that all quality data are considered; 2. that requirements for
additional testing are based only on risk considerations; 3. that a strategy based on non-
animal testing is progressively implemented; and 4 that the ‘worst-case scenario’ risk-
management procedures are adopted in order to rule out the use of animalsin tests, not to
make other possible experiments redundant;

Calls on the Commission to encourage other countries to (a) make existing and future
animal test data publicly available and (b) accept the validity of datafrom non-animal
tests which are accepted within the European Union;

Callsfor al operators, in particular those at the processing and end-user stages of the
production chain and product life-cycle, to be included in the chemicals security scheme,
and for transparency vis-a-vis the public to be increased,

Cdllsin that connection for a comprehensive study of the economic impact of the
proposed new chemicals policy and its evaluation to be conducted before any practical
legidlation is enacted,;

Believes that the new Chemicals Policy should provide the basis for the regulation,
evaluation, and authorisation of all chemicals and consequently impact all consumer
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16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

product legiglation;

Callsfor areview of the regulations proposed in the White Paper for substances within
the closed systems of an enterprise and for applicationsin the production process;

Welcomes the merging of legislative provisions applicable to existing and new
substances, and the proposed uniform registration and evaluation procedure for all
substances produced in excess of 1 tonne annually; rejects calls for an additional register
for all substances produced at under 1 tonne annually;

Welcomes the fact that a uniform database for the approximately 1 000 substances
marketed in large quantities worldwide will be available by 2004; calls, however, for the
approach submitted in the matter of registration deadlines to be reviewed,;

Callsfor processing and end-user stagesto be included in the overall approach, and for a
specia status to research and development activities and intermediate chemicals
exclusively used in the manufacturing process within closed systems, on the basis of
environmental - and workplace - protection regulationsin force;

Welcomes the involvement of downstream users — including non-industrial users—at all
stages in the production chain, and calls for measures to ensure that small users and
intermediate users are not burdened disproportionately; insists in particular that the
property rights of processing and user enterprises in data and risk assessment must be
protected vis-a-vis European and non-European competitors and the international
standard-setting requirements applying to trade also be observed under the WTO, in
order to guarantee that imported products satisfy the same requirements as EU products;

Considers that small and medium-sized enterprises cannot be expected to cope with too
great a burden of red tape, and that risk information and warning measures should in any
event be strengthened by way of product labelling;

Supportsin principle the quantity-oriented inspection requirements for substance
registration; calls however for atwo-stage procedure to ensure appropriate risk
assessment since the amount of a substance used cannot in itself provide a decisive
criterion for risk assessment;

Rejects calls for regulatory measures that would impose restrictions on substances solely
on the strength of 'qualitative’ considerations and not on the basis of a scientific risk
assessment;

Stresses that the substitution principle should apply to al chemicals of high concern, not
just those already authorised; chemicals that are dangerous should be substituted with
safer chemicals, or with materials or safer technologies not entailing the use of such
chemicals; substitution should become a duty for manufacturers and downstream usersto
avoid risks to workers as well as to human health and the environment in general;

Considers that the REACH-model authorisation procedure could lead to increased
bureaucratic complexity in relation both to industry and to the authorities and could cause
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26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

significant delays in decision-making and so increase costs to industry; calls therefore for
aworking party to develop proposals to streamline the REACH-model authorisation
procedures;

Considers that the risks even of especially dangerous substances are containable with the
registration and evaluation model set out in the White Paper and risk-management
measures derived from it and requests the use of screening procedures based on risk
assessment in order to prioritise substances for early registration;

Invites the Commission to consider the possibility that the JRC and in particular the
European Chemical Bureau of this centre may become the centralised site for registration,
evaluation and authorisation of new chemical substances, thus avoiding heterogeneous
criteriain the different Member States;

Callsfor the authorisation procedure to be confined to CMR substances (categories 1 and
2) and POP as defined in Annex D to the Stockholm Convention;

Believes that effects on children’s health must be properly taken into account in the risk
assessment procedure;

Fears that the proposed authorisation procedure will force small and medium-sized
enterprises in particular off the market because the high authorisation costs will make it
impossible for them to maintain a viable market position;

Rejects the call for time-limited authorisations, since despite substantial commitmentsin
costs and time, significant legal uncertainty will still apply to the future marketing of
substances; rejects also the requirement that only so-called 'socially necessary' substances
should be authorised as being tantamount to state economic planning and a state-run
economy;

Welcomes active participation of downstream users from the outset and considers that
time limits for the provision of information should be inclusive of the total product chain;

Considers that the only acceptable kind of authorisation procedure is one under which
decisions by the authorities will be made as directly as possible on the basis of the
information obtained at the registration and evaluation stage; calls for consistent
adherence to the precautionary principle advocated by the Commission, which provides
for risk-management measures, scientific risk-assessment, proportionality and a cost-
benefits estimate;

Callsfor clearly specified alocations of European Commission and Member State
assessment activities to be guaranteed by maintaining a centralised approach to
registration, valuation and authorisation laying down binding deadlines for the various
stages of the REACH procedure;

Insists that any specific derogations requested by Member States must be justified and
granted in accordance with clear procedures drawn up at Community level;
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36.

37.

38.

39.

40.

4]1.

42.

43.

Requests that any person who imports into the Community a consumer product for sale,
hire, leasing, or any form of distributing in the course of his business shall ensure that the
chemicals contained in the product meet the requirements laid down in chemicals
legislation;

Insists that chemicals produced in the EU and products derived from them must not be
disadvantaged vis-&Vvis imports and that imported products must not contain chemical
substances that are banned in the EU;

Considers that liability legislation in force is adequate to the purposes of restructuring
chemicals policy;

Insists that the proposed right of public access to information about substances must be so
structured as to do justice both to consumers needs for information and producers needs
for protection of confidential information; considers it inappropriate for complete product
data, applications and composition to be revealed in minute detail in the form of a public
product register;

Considers that labelling of consumer products with regard to all substances shall be based
on risk assessment to allow consumers to make informed choices;

Callsfor the approach adopted in the White Paper of a consistent and integrated
European substances and products law not to be confined to chemicals, but for acquired
data collection and risk assessment procedures to be applied aso to other areas of EU
legislation on workplace, consumer and environmental protection;

Believes that the new Chemicals Policy should provide the basis for the regulation,
evaluation and authorisation of all chemicals and calls on the Commission to make
provision for the integration of all relevant Community legislation in line with the future
chemicals directive;

Insists that the whole new chemicals policy strategy must be devel oped at European level
so asto guarantee a high level of protection and prevent splintering of the European
internal market;

Insists that before any future regulations are enacted, their socio-economic impact, in
particular that on small and medium-sized enterprises, having regard in particular to the
possible effects on employment and jobs in European industry as awhole, must be
analysed and taken into consideration, and calls consequently on the EU Commission to
engage in permanent dialogue with the industry and the trade-unions.
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