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SHORT JUSTIFICATION

The REACH proposal is an important step towards creating a healthier and more 
environmentally friendly society in Europe while ensuring the competitiveness of the chemical 
industry and improving the level playing field for chemicals on the internal market.

REACH gives opportunity for a more environmental driven technological development. Today 
the market for environmental technology is growing at a rate of 5 to 20 percent per year. 
REACH will increase the knowledge about all substances and give way to new technologies, 
new substances as well as new companies. In this respect, REACH is important for reaching 
the goals of the Lisbon Agenda.

However, industry always needs to improve its performance, not least on the international 
market. A workable regulatory framework is one of the many factors which influence industry's 
competitiveness and companies´ decisions on how to develop. The simplification of merging 
numerous directives into one and to have Community rules on chemicals is benefitial to 
industry and consumers alike.

In order to simplify and strengthen the proposal, to increase its workability and to alleviate the 
costs on SMEs, your draftswoman suggests the following:

Scope 
For workability reasons the scope should be defined more narrowly:

Exemptions shall be granted for recycled materials, as these are indispensable to sustainable •
development and their use should not be restricted under REACH.
Minerals, ores and other chemically unmodified substances occurring in nature should be •
exempted, in so far as they can not classified as CMRs. Ore and concentrates are 
transported in bulk to authorised facilities already under Community rules, and thus do not 
constitute a danger to human health or the environment. 
Pulps used in paper manufacturing should be exempted, as there is no added value in •
demanding expensive testing and registration of such harmless materials.

Duty of care and information in the supply chain
A very important aspect of REACH is the dissemination of information throughout the supply
chain to enable companies to take the best actions in order to protect human health and the 
environment.

The right for downstream users and consumers to receive relevant information about chemicals 
should be strengthened. Your draftswoman therefore suggests to introduce a general "duty of 
care" principle into REACH. Further, the consumer should always have the right to know what 
hazardous chemicals are contained in articles.

Registration
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The requirements for registration should be simplified while strengthening the degree of 
environmental protection:

For companies that already have registered a substance for some uses, the procedure for •
registering more uses for the same substance must be simplified.
The amount of required information should be based on the average of the preceding 3 •
years of production instead of on the current calendar year. This will allow the system to 
take fluctuations in production volumes into account.
The mandatory information requirements for product and process oriented R&D (PPORD) •
should be limited. During a PPORD programme, there will be no need for information 
exchange in the supply chain.
Information on acute toxicity, biodegradability and algea growth inhibition should be •
mandatory for all substances.

Substances in articles
Article 6 covers the registration of substances which are intentionally and/or unintentionally 
released from articles. As the provisions in Article 6 cover imported articles also, the phrasing 
has huge implications for trade, and nearly all trade partners have expressed concern over the 
current wording. Here indeed, the Commission proposal is ambiguous as regards awareness of 
release, reasonably foreseeable use, and assumption of adverse effects. Further, there is no 
mechanism by which the authorities can demand information without prior notification by the 
producer/importer.

Therefore, the following simplifications and improvements are suggested:
The Agency shall be empowered to request the registration of a released substance in cases •
of concern.
The conditions under which the Agency can request this registration should be risk based •
to ensure compatibility with WTO provisions.
The conditions should be in line with the conditions in the evaluation part of the proposal.•
The Agency does not need to investigate cases where information is already available at the •
Agency as a result of earlier registration.

One substance one registration (OSOR) and cost sharing 
REACH already makes sharing of animal test data mandatory, and this is warmly welcomed. 
Sharing of test data should as far as possible be the guiding principle in REACH, and steps 
should therefore be taken towards a system of "one substance one registration" where data is 
shared between all companies using the same substance. Such a system will reduce costs and 
bureaucracy and improve the quality of data as more information will be available to all 
companies. The basis could be the following model: First, a voluntary agreement is sought, if 
necessary with the assistance of an arbitration board. If such an agreement can not be found, an 
objective system of cost sharing will be used. This way all registrants will pay an equal part of 
the testing costs involved. Such a system would be transparent and secure the interest of 
parties with smaller market power (mainly SMEs). 



AD\579754EN.doc 5/150 PE 353.595v03-00

EN

Prioritisation
For some low-volume substances the costs of REACH could be high, which might result in 
withdrawal of substances from the market on economic rather than environmental grounds.

Needless to say, a solution is not to be found in relaxing the information requirements. 
However, some kind of mechanism should be built into the system in order to ensure that 
specific substances of concern can be readily identified.

Your draftswoman therefore would welcome a revised system for the low-volume substances, 
whereby a more targeted request for information will be based on the actual need. An initial 
period of data collection followed by an assessment by the Agency of the further information 
needs could be a starting point for such a system.

Role of the Agency
The Agency must have responsibility for the decision-making in all phases of REACH. Only 
this will secure a level playing field with equal treatment of all registrants and a common 
standard for protection of human health and the environment within the Community. The 
technical work associated with evaluation should still be carried out by the national competent 
authorities where the expertise exists and will remain, but the coordination and decision-
making must rest solely with the Agency. The Agency should therefore be given responsibility 
for:

Collecting and making generally available existing information on substances, especially •
from new Member States where all chemicals control has so far been carried out by the 
State;
The evaluation of testing proposals made under the registration procedure;•
Dossier and substance evaluations;•
Formulating the rolling programme and delegating tasks to the various Member State •
authorities where the actual work will be carried out.

The influence of the Member States in the decision process will be through their seat in the 
Member State Committee and within the context of the Forum.

Small and Medium-sized Enterprises (SMEs)
Your draftswoman believes that the costs for SMEs can be reduced in several ways. Firstly, 
SMEs operating in markets with many producers and/or importers will benefit from the 
enhanced sharing of test data under OSOR. Secondly, SMEs operating in markets with only 
few producers and/or importers where sharing of data will not be sufficient, a mechanism for 
prioritisation would avoid unnecessary testing.

Member States could also offer financial help to SMEs in specific situations in order to 
alleviate their registration and testing costs. Under the current "de minimis" clause for State 
Aid, any support not exceeding €100.000 over a period of 3 years is allowed. Furthermore, 
within the "block exemption" for SMEs, state aid for investment (which could also partly cover 
testing costs) is to some extent allowed.
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Finally, in case REACH will prove to cause substantial problems in specific sectors and/or 
regions where many SMEs operate (for example the textiles or leather industry), a possibility 
would be to use the "Growth and Adjustment Fund" which is currently being set up under the 
new Structure and Cohesion Funds.

International aspects of REACH
REACH should constitute the first step towards a global system for testing, evaluation and 
registration of chemicals. REACH must therefore as far as possible be interlinked with other 
international programs such as the "Global HPV Portal" under which hazard information on 
High Production Volume (HPV) chemicals is made publicly available. This will both secure 
WTO compatibility and create a platform for industry, governments and NGOs to exchange 
information.

The EU should also take initiatives to bilateral agreements with third countries about mutual 
recognition of test data. Further, the non-confidential information about substances collected 
under REACH should be shared internationally. For developing countries, the EU must offer 
help to set up chemical regimes, knowledge transfer, and assistance in fulfilling the REACH 
requirements, as it is important that trade with these countries is not limited by their possible 
unability to do so.

Research
The implementation of REACH should be accompanied by a comprehensive framework to 
develop and support research into alternatives to hazardous chemicals. A good example is 
Massachusetts where an institute to conduct such research and offer the results to industry has
been set up within the context of chemical safety legislation.

A Community program or "virtual institute" for research into sustainable technology should be 
set up, for example under the new public-private partnership "European Technology Platform 
for Sustainable Chemistry". Additional funding for this initiative should be considered in the 
discussion on the next Framework Programme for Research. 

More research is also needed in alternative test methods which can reduce animal testing and 
lower testing costs. Council Directive 86/609 regarding the protection of animals used for 
experimental purposes calls for development and validation of alternative test methods. The 
European Centre for the Validation of Alternative Methods (ECVAM) has been established in 
response to the Directive. Such initiatives need more financial support and their scope should 
be widened to include basic research.

AMENDMENTS

The Committee on Industry, Research and Energy calls on the Committee on the Environment, 
Public Health and Food Safety, as the committee responsible, to incorporate the following 
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1 OJ C ... /Not yet published in OJ.

amendments in its report:

Text proposed by the Commission1 Amendments by Parliament

Amendment 1

Recital 3 a (new)

(3a) Capacity building in the new Member 
States towards securing a high level of 
health and environmental protection 
should be an objective of EU chemicals 
legislation.

Amendment 2

Recital 8

(8) Responsibility for the management of the 
risks of substances should lie with the 
enterprises that manufacture, import, place 
on the market or use these substances.

(8) Responsibility for the management of and 
for the information on the risks of 
substances should lie with the enterprises 
that manufacture, import, place on the 
market or use these substances.

Information on the implementation of 
REACH should be easily accessible, 
particularly for very small businesses, 
which should not be disproportionately 
penalised by the implementation 
procedures.

Justification

Preliminary to the introduction of "duty of care" in further amendments.

REACH should provide an opportunity to involve firms, including very small businesses, and 
not be an obstacle that excludes them.

Amendment 3

Recital 10 
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(10) The evaluation provisions provide for 
follow-up to registration, by checking that 
registrations are in compliance with the 
requirement of this Regulation and by 
allowing for generation of more information 
on the properties of substances. Member 
States should evaluate such substances if 
they have reasons for suspecting that such 
substances present a risk to health or the 
environment, after having included them in 
their rolling plans.

(10) The evaluation provisions provide for 
follow-up to registration, by checking that 
registrations are in compliance with the 
requirement of this Regulation and by 
allowing for generation of more information 
on the properties of substances. The Agency 
shall evaluate these substances if they have 
reasons for suspecting that such substances 
present a risk to health or the environment 
(deletion).

Justification

Evaluation of substances should be carried out centrally by the Agency.

Amendment 4

Recital 16

(16) Experience has shown that it is 
inappropriate to require Member States to 
assess the risks of all chemical substances. 
This responsibility should therefore be given, 
in the first place, to the enterprises that 
manufacture or import substances, but only 
when they do so in quantities exceeding a 
certain volume, to enable them to carry the 
associated burden. Those enterprises should 
take the necessary risk management 
measures in accordance with their assessment 
of the risks of their substances.

(16) Experience has shown that it is 
inappropriate to require Member States to 
assess the risks of all chemical substances. 
This responsibility should therefore be given, 
in the first place, to the enterprises that 
manufacture or import substances, but only 
when they do so in quantities exceeding a 
certain volume, to enable them to carry the 
associated burden. Those enterprises should 
take the necessary risk management 
measures in accordance with their assessment 
of the risks of their substances.

This includes the duty to describe, 
document and notify in an appropriate, 
transparent fashion the risks stemming 
from the production, use and sale of each 
substance. Producers and downstream 
users should select a substance for 
production and use on the basis of the 
substances available showing the least risk.

Justification

Introduction of the principle of the "duty of care".

Amendment 5



AD\579754EN.doc 9/150 PE 353.595v03-00

EN

Recital 17

(17) In order to undertake chemical safety 
assessments of substances effectively, 
manufacturers and importers of substances 
should obtain information on these 
substances, if necessary by performing new 
tests.

(17) In order to undertake chemical safety 
assessments of substances effectively, 
manufacturers and importers of substances 
should obtain information on these 
substances, whereby risk evaluation and 
safe use must be judged on the basis of 
actual exposure. Existing information must 
be made available, subject to companies’
keeping confidential data secret, before 
new tests, particularly tests on animals, are 
carried out. 

Justification

Using existing information speeds up the evaluation process and avoids experiments on 
animals.

Amendment 6

Recital 18

(18) For purposes of enforcement and 
evaluation and for reasons of transparency, 
the information on these substances, as well 
as related information, including on risk 
management measures, should be submitted 
to authorities, except in defined cases where 
such submission would be disproportionate.

(18) For purposes of enforcement and 
evaluation and for reasons of transparency, 
the information on these substances, as well 
as related information, including on risk 
management measures, should be submitted 
to the Agency, except in defined cases where 
such submission would be disproportionate.

Amendment 7

Recital 23

(23) One of a group of multiple registrants 
should be allowed to submit information on 
behalf of the others according to rules which 
ensure that all the required information is 
submitted, while allowing sharing of the 
costs burden.

(23) One of a group of multiple registrants 
should be allowed to submit information on 
behalf of the others according to rules which 
ensure that all the required information is 
submitted, while allowing sharing of the 
costs burden. However, appropriate 
guidelines should be adopted to guarantee 
the accessibility and the representation of 
SME’s in this consortia.
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Justification

In order to make such consortia affordable for SME’s, appropriate measures should be taken 
to guarantee their representation and to defend their interests.

Amendment 8
Recital 28 a (new)

(28a) For reasons of workability, wastes 
and materials used as secondary raw 
material or as a source of energy, shall be 
exempted. Generating value 
("valorisation") from wastes and materials 
used as secondary raw material, or as a 
source of energy in recovery operations 
contributes to the EU objective of 
sustainable development, and this 
Regulation shall not introduce 
requirements which reduce the incentives 
for such recycling and recovery.

Justification
Including recycled raw materials in the scope of REACH could seriously hamper recycling 
and recovery and thereby increase the need for non-renewable resources. It should be made 
clear that a) double legislation is avoided, b) recycling is in no way discouraged by REACH. 
Recycling efforts, operating permits and the used of recycled materials as "secondary raw 
materials extracted from waste" are already regulated under existing Community legislation.

Amendment 9

Recital 28 b (new)
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(28b) For reasons relating to the 
effectiveness, uniformity and fairness of 
the system, a group of technical and 
scientific experts should examine the list of 
substances in Annexes II and III 
(substances exempted from the obligation 
of registration) in order for criteria to be 
adopted for the inclusion of items in these 
annexes. Once criteria have been drafted, 
the content of the annexes could be 
updated so as to correspond to current 
principles, and new substances which 
comply with the requirements of the 
annexes could be inserted in these annexes.

Justification

Annexes II and III concerning exemptions from the obligation to register substances go back 
to the 1960s and 1970s, since when they have not been updated; consequently, Member States 
which have joined the EU more recently have not had the opportunity to influence their 
content. Unless Annexes II and III are updated, they will cause uncertainty and confusion 
within businesses. Updating would improve the practicability, uniformity and cost-
effectiveness of the REACH proposal without impairing the attainment of objectives relating 
to the protection of health and the environment. 

Amendment 10

Recital 29a (new)

(29 a) In order to help companies, and in 
particular small and medium-sized 
enterprises, to comply with the 
requirements of this Regulation, the 
Member States, in cooperation with the 
Commission, should put in place a 
comprehensive support network.

Justification

Many of the companies that will be affected by REACH are small and medium sized 
enterprises (SMEs). Special care should be taken to prevent the legislation from putting too 
high an administrative burden on them. The best practical solution could however vary from 
one Member States to the other, depending on the specific institutional framework in place. 
Members States should therefore be responsible for putting in place an adequate network of 
necessary support measures.
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Amendment 11

Recital 31a (new)

(31a) The Agency shall be responsible for 
registration and evaluation under this 
Regulation. The Agency shall rely on 
national authorities for technical 
assistance, and shall keep in close dialogue 
with these authorities at all times.

Amendment 12

Recital 31 b (new)

(31b) The Agency shall develop guidelines 
in Accordance with Annex I on how to 
apply use and exposure categories in the 
information requirements under this 
Regulation;

Amendment 13

Recital 32 

(32) To ensure that the information available 
to the authorities is kept up-to-date, an 
obligation to inform the Agency of certain 
changes to the information should be 
introduced.

(32) To ensure that the information available 
to the authorities is kept up-to-date, a 
reciprocal obligation for the Agency to 
inform the national authorities of certain 
changes and, conversely, for the national 
authorities to inform the Agency, which 
bears overall responsibility, should be 
introduced.

Justification

An exchange of information would facilitate the work of both the national authorities and the 
Agency.

Amendment 14

Recital 33
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(33) The sharing and joint submission of 
information should be encouraged to increase 
the efficiency of this Regulation through the 
Community.

(33) The sharing and joint submission of 
information should be encouraged to increase 
the efficiency of this Regulation through the 
Community. However, in order to make the 
SME’s benefit of the advantage of this 
consortia structures by representing them 
therein, appropriate guidelines should be 
adopted.

Justification

In order to make such consortia affordable for SME’s, appropriate guidelines should be 
adopted to guarantee their representation and to defend their interests.

Amendment 15

Recital 33 a (new)

(33a) The Agency shall develop guidelines 
to be used for establishing the sharing of 
costs in cases where the parties can not 
establish an agreement internally. Such 
guidelines must be fair and transparent, 
and must reflect both the number of parties 
involved and their respective production 
volumes.

Amendment 16

Recital 41

(41) Part of the responsibility for the 
management of the risks of substances is the 
communication of information on these 
substances to other professionals; this is also 
indispensable for those others to meet their 
responsibility.

(41) Part of the responsibility for the 
management of the risks of substances is the 
communication of information on these 
substances to other professionals and to non-
professionals by the most suitable means; 
this is also indispensable for those others to 
meet their responsibility in managing the 
risks and using the substances and 
preparations respectively.

Justification

Linked to the amendment to Recital 16. An appropriate and consistent communication system 
based on risk will provide consumers with the necessary information and advice to enable 
them to manage their risk safely and effectively when using a substance or preparation 
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containing chemicals.

Amendment 17

Recital 42

(42) As the existing safety data sheet is 
already being used as a communication tool 
within the supply chain of substances and 
preparations, it is appropriate to develop it 
further and make it an integral part of the 
system established by this Regulation.

(42) As the existing safety data sheet is 
already being used as a communication tool 
within the supply chain of substances and 
preparations, it is appropriate to develop it 
further and make it an integral part of the 
system established by this Regulation. 
However, other methods of communicating 
information on the risks and safe use of 
substances and preparations should be 
considered for consumers.

Justification

Linked to the amendment to Recital 16. 

Amendment 18

Recital 43

(43) In order to have a chain of 
responsibilities, downstream users should be 
responsible for assessing the risks arising 
from their uses of substances if those uses 
are not covered by a safety data sheet 
received from their suppliers, unless the 
downstream user concerned takes more 
protective measures than those 
recommended by his supplier or unless his 
supplier was not required to assess those 
risks or provide him with information on 
those risks; for the same reason, downstream 
users should manage the risks arising from 
their uses of substances.

(43) In order to have a chain of 
responsibilities, downstream users should be 
responsible for assessing the risks arising 
from their uses of substances if those uses 
are not covered by a safety data sheet 
received from their suppliers, unless the 
downstream user concerned takes more 
protective measures than those 
recommended by his supplier or unless his 
supplier was not required to assess those 
risks or provide him with information on 
those risks; for the same reason, downstream 
users should manage the risks arising from 
their uses of substances. Downstream users 
are also responsible for providing 
information on the risks and safe use of 
their substances and preparations along the 
supply chain up to the ultimate user the 
consumer.

Justification
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Linked to the amendment to Recital 16. 

Amendment 19

Recital 46a (new)

(46 a) If a manufacturer of a substance or 
an importer of a substance, either on its 
own or in a preparation, does not intend to 
submit a registration for a substance, he 
shall notify the Agency and his downstream 
users accordingly.

Justification

The current provisions of REACH have created fears amongst downstream users that 
substances might not be registered for economic reasons. This could have significant impact 
on their business. It is therefore necessary that manufacturers and importers would give 
downstream users an advance warning, allowing them to play an active role to start 
negotiations with manufacturers or importers to avoid critical substance withdrawal or to find 
suitable alternatives.

Amendment 20

Recital 48 

(48) In addition, it is necessary to instil
confidence in the general quality of 
registrations and to ensure that the public at 
large as well as all stakeholders in the 
chemicals industry have confidence that 
enterprises are meeting the obligations 
placed upon them; accordingly, it is 
appropriate that the same Member State be 
empowered to check the compliance of 
registrations submitted to this end.

(48) Confidence in the general quality of 
registrations can only be improved by giving 
the Agency full responsibility for the 
management of the new chemicals policy. 
To this end, the chemicals regulation must 
be dealt with and monitored in a uniform 
way in all the Member States, and both 
consumers and the chemicals industry 
must be able to rely on the rules being 
complied with, and compliance monitored. 
In evaluating registrations in compliance 
with the rules, the authorities in the 
Member States should work in close 
collaboration with the Agency.

Justification

Amendment 21

Recital 49
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(49)  The Agency should also be empowered 
to require further information from 
manufacturers, importers or downstream 
users on substances suspected of posing a 
risk to health or the environment, including 
by reason of their presence on the internal 
market in high volumes, on the basis of 
evaluations performed by Member State 
competent authorities. Member States 
should be made to plan and provide 
resources to this end, through the 
establishment of rolling plans. If a risk 
equivalent to the level of concern arising 
from the use of substances subject to 
authorisation arises from the use of isolated 
intermediates on site, Member States should 
also be allowed to require further 
information, when justified.

(49) The Agency should also be empowered 
to require further information from 
manufacturers, importers or downstream 
users on substances suspected of posing a 
risk to health or the environment, including 
by reason of their presence on the internal 
market in high volumes, on the basis of 
evaluations performed by itself. The Agency 
shall plan and provide resources to this end . 
If a risk equivalent to the level of concern 
arising from the use of substances subject to 
authorisation arises from the use of isolated 
intermediates on site, Member States should 
also be allowed to require further 
information, when justified.

Amendment 22

Recital 62

(63) In order to give Member States the 
opportunity to submit proposals to address a 
specific risk for human health and the 
environment, they should prepare a dossier in 
conformity with detailed requirements. The 
dossier should set out the justification for 
Community-wide action.

(63) In order to give Member States the 
opportunity to submit proposals to address a 
specific risk for human health and the 
environment, they should prepare a dossier in 
conformity with detailed requirements. The 
dossier should set out the justification for 
Community-wide action. The Chemicals 
Agency will be in overall charge of this 
procedure.

Amendment 23

Recital 70

(70) The structure of the Agency should be 
suitable for the tasks that it should fulfil 
experience with similar Community agencies 
provides some guidance in this respect but 
the structure should be adapted to meet the 
specific needs of this Regulation.

(70) The structure of the Agency should be 
suitable for the tasks that it should fulfil. 
Experience with similar Community agencies 
provides some guidance in this respect but 
the structure should be adapted to meet the 
specific needs of this Regulation. In this 
instance, this should include the creation 
of a centre of excellence in risk 
communication within the Agency.
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Amendment 24

Recital 73

(73) The Management Board should have the 
necessary powers to establish the budget, 
check its implementation, set the structure 
and amount of the fees, draw up internal 
rules, adopt financial regulations and appoint 
the Executive Director.

(73) The Management Board should have the 
necessary powers to establish the budget, 
check its implementation, set the structure 
and amount of the fees, draw up internal 
rules, adopt financial regulations and appoint 
the Executive Director. In accordance with 
the objective of seeking alternatives to test 
methods involving animals, appropriate 
funding should be provided under the 
Research Framework Programme for the 
development of alternative methods.

Justification

In order to find alternative methods to tests involving animals, appropriate funding should be 
provided under the Seventh Research Framework Programme for the development of 
alternative methods that may be used in order to meet the information requirements laid down 
in this regulation.

Amendment 25

Recital 90

(90) Regular reports by the Member States 
and the Agency on the operation of this 
Regulation will be an indispensable means of 
monitoring the implementation of chemicals 
legislation as well as trends in this field; 
conclusions drawn from findings in the 
reports will be useful and practical tools for 
reviewing the Regulation and, where 
necessary, for formulating proposals for 
amendments.

(90) Regular reports by the Member States 
and the Agency on the operation of this 
Regulation will be an indispensable means of 
monitoring the implementation of chemicals 
legislation as well as trends in this field; 
conclusions drawn from findings in the 
reports will be useful and practical tools for 
reviewing the Regulation and, where 
necessary, for formulating proposals for 
amendments. To this end, the Commission 
shall undertake an ex post-impact 
assessment of the Regulation after the first 
five years of its implementation, to assess if 
the Regulation met the initially set targets 
and if the functioning of, and competition 
within, the internal market has been 
preserved.

Justification
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Considering the importance of the regulatory system REACH sets up, it is necessary to 
evaluate the results achieved in the first years of implementation in order to check whether 
the initial targets can be met, and if not, to make the necessary adjustments. 

Amendment 26

Recital 93 

(93) In order for the system established by 
this Regulation to operate effectively, there 
must be good co-operation and co-ordination 
between the Member States, the Agency and 
the Commission regarding enforcement.

(93) In order for the system established by 
this Regulation to operate effectively, there 
must be good co-operation and co-ordination 
between the Member States, the Agency and 
the Commission regarding enforcement.

The Agency will nevertheless bear central 
responsibility for managing the Chemicals 
Regulation.

Amendment 27

Recital 104 a (new)

(104a) Generating value (“valorisation”) 
from wastes and/or materials used as 
secondary raw material, or as a source of 
energy, in recovery operations contributes 
to the EU objective of sustainable 
development. REACH should not introduce 
requirements that could potentially hamper 
recycling and recovery and thereby 
increase the need to use non-renewable 
resources.

Justification

Wastes & materials used for secondary raw materials or sources of energy in recovery 
operations as defined by the Waste Framework Directive or according to European 
Standards, should be excluded from REACH as they are regulated by EU waste legislation. 
Directive 91/156/EEC introduces “secondary raw materials extracted from waste” and Art. 
31(b) states that Member States shall take appropriate measures to encourage: “the recovery 
of waste by recycling, re-use or reclamation or any other process with a view to extracting 
secondary raw materials, or the use of waste as a source of energy”

Amendment 28

Article 2, paragraph 1, point  (c a) (new)
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(ca) substances, preparations or articles 
which are waste as defined in Council 
Directive 91/156/EEC of 18 March 1991 
amending Directive 75/442/EEC on waste*.
__________
* OJ L 78, 26.3.1991, p. 32.

Justification

Including recycled raw materials in the scope of REACH could seriously hamper recycling 
and recovery and thereby increase the need for non-renewable resources. It should be made 
clear that double legislation is avoided and that recycling is in no way discouraged by 
REACH. Recycling efforts, operating permits and the used of recycled materials as 
"secondary raw materials extracted from waste" are already regulated under existing 
Community legislation.

Amendment 29

Article 2, paragraph 1, point (c b) (new)

(cb) naturally occurring raw materials 
which are not on sale to the general public 
and intended solely for use in installations 
that fall within the scope of Directive 
96/61/EC.

Justification

Many organic and inorganic raw materials contain, in their natural form, CMR substances in 
concentrations that would fall within the classification. These primary raw materials are used 
in metal production plants, all of which are subject to the provisions of the IPPC legislation 
on integrated pollution prevention and control (Directive 96/61/EC) as well as other EU 
legislation on the protection of workers and the environment. This amendment does not affect
the level of worker and environmental protection but reduces the burden of red tape for 
industry.

Amendment 30

Article 2, paragraph 1, point (c c) (new)
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 (cc) substances in tobacco products within 
the scope of Directive 2001/37/EC of the 
European Parliament and of the Council 
of 5 June 2001 on the approximation of the 
laws, regulations and administrative 
provisions of the Member States 
concerning the manufacture, presentation 
and sale of tobacco products;

Justification

Directive 2001/37/EC already regulates the use of substances in tobacco products: in 
particular, Articles 3 and 6 of Directive 2001/37/EC deal with limit values and provision of 
information concerning ingredients. In this connection both the function and the category of 
an ingredient are to be indicated, as well as toxicological data.

Amendment 31

Article 2, paragraph 1, point (c d) (new)

 (cd) substances in batteries within the 
scope of Directive 91/157/EEC (as 
amended by Directives 91/86/EC and 
98/101/EC);

Justification

More than ten years ago, the directive on batteries created the preconditions for regulating 
the whole life cycle of batteries, from the selection of the individual substances, via use to 
recycling. As the directive on batteries is intended to remain in force, batteries can be 
excluded from the scope of REACH.

Amendment 32

Article 2, paragraph 2

2.This Regulation shall apply without
prejudice to: prejudice to:

2.This Regulation shall apply without
prejudice to: prejudice to:

(a) Council Directive 89/391/EEC (a) Community legislation on health and
safety at the workplace;

(b) Directive 90/394/EEC; deleted
(c) Council Directive 98/24/EC; deleted

Amendment 33

Article 2, paragraphs 2 a, 2 b and 2 c (new)
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2a The provisions in Titles II, III, V and VI 
shall not apply to the extent that a 
substance is manufactured or imported for 
use in the following end products or to the 
extent a substance is used in them:

(a) medicinal products for human or 
veterinary use within the scope of 
Regulation (EC) No 726/2004, Directive 
2001/82/EC and Directive 2001/83/EC;
(b) food as defined in Regulation (EC) No 
178/2002 including:
(i) food additives in foodstuffs within the 
scope of Directive 89/107/EEC;
(ii) flavouring in foodstuffs within the 
scope of Commission Directive 88/388/EC;
(iii) as a sweetener for use in foodstuffs 
within the scope of Council Directive 
94/35/EC;
(iv) as an additive other than as a 
colouring or sweetener for use in foodstuffs 
within the scope of Council Directive 
95/2/EC;
(c) animal feed; including

(i) additives in feedingstuffs within the 
scope of Regulation (EC) No 1831/2003 on 
additives for use in animal nutrition; and
(ii) animal nutrition within the scope of 
Directive 82/471/EEC;
(d) food contact materials within the scope 
of Regulation(EC) No 2004/1935;
(e) medical devices within the scope of 
Directives 90/385/EEC, 93/42/EEC or 
98/79/EC C;
(f) plant protection products within the 
scope of Directive 91/414/EE;
(g) biocidal products within the scope of 
Directive 98/8/EC;
2b. The provisions in Title VII shall not 
apply to the uses of substances set out in 
paragraph  2a (new) and in addition to the 
following uses:
(a) uses as on- site isolated intermediates or 
transported isolated intermediates;
(b) use as motor fuels covered by Directive 
98/70/EC;
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(c) uses as fuel in mobile or fixed 
combustion plants of mineral oil products 
and use as fuels in closed systems.
(d) special uses of registered substances 
which are intended solely for export to 
third countries;
2c. The provisions in Title IV and X shall 
not apply to preparations listed in points (a) 
to (g) of paragraph 2a or to substances in 
those preparations.

Justification

If the scope of the Regulation is clarified in the beginning of the text, enterprises that will not 
have to apply REACH do not have to study the whole proposal. This amendment therefore 
collects all scope provisions spread through the proposal in one place. Further, food and feed 
are outside the scope of REACH. Food additives should also be, because they are already 
sufficiently addressed in other legislation. 

Amendment 34

Article 2, paragraph 2 d (new)

 2d. The present Regulation is without 
prejudice to the prohibitions and 
restrictions laid down in Council Directive 
76/768, as amended, concerning:

a) the testing on animals of the final 
formulation of cosmetic products or some 
or all of the ingredients thereof; and 
b)the marketing of cosmetic products some 
or all of the ingredients of which, or the 
final formulation thereof, have been tested 
on animals.
To the extent that substances used as 
cosmetics ingredients are covered by this 
Regulation, no testing on animals shall be 
permitted for the purposes of any 
assessment required by this Regulation 
with regard to such substances. 

Justification
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This amendment aims to safeguard the 7th amendment of the Cosmetics Directive with its 
provisions on banning animal testing and the marketing of products based on animal testing.

Amendment 35

Article 3, paragraph 1

1. Substance means a chemical element and 
its compounds in the natural state or 
obtained by any manufacturing process, 
including any additive necessary to preserve 
its stability and any impurity deriving from 
the process used, but excluding any solvent 
which may be separated without affecting the 
stability of the substance or changing its
composition;

1. Substance means a chemical element and 
its compounds in the natural state or 
obtained by any manufacturing process, 
including any additive necessary to preserve 
its stability and any impurity present after 
the process used or occurring in nature and 
extracted as part of the substance, but 
excluding any solvent which may be 
separated without affecting the stability of 
the substance or changing its composition;

Justification

Natural cellulose fibres are polymers extracted from wood, which may contain natural 
impurities (which vary significantly from one tree, climate, and season to another), that are 
co-extracted from the wood and that may remain in paper and tissue paper even after the 
processing of the cellulose fibres. Some of these natural impurities may have been chemically 
modified during the manufacturing process. REACH exempts from its requirements impurities 
“deriving from the process used”. It should be made clear that this exemption extends to 
impurities occurring in nature. 

Amendment 36

Article 3, paragraph 1 a (new)

 1a. A botanically-derived substance means 
a complex substance obtained by subjecting 
a plant or its parts to a physical treatment 
such as extraction, distillation, expression, 
fractionation, purification, concentration 
or to fermentation, the composition of 
which varies depending on the genus , 
species, growing conditions of its source 
and the process used for its treatment.

Justification

The introduction of a specific definition for natural substances derived from botanicals under 
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REACH is necessary to clarify the scope of the exemption provided under Annex III for 
natural substances and ensure legal certainty in the implementation of REACH provisions.

This category of natural substances encompasses a wide diversity of substances, which are 
not well-defined chemical elements within the meaning of the definition of “substances” in 
the Commission proposal. Botanically-derived substances should therefore be distinguished 
from other substances covered by REACH.

Amendment 37

Article 3, paragraph 2

2. Preparation means a mixture or solution 
composed of two or more substances;

2. Preparation means a homogenous or not 
homogenous mixture or solution composed 
of two or more substances, whichever the 
aggregate of each component or of the 
mixture or solution is;

Justification

Precision in order to take account of the broad variety of preparations which often combine 
components in different aggregates (gas, liquid, solid).

Amendment 38

Article 3, paragraph 2 a(new)

2a. Metallic alloys are special forms of 
preparations which are homogeneous on a 
macroscopic scale and consist of two or 
more chemical elements so combined that 
they cannot readily be separated by 
mechanical means, and which shall be 
assessed in the light of their particular 
specific properties;

Justification

Though described in Annex Ia as 'special preparations', alloys are not mentioned in the body 
of the Regulation in a fashion that takes account of their special properties. Alloys consist of 
two or more substances (metals) that fuse together in a new, insoluble crystal lattice. Alloys 
should therefore not be registered themselves as preparations, but the safe use of metals in 
alloys should be examined, as already stated in the considerations of Directive 1999/45/EC 
on dangerous preparations. 

REACH should include this new definition agreed by the UN as a definition of metallic alloys 
within the context of the Globally Harmonised System for Chemical Classification and 
Labelling (GHS). Inserting this definition in REACH would also bring the definitions into line 
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with the requirements of the dangerous preparations directive (1999/45/EC).

Amendment 39
Article 3, paragraph 3

3. Article means an object composed of one 
or more substances or preparations which 
during production is given a specific shape, 
surface or design determining its end use 
function to a greater degree than its 
chemical composition does;

3. Article means a man-made object, in 
which one or more substance(s) and/or 
preparation(s) are present, which during 
production is given a specific shape, surface 
or design relevant for its end use function.

Justification

The Commission's proposal uses inconsistent wording in Articles 3(3), 6(1) and 6(2) as 
regards substances in articles. Similar phrasing inconsistencies exist in German legislation 
where they have caused significant legal uncertainty and dispute. The proposed amendments 
for Articles 3(3) and Article 6 (1-7) harmonise this wording.Further, the phrase “determining 
its end use function to a greater degree than its chemical composition does” could create 
confusion.

Amendment 40

Article 3, paragraph 12

12. Use means any processing, formulation, 
consumption, storage, keeping, treatment, 
filling into containers, transfer from one 
container to another, mixing, production of 
an article or any other utilisation;

12. Use means any processing, formulation, 
consumption, storage, keeping, treatment, 
filling into containers, transfer from one 
container to another, mixing, production of 
an article or any other adequately defined 
utilisation;

Justification

Uses must be defined in such a way that, in conjunction with exposure categories, they enable 
a practicable REACH system to be achieved.

Amendment 41

Article 3, paragraph 12 a (new)

12a. Use categories means a classification 
of uses distinguishing between: industrial 
use, professional use and use by 
consumers.
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Amendment 42

Article 3, paragraph 12 b (new)

12b. Exposure categories means a 
classification of exposures in relation to the 
relevant routes of exposure of people, the 
routes of emission into the environment 
and the duration and frequency of 
exposure.

Amendment 43

Article 3, paragraph 14

14. Intermediate means a substance that is 
solely manufactured for and consumed in or 
used for chemical processing in order to be 
transformed into another substance 
(hereinafter called synthesis):

14. Intermediate means a substance or 
preparation that is solely manufactured for 
and consumed in or used for chemical 
processing in order to be transformed into 
another substance (hereinafter called 
synthesis):

Justification

The exception should also apply to substances which are not only used as intermediates.

Amendment 44

Article 3, paragraph 14  a (new)

14a. Chemically not modified substance 
means a substance whose chemical 
structure remains unchanged, even if it has 
undergone a chemical process – for 
example, where a substance has been 
chemically treated for the purpose of 
removing impurities.

Justification

The proposal exempts from registration substances “occurring in nature if they are not 
chemically modified during their manufacturing.” The basic raw material used for paper and 
board production is cellulose pulp, which is of natural origin. Some of the cellulose pulp may 



AD\579754EN.doc 27/150 PE 353.595v03-00

EN

be extracted by dissolving or softening the resinous material between the fibres and thus 
facilitating their separation. REACH should make clear that this chemical process does not 
chemically modify the cellulose pulp.

Amendment 45

Article 3, paragraph 14 b (new)

14b. Substances occurring in nature that 
are unprocessed, processed only by 
manual, gravitational or mechanical 
means, or by dissolution in water, or by 
flotation, or by heating solely to remove 
water, or are extracted from air by any
means, without chemical change in the 
substance.

Justification

For clarification and to improve workability, REACH should also include a definition of 
naturally occurring, in line with the OECD definition.

Amendment 46

Article 3, paragraph 20

20. Phase-in substance means a substance 
which, over the 15 years preceding the entry 
into force of this Regulation, meets at least 
one of the following criteria:

20. Phase-in substance means, during the 
11 years after entry into force of this 
Regulation, a substance which meets at least 
one of the following criteria:

(a) it was manufactured in or imported into 
the Community, or the countries acceding 
to the European Union on 1 May 2004, by 
a manufacturer or importer and is listed in 
the European Inventory of Existing 
Commercial Chemical Substances (Einecs);

(a) it is listed in the European Inventory of 
Existing Commercial Chemical Substances 
(Einecs);

(b) it was manufactured in the Community, 
or in the countries acceding to the European 
Union on 1 May 2004, but not placed on the 
market by the manufacturer or importer;

(b) it was manufactured, prior to the entry 
into force of this Regulation, in the 
Community, or in the countries acceding to 
the European Union on 1 May 2004, but not 
placed on the market by the manufacturer or 
importer at least once in the 15 years before 
the entry into force of the Regulation, 
provided the manufacturer or importer has 
documentary evidence of this;
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(c) It was placed on the market in the 
Community, or in the countries acceding to 
the European Union on 1 May 2004, and 
between 18 September 1981 and 
31 October 1993 inclusive it was also placed 
on the market by the manufacturer or 
importer and was considered as having been 
notified in accordance with the first indent of 
Article 8 (1) of Directive 67/548/EEC, as 
amended by Directive 79/831/EEC, but does 
not meet the definition of a polymer set out 
in Directive 67/548/EEC, as amended by 
Directive 92/32/EEC;

(c) between 18 September 1981 and 
31 October 1993 inclusive it was considered 
as having been notified in accordance with 
the first indent of Article 8 (1) of 
Directive 67/548/EEC, as amended by 
Directive 79/831/EEC, but does not meet the 
definition of a polymer set out in 
Directive 67/548/EEC, as amended by 
Directive 92/32/EEC;

provided the manufacturer or importer has 
documentary evidence of this.

Justification

This amendment clarifies that a substance is either a phase-in or a non-phase-in substance. 
This is necessary for the operation of the one substance one dataset approach.
All substances in EINECS should be regarded as potential phase-in substances. 

Amendment 47

Article 3, paragraph  22

22. Product and process orientated research 
and development means any scientific 
development related to product 
development, the further development of a 
substance in the course of which pilot plant 
or production trials are used to develop the 
production process and/or to test the fields 
of application of the substance;

22. Product and process orientated research 
and development means any scientific 
development related to product development 
(including preparations and articles), the 
further development of a substance on its 
own, in a preparation or in articles, in the 
course of which pilot plant or production 
trials are used to develop the production 
process and/or to test the fields of 
application of the substance;

Justification
This amendment more clearly specifies that product development also comprises preparations 
and articles used in pilot tests in real conditions. It should be made clear that a product 
development process can involve all aspects of a production process, and that companies are 
allowed to test prototypes of articles as part of a Ppord process.

Amendment 48
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Article 3, paragraph 23

23. Scientific research and development
means any scientific experimentation, 
analysis or chemical research carried out 
under controlled conditions in a volume less 
than 1 tonne per year;

23. Scientific research and development
means any scientific experimentation, 
analysis or chemical research carried out 
under controlled conditions;

Justification

The one tonne limit would unduly restrict research.

Amendment 49

Article 3, paragraph 26

26. Undesirable use means a use by 
downstream users which the registrant 
advises against;

26. Unsupported use means a use by 
downstream users which the registrant can 
justifiably advise against because he 
considers it as unsafe by providing 
scientifically based reasons against the 
safety of this use.;

Justification

The words "undesirable use" have an emotional rather than a scientific or legal connotation. 
Registrants should have the right to advise against uses they consider unsafe but not against 
uses they simply do not wish to register. 

This amendment will strengthen the position of downstream-users within the supply chain. It 
clarifies that registrants may limit the use of a substance by a downstream-user if there is a 
sound scientific reason - particularly with regard to human health and the protection of the 
environment. 

Amendment 50
Article 3, paragraph 28

28. Per year means per calendar year unless 
stated otherwise;

28. Per year means per calendar year. Except 
in the case of new substances, quantities 
per year shall be calculated on the basis of 
the average of the preceding three calendar 
years unless stated otherwise;

Justification
This allows flexibility in the REACH system by taking fluctuations in production volumes into 
account. Furthermore, it eliminates the risk that a company would suddenly have to comply 
with higher or lower data requirements due to such fluctuations in demand. For substances 
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not produced before, only the current year should be taken into account.

Amendment 51

Article 3, paragraph 29 a (new)

29a. Small and Medium-Sized Enterprises 
(SMEs) means such enterprises as defined 
in the EU Recommendation of 6 May 
20031. 

________________
1 OJ L 124 of 20 May 2003

Justification

The term SME needs to be defined so that they can be readily identified for the purposes of 
specific ad hoc procedures.

Amendment 52

Article 3, paragraph 29 b (new)

29b. Waste: any substance, preparation or 
article covered by Council Directive 
75/442/EEC.

Justification

Wastes are already controlled and managed under other EU and international waste 
legislation. The inclusion in costly testing and registration processes of wastes intended for 
recycling could represent a serious threat to the recycling sector and act as a deterrent to the 
import and use of, for example, steel scrap. It is hence in conflict with the Commission's 
commitment to sustainable development and best use of resources. 

Amendment 53

Article 3, paragraph 29 c (new)

29c. Mineral means a combination of 
inorganic constituents as found in the 
earth's crust, with a characteristic set of 
chemical compositions, crystalline forms 
and physico-chemical properties.

Justification
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In Annex III.8 an exemption has been granted, amongst others, to "minerals." However, in the 
current proposal there is no definition of mineral. This amendment would fill this gap and 
bring clarity to the implementation of REACH. 

Amendment 54

Article 4, paragraph 1

1. The provisions of this Title shall not
apply to the extent that a substance is used:

deleted

(a) in medicinal products for human or
veterinary use within the scope of
Regulation (EEC) No 2309/93, Directive
2001/82/EC of the European Parliament
and of the Council and Directive 
2001/83/EC of the European Parliament
and of the Council;
(b) as a food additive in foodstuffs within
the scope of Council Directive 89/107/EEC;
(c) as a flavouring in foodstuffs within the
scope of Commission Decision
1999/217/EC;
(d) as an additive in feedingstuffs within
the scope of Council Directive 70/524/EEC;
(e) in animal nutrition within the scope of
Council Directive 82/471/EEC.

Justification

These provisions are now included in Article 2, paragraph 2a (new).

Amendment 55

Article 4, paragraph 2, point (b a) (new)

ba) polymers.

Justification

Polymers should be exempted from REACH as a whole, not just from the registration
procedure. When a decision is taken to regulate polymers as well, they should be the subject 
of a specific regulation or directive.

Amendment 56

Article 4, paragraph 2, point c a (new)
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(ca) Substance in preparations meeting the 
criteria for registration, that have already 
been registered for that use by an actor in 
the Supply chain.

Justification

The proposed changes will avoid that substances present in preparations already registered 
for that use by an actor in the supply chain would need to be registered again, when the 
substances are exceeding the percentage threshold values of 1999/45/EC Directive and their 
total volume exceeds 1 tonne per year. 

This will avoid the burdens put on (small) importers of preparations, and can contribute to 
assure that supply of high speciality preparations placed on the EU Market in low volumes is 
guaranteed, which could be of key importance for EU manufacturing industries. 

Amendment 57

Article 4, paragraph 2, point c a (new)

(ca) substances on their own or in 
preparations, which have been registered in 
accordance with this Title by a 
manufacturer or importer and which are 
recycled in the Community by another 
manufacturer or importer who shows that:
(i) the substance being the result of the 
recycling process is the same as the already 
registered substance; and 
(ii) he has been provided with the 
information in accordance with Articles 29 
and 30 relating to the registered substance.

Justification

Substances which are the result of specific recycling processes should be exempted from 
registration, provided that the company performing the recycling process has been provided 
with information on the substance.

Amendment 58

Article 4, paragraph 3
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3. On site isolated intermediates or
transported isolated intermediates shall be 
exempted from Chapters 2 and 3 of Title II, 
without prejudice to Chapters 4 to 6.

3. On site isolated intermediates placed on 
the market and transported isolated 
intermediates placed on the market shall be 
exempted from Chapters 2 and 3 of Title II, 
without prejudice to Chapters 4 to 6 and 
Chapter 2 Art 5.3.

Justification

This provision should ensure that there is no confusion about the need to register monomers. 
I.e. that  monomers are not included under the intermediates exemptions.

Amendment 59

Article 4 a (new)

Article 4a
Exemptions from the obligation to register 
for product and process orientated research 
and development (PPORD)
1. A substance manufactured in the 
Community, or imported for the purposes 
of product and process orientated research 
and development at any level in the supply 
chain shall be exempt from the obligation 
to register  set out in Articles 5, 6, 15, 16, 
and 19 for a period of up to 10 years, 
provided the manufacturer or importer 
notifies the Agency of the following 
information in the format specified by the 
Agency in accordance with Article 108:
(a) the identity of the manufacturer or 
importer;
(b) the identity of the substance;
(c) the classification of the substance, if 
any;
(d) the estimated quantity; and
(e) the list of his customers, if any.
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Such a substance shall not be made 
available to the general public at any time 
either on its own or in a preparation or in 
an article. The staff of the notifier, of the 
customer(s) or of entities clearly defined by
them shall handle the substance in 
reasonably controlled conditions. 
Remaining quantities of the substance 
shall be re-collected for disposal after the 
exemption period or at the end of the 
research activities, whatever is earlier.
2. The Agency shall assign a number to the 
notification and a notification date, which 
shall be the date of receipt of the 
notification at the Agency, and shall 
forthwith communicate that number and 
date to the manufacturer or importer 
concerned and shall forward the 
information notified and the number and 
date to the competent authority of each 
Member State in which the substance is 
manufactured, imported or used for the 
purpose of the product and process 
orientated research and development.
3. The Agency may extend the initial 
exemption period by a further maximum of 
10 years upon request of the manufacturer 
or importer, if he can demonstrate that 
such an extension is justified by the 
research and development programme.
4. The notifier may put forward an appeal 
in accordance with Articles 87, 88 and 89 
against any decision taken under 
paragraph  3.
5. The Agency and the competent 
authorities of the respective Member 
State(s) shall always keep confidential the 
information submitted in accordance with 
paragraph  1. 

Justification
It is more logical to place the exemptions right after the scope.

It should be clear that Ppord activities can take place at any level in the supply chain.

An obligation to ensure that the substance is only handled by clearly defined entities, under 
controlled conditions and with a re-collection obligation can replace the detailed information 
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requirements.

Ppord and R&D cycles in manufacturing vary. Hence, the exemption period must be flexible 
and up to 10 years with extension possibility if justified. Any decision regarding the 
exemption period must be subject to appeal by the notifier.

Amendment 60

Article 5, paragraph 1 a (new)

1a. A registration pursuant to paragraph 1 
shall not be required for a substance which 
is present in a preparation at a 
concentration lower than the lowest defined 
in any of the following provisions:
a) the applicable concentrations given in 
the table in Article 3(3) of Directive 
1999/45/EC; 
b) the concentration limit values given in 
Annex I to Directive 67/548/EEC;
c) 0.1 %, if the substance meets the criteria 
laid down in Annex XII.

Justification
Takes over the limit values which substances and preparations are required to comply with 
under Article 13. Without limit values, even the smallest traces of substances would have to 
be registered, which would be disproportionate.

Amendment 61

Article 5, paragraph 3

3. Any manufacturer or importer of a 
polymer shall submit a registration to the 
Agency for the non-registered monomer 
substance(s) or other non-registered 
substance(s) if both the following conditions 
are met:

3. Any manufacturer or importer of a 
polymer shall submit a registration to the 
Agency for the non-registered monomer 
substance(s) not registered by an upstream 
actor in the supply chain or other non-
registered substance(s), except where such 
monomer substances formed during 
synthesis and cannot be isolated, if both the 
following conditions are met:

(a) the polymer consists of 2% weight by 
weight (w/w) or more of such monomer 
substance(s) or other substance(s);

(a) the polymer consists of 2% weight by 
weight (w/w) or more of such monomer 
substance(s) or other substance(s);
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(b) the total quantity of such monomer 
substance(s) or other substance(s) makes up 
1 tonne or more per year.

(b) the total quantity of such monomer 
substance(s) or other substance(s) makes up 
1 tonne or more per year.

Non-registered monomer substances or 
other non-registered substances are 
substances that have not been registered by 
the manufacturer who supplies such 
substances to the polymer manufacturer.
However, where non-registered monomer 
substances or other substances were 
registered by the original manufacturer or 
by a designated representative thereof, the 
polymer manufacturer may make use of 
this registration provided that the registrant 
has indicated that it is used in the 
manufacture of polymers.

Justification

The provisions make a clear distinction between registered and non-registered polymers and 
the use thereof in the production of polymers. Further, some monomers are formed in the 
production process and immediately continue to react. Registration is thus impossible except 
at an indefensibly high cost. This amendment is linked to the other amendments tabled to the 
articles set out in Title II: Registration of substances.

Amendment 62

Article 5, paragraph 4

4. A submission for registration shall be 
accompanied by the fee as set by the Agency.

4. A submission for registration shall be 
accompanied by the fee as set by the Agency.
No fee shall apply to registrations of 
substances manufactured in quantities
between 1 and 10 tonnes for which the 
technical dossier includes all information 
specified in Annex V.

Justification
This amendment will encourage the submission of complete data for substances between 1 
and 10 tonnes, which will facilitate the work of the Agency. It will also reduce the financial 
burden on SMEs.

Amendment 63

Article 5, paragraph 4 a (new)
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4a. Polymers which have already been 
registered pursuant to Directive 
67/548/EEC shall be deemed to have been 
registered within the meaning of this Title. 
The Agency shall allocate them a 
registration number within one year 
following the entry into force of this 
Regulation.

Justification

To protect acquired rights in respect of already registered new polymers. 

Amendment 64

Article 6, paragraph 1, points (a), (b) and (c), and point (c a) (new)

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all 
the following conditions are met:

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance in those articles, if all the following 
conditions are met:

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year, each article 
type being considered separately;

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(c) the substance is intended to be released
under normal and reasonably foreseeable 
conditions of use.

(c) the release of the substance is a 
specifically designed function of the article 
under normal and reasonably foreseeable 
conditions of use;
(ca) where the substance released forms 
part of a preparation, the substance is 
present in the preparation(s) released from 
the article at concentrations equalling or 
exceeding the lowest of any of the 
following:
- the concentrations specified in Annex I of 
Directive 67/548/EC, or
- the concentrations specified in part A and 
B of the annex II of Directive   
1999/45/EC, when no concentration limit 
for the substance in preparations is listed in 
Annex I to Directive 67/548/EC.
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- 0,1% if the substance meets the criteria in 
Annex XII;
(cb) the substance has not been registered 
for that use by an actor up the supply 
chain; and

(cc) the substance is not exempted from the 
obligation to be registered according to 
Annexes II and III.

Justification
Deleting the word "contain" ensures consistent wording of the proposal. Similarly, the term 
"article type" is not defined in the proposal and creates legal uncertainty unless deleted. The 
concentration limits added to Art. 6.1 (ca) are taken from the current Directive on 
preparations (1999/45/EC) which considers that substances in preparations are no longer 
dangerous if they are under these limits. Article 6.1 (cb) clarifies that information on 
substances in articles is communicated down the supply chain if the production of an article 
is an intended use.

Amendment 65

Article 6, paragraph 2

2. Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:

2. The Agency shall take a decision 
requiring a producer or importer of articles 
to submit a registration, in accordance with 
this Title, for any substance in those 
articles, if all the following conditions are 
met:

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the Agency has grounds for suspecting 
that:

(i) the substance is released from the 
article, and
(ii) the release of the substance from the 
articles presents a risk to human health or 
the environment;
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(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
is not an intended function of the article;

(c) the substance has not been registered for 
production of the article.

(d) the quantity of the substance released 
may adversely affect human health or the 
environment.

deleted

Justification
Article 6.2 concerns substances which are unintentionally released from articles. The 
Commission proposal makes self-reporting by the manufacturer/importer a prerequisite for 
the Agency to request a registration in such cases, thus depriving the Agency of any right of 
initiative. Further, the conditions under which this self-reporting is required are equally 
unclear.

The proposed amendment empowers the Agency to demand additional information from the 
manufacturer/importer if the Agency has grounds for suspecting a risk (this provision also 
ensures WTO compatibility).

Amendment 66

Article 6 paragraph 3

3. If the conditions in paragraph  2 are 
met, the information to be notified shall 
include the following, in the format 
specified by the Agency in accordance with 
Article 108:

deleted

(a) the identity and contact details of the 
producer or importer;

(b) the registration number(s) referred to in 
Article 18 (1), if available;

(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;

(d) the classification of the substance;

(e) a brief description of the use(s) of the 
article;
(f) the tonnage range of the substance, 
such as 1-10 tonnes, 10-100 tonnes and so 
on.
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Justification
This follows from the previous amendment on Article 6(2). The information requested will be 
the same as for all registrations.

Amendment 67

Article 6, paragraph 4

4. The Agency may take decisions 
requiring producers or importers of articles 
to register, in accordance with this Title, 
any substance contained in those articles 
and notified in accordance with paragraph 
3.

deleted

Justification
This follows from the previous amendment on Article 6 (2).

Amendment 68

Article 6, paragraph 5

5. Paragraph s 1 to 4 shall not apply to 
substances that have already been 
registered for that use by an actor up the 
supply chain.

deleted

Justification
This provision is included in the previous amendments on Article 6.1 and Article 6.2.

Amendment 69

Article 6, paragraph 6

6. Paragraph s 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).

6. Paragraph s 1 and 2 shall apply 3 months 
after the deadline specified in Article 21(3).

Justification

Follows from the above amendments to Articles 6.2 to 6.4.
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Amendment 70

Article 6, paragraph 7

7. Any measures for the implementation of 
paragraph s 1 to 6 shall be adopted in 
accordance with the procedure referred to 
in Article 130(3).

deleted

Justification
The previous amendments on Article 6, 1 and Article 6, 2 make this paragraph superfluous.

Amendment 71

Article 6, paragraph 7 a (new)

(7a) Paragraph  1 shall not apply when 
substances are released during uses that 
are warned against in a warning issued by 
the producer/importer or during the waste 
phase.

Amendment 72

Article 6a, point 1

1. A natural or legal person established 
outside the Community who manufactures a 
substance imported into the Community on 
its own, in preparation or in articles may by 
mutual agreement appoint a natural or legal 
person established in the Community to fulfil, 
as his only representative, the obligations on 
importers under this Title.

1. A natural or legal person established 
outside the Community who manufactures a 
substance, preparation or article imported 
into the Community may by mutual 
agreement, appoint a natural or legal person 
established in the Community to fulfil, as his 
only representative, the obligations on 
importers under this Title.

Justification

The current provision supposes that non-EU manufacturers have access to all relevant 
information regarding the destination of its substance (i.e., whether it is directly exported to 
the EU or in a preparation or an article). Realistically, however, the EU manufacturer does 
not always have access to this information because it is sometimes considered to be ‘CBI’
(confidential business information).  In order to make this provision workable and realistic, 
therefore, non-EU manufacturers of articles and preparations should also be able to appoint 
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an only representative.

Amendment 73

Article 6a a - Transference and division of registrations, “Group registration” (new)

Article 6 aa - Transference and division of 
registrations, “Group registration”

1. The legal right acquired following 
registration shall be both transferable and 
divisible. The acquiror shall assume both 
the rights and obligations of the original 
registrant. Where a registration is divided, 
the agency shall assign a new registration 
number to the new owner.

2. If a manufacturer is an affiliate 
controlled by another legal entity (the so-
called ‘parent company’), this parent 
company can register and hold a 
registration on behalf of the affiliate. An 
affiliate can also register and hold the 
registration for its parent company or other 
affiliates. In such cases only one 
registration is needed. The legal entity 
nominated as group registrant shall be 
responsible for fulfilling the obligations 
under this regulation. The legal entity 
nominated as group registrant must have 
its headquarters in the EU.

Justification

If a registrant no longer wishes to make use of his registration, he must be able to transfer the 
rights deriving therefrom.

Within groups, products are supplied to downstream users at varying production sites within 
the EU, which may under certain circumstances belong to different affiliates. The supply of 
products within a group is often coordinated by a unit which may form part of the parent 
group or of an affiliate. The proposed group registration would be an appropriate solution 
with a view to reducing costs and bureaucracy. 

Amendment 74

Article 7
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1. Articles 5 and 19 shall not apply for a 
period of five years to a substance 
manufactured in the Community or 
imported for the purposes of product and 
process orientated research and 
development with a number of listed 
customers and in a quantity which are 
limited to the purpose of product and 
process orientated research and 
development. 

Delete

2. For the purpose of paragraph 1, the 
manufacturer or importer shall notify the 
Agency of the following information in the 
format specified by the Agency in 
accordance with Article 108:
(a) the identity of the manufacturer or 
importer;
(b) the identity of the substance;
(c) the classification of the substance, if 
any;
(d) the estimated quantity; 
(e) the list of customers referred to in 
paragraph  1; and 
(f) sufficient information on the research 
and development programme to enable the 
Agency to take informed decisions under 
paragraph s 4 and 7.
The period set out in paragraph 1 shall 

begin at receipt of the notification at the 
Agency. 
3. The Agency shall assign a number to the 
notification and a notification date, which 
shall be the date of receipt of the 
notification at the Agency, and shall 
forthwith communicate that number and 
date to the manufacturer or importer 
concerned.
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4. The Agency shall check the 
completeness of the information supplied 
by the notifier. It may decide to impose 
conditions with the aim of ensuring that 
the substance or the preparation or article 
in which the substance is incorporated will 
be handled only by staff of listed customers 
as referred to in paragraph 2(e) in 
reasonably controlled conditions and will 
not be made available to the general public 
at any time either on its own or in a 
preparation or article and that remaining 
quantities will be re-collected for disposal 
after the exemption period. 
5. In the absence of any indication to the 
contrary, the manufacturer or importer of 
the substance may manufacture or import 
the substance not earlier than four weeks 
after the notification. 
6. The manufacturer or importer shall 
comply with any conditions imposed by the 
Agency in accordance with paragraph  4.
7. The Agency may decide to extend the 
five-year exemption period by a further 
maximum of five years or, in the case of 
substances to be used exclusively in the 
development of medicinal products for 
human or veterinary use, for a further 
maximum of 10 years, upon request if the 
manufacturer or importer can demonstrate 
that such an extension is justified by the 
research and development programme.
8. The Agency shall forthwith 
communicate any draft decisions to the 
competent authorities of each Member 
State in which the manufacture, import or 
product and process orientated research 
takes place. 
When taking decisions as provided for in 
paragraph s 4 and 7, the Agency shall take 
into account any comments made by such 
competent authorities.
9. The Agency and the competent 
authorities of the respective Member States 
shall always keep confidential the 
information submitted in accordance with 
paragraph s 1 to 8.
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10. An appeal may be brought, in 
accordance with Articles 87, 88 and 89, 
against Agency decisions under paragraph 
s 4 and 7.

Justification

Now moved to Art. 4a (new) above.

Amendment 75

Article 8

1. Active substances manufactured or 
imported for use in plant protection 
products only and included either in Annex 
I to Council Directive 91/414/EEC1 or in 
Commission Regulation (EEC) 
No 3600/922, Commission Regulation (EC) 
No 703/20013, Commission Regulation 
(EC) No 1490/20024, Commission Decision 
2003/565/EC5 and for any substance for 
which a Commission Decision on the 
completeness of the dossier has been taken 
pursuant to Article 6 of Directive 
91/414/EEC shall be regarded as registered 
for manufacture or import for the uses 
covered by such an inclusion and therefore 
as fulfilling the requirements of this 
Chapter and of Article 20.

deleted

2. Active substances manufactured or 
imported for use in biocidal products only 
and included either in Annexes I, IA or IB 
to Directive 98/8/EC of the European 
Parliament and of the Council1 or in 
Commission Regulation (EC) No …/…
{Second Review Regulation}2, until the date 
of the decision referred to in the second 
subparagraph of Article 16(2) of Directive 
98/8/EC, shall be regarded as registered for 
manufacture or import for the uses covered 
by such an inclusion and therefore as 
fulfilling the requirements of this Chapter 
and of Article 20.

Justification
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These provisions are now included in Article 2, paragraph 2a (new).

Amendment 76

Article 9, paragraph (a), point iii)

iii) information on the manufacture and 
use(s) of the substance as specified in 
section 3 of Annex IV; this information shall 
represent all the registrant’s identified use(s);

iii) information on the manufacture and 
use(s) of the substance as specified in 
section 3 of Annex IV; this information shall 
represent all the registrant’s identified use(s).

The information on identified uses shall 
include standardised information on use 
and exposure categories as set out in 
guidelines on the basis of Annex I;

Amendment 77

Article 9, point (a), subpoint (x) a (new)

(xa) confirmation that the registrant is the 
owner of the original studies from which 
summaries pursuant to Article 9(a)(vi) are 
derived, or that he has the written consent 
of the owner of the original studies to refer 
to them;

Justification

Amendment necessary to safeguard ownership rights relating to test data and for data 
protection.

Amendment 78

Article 10, paragraph 1, 1st subparagraph 
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When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by two 
or more importers, they may form a 
consortium for the purposes of registration. 
Parts of the registration shall be submitted by 
one manufacturer or importer acting, with 
their agreement, on behalf of other 
manufacturers and/or importers in 
accordance with the second, third and fourth 
subparagraphs.

When a substance is intended to be 
manufactured in the Community by two or 
more manufacturers and/or imported by two 
or more importers, they may form, in 
complete compliance with the competition 
rules, a consortium for the purposes of 
registration. Parts of the registration shall be 
submitted by one manufacturer or importer 
acting, with their agreement, on behalf of 
other manufacturers and/or importers in 
accordance with the second, third and fourth 
subparagraphs.

Justification

The formation of a consortium should always be in full respect of the competition rules, and 
in particular with art. 81 of the Treaty concerning agreements and decisions made between 
enterprises and their potential effect on the competition on the market.

Amendment 79

Amendment 106
Article 10, paragraph 2

2. Each registrant who is a member of a 
consortium shall pay only one-third of the 
fee for registration.

2. Each consortium shall pay the fee for 
registration, determining internally the 
distribution of this cost. Each registrant or 
consortium who/which has paid the fee for 
registration shall have the right to charge 
others who wish to participate in the 
registration of the substance in accordance 
with his/its own decision and at the rate of 
his/its choice.

Amendment 80

Article 10, paragraph 2a (new)

2a. The Commission shall draw up 
guidelines to assist firms participating in a 
consortium to comply fully with the 
provisions of the Community competition 
rules.

Justification
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Guidance rules are necessary to help companies form consortia without violating competition 
law.

Amendment 81

Article 10, paragraph 2b (new)

2b. Any manufacturer, importer or 
consortium may appoint a third party 
representative for all proceedings under 
this article.

Justification
It should be possible for a third party, contracted on behalf of individual companies or a 
consortium, to represent the interest of the company or the group of manufacturers. 

Amendment 82

Article 11, paragraph 1, point a)

a) the information specified in Annex V for 
substances manufactured or imported in 
quantities of 1 tonne or more per year per 
manufacturer or importer;

a) for substances manufactured or imported 
in quantities of 1 tonne or more per year per 
manufacturer or importer the information 
on physico-chemical properties specified in 
Annex V, as well as any other toxicological 
and ecotoxicological information that is 
available to him;

Amendment 83

Article 12, paragraph 1

Information on intrinsic properties of 
substances may be generated by means other 
than tests, in particular through the use of 
qualitative or quantitative structure-activity 
relationship models or from information from 
structurally related substances, provided that 
the conditions set out in Annex IX are met.

Information on intrinsic properties of 
substances may be generated by means other 
than tests, in particular through the use of 
qualitative or quantitative structure-activity 
relationship models or from information from 
structurally related substances, provided that 
the conditions set out in Annex IX are met.

Testing in accordance with Annex VI to 
VIII may be omitted where information on 
exposure and implemented risk 
management measures indicates that this 
can be justified as specified in Annex IX.
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Amendment 84

Article 12, paragraph 4

4. If a substance has already been registered, 
a new registrant shall be entitled to refer
to studies and test reports, hereinafter 
“studies”, for the same substance submitted
earlier, provided that he can show that the 
substance that he is now registering is the
same as the one previously registered, 
including the degree of purity and the nature 
of impurities, and that he can submit a letter 
of access from the previous registrant(s) 
allowing the use of the studies.

4. If a substance has already been registered,
a new registrant shall be entitled to refer to 
studies and test reports, hereinafter “studies”, 
for the same substance submitted earlier, 
provided that he can show that the substance 
that he is now registering is the same as the 
one previously registered. The substance is 
considered to be the same, if the degree of 
purity and the nature of impurities are 
similar and do not modify its toxicity 
profile. The new registrant shall submit a 
letter of access from the previous 
registrant(s) allowing the use of the studies.

However, a new registrant shall not refer to 
such studies in order to provide the 
information required in section 2 of Annex 
IV.

However, a new registrant shall not refer to 
such studies in order to provide the 
information required in section 2 of Annex 
IV.

Justification

This amendment will considerably improve the workability of the regulation. As the first 
registrant has to provide information on the purity of the substance (Annex IV.2.), it ensures 
that a substance does not have to be registered several times simply because its purity and the 
nature of impurities might vary without having a negative effect on the toxicity profile. 

Amendment 85

Article 13, paragraph 1, subparagraph 1

1. Without prejudice to Article 4 of Directive 
98/24/EC, a chemical safety assessment shall 
be performed and a chemical safety report 
completed for all substances subject to 
registration in accordance with this Chapter 
if the registrant manufactures or imports such 
a substance in quantities of 10 tonnes or 
more per year.

1. Without prejudice to Article 4 of Directive 
98/24/EC, a chemical safety assessment shall 
be performed for all substances subject to 
registration in accordance with this Chapter 
if the registrant manufactures or imports such 
a substance in quantities of 10 tonnes or 
more per year. For substances in quantities 
of less than 100 tonnes, the safety data 
sheet shall be deemed to be the chemical 
safety report.
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Justification

The extended safety data sheet contains all relevant results from the risk assessment. For 
SMEs in particular, two documents (chemical safety report and safety data sheet) represent a 
needless double burden.

Amendment 86

Article 13, paragraph 2, subparagraph 1

2. A chemical safety assessment in 
accordance with paragraph 1 need not be 
performed for a substance which is present in 
a preparation if the concentration of the 
substance in the preparation is less than the 
lowest of any of the following:

2. A chemical safety assessment in 
accordance with paragraph 1 need not be 
performed for a substance which is present in 
a preparation or article if the concentration 
of the substance in the preparation or article
is less than the lowest of any of the 
following:

Justification

The above exemption is only for substances in preparations. For substances in articles the 
requirements apply even to trace contaminants. This different treatment of articles and 
preparations is not justified by toxicological or eco-toxicological criteria. This amendment, 
extending the exemption to substances in articles, brings REACH in line with Directive 
76/769 relating to restrictions on the marketing and use of certain dangerous substances and 
preparations, which exempts the use of substances in both preparations and articles, when 
below specified concentration limits.

Amendment 87

Article 13, paragraph 3, point (d)

(d) PBT and vPvB assessment. deleted

Justification
There is no need for a separate evaluation of PBT and vPvB substances. An evaluation of 
these properties is already required as part of the hazard assessment under paragraph 3(a) 
and (c).

Amendment 88

Article 13, paragraph 4, last subparagraph
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The exposure assessment and the risk 
characterisation shall address all identified 
uses of the manufacturer or importer.

The exposure assessment, based where 
appropriate on use and exposure 
categories, and the risk characterisation shall 
address all the manufacturer’s or 
importer’s identified uses in quantities of 1 
tonne or more per year.

Justification

Improves workability by limiting uses that have to be considered in the chemical safety report 
to those in one tonne and more. According to the Commission proposal a use would have to 
be dealt with even in very small quantities.

Amendment 89

Article 16, paragraph 2, points (b), (c) and (d)

(b) the identity of the intermediate as 
specified in section 2 of Annex IV;

(b) name of the intermediate, including the 
CAS number, if available;

(c) the classification of the intermediate; (c) the classification of the intermediate, if 
available;

(d) any available existing information on 
physicochemical, human health or 
environmental properties of the 
intermediate.

(d) production volumes in tonnage steps 
(> 1 tonne, > 10 tonnes, > 100 tonnes, 
> 1000 tonnes) per year.

Justification
The precise determination of identity requires costly analytical investigation. It should be 
required only in particular cases, e.g. consortia.
A classification is normally only necessary for intermediates which are placed on the market.

Amendment 90

Article 16, paragraph 3
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3. A registration for a transported isolated 
intermediate in quantities of more than 
1 000 tonnes per year shall include the 
information specified in Annex V in addition 
to the information required under 
paragraph 2.

For the generation of this information, 
Article 12 shall apply.

3. Within two years of registration, any 
manufacturer or importer who 
manufactures or imports an on-site or 
transported isolated intermediate in 
quantities of 1 tonne or more per year shall
be required to draw up the information 
pursuant to paragraphs 1 and 2 relating to 
the properties of the substance specified in 
Annex V, with the exception of information
about sensitisation; this information must 
be kept available for the competent 
authorities in connection with official 
controls (Article 122) and also for the 
Agency, upon request.

Justification

The same information is recorded for intermediates as for other substances. However, for 
reasons of practicability this should not have to be communicated to the Agency.

Amendment 91

Article 17, paragraph 1, 1st subparagraph 

When an on-site isolated intermediate or 
transported isolated intermediate is intended 
to be manufactured in the Community by two 
or more manufacturers and/or imported by 
two or more importers, they may form a 
consortium for the purposes of registration. 
Parts of the registration shall be submitted by 
one manufacturer or importer acting, with 
their agreement, on behalf of other 
manufacturers and/or importers in 
accordance with the second and third 
subparagraph s.

When an on-site isolated intermediate or 
transported isolated intermediate is intended 
to be manufactured in the Community by two 
or more manufacturers and/or imported by 
two or more importers, they may form, in 
complete compliance with the competition 
rules, a consortium for the purposes of 
registration. Parts of the registration shall be 
submitted by one manufacturer or importer 
acting, with their agreement, on behalf of 
other manufacturers and/or importers in 
accordance with the second, third and fourth 
subparagraph s.

Justification

The procedure for forming a consortium for registering isolated intermediates should be the 
same as the one for substances.

Amendment 92

Article 17, paragraph 2
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2. Each registrant who is a member of a 
consortium shall pay only one-third of the 
fee for registration.

2. Each consortium shall pay the fee for 
registration, determining internally the 
distribution of this cost. Each registrant or 
consortium who/which has paid the fee for 
registration shall have the right to charge 
others who wish to participate in the 
registration of the substance in accordance 
with his/its own decision and at the rate of 
his/its choice.

Justification

The procedure for forming a consortium for registering isolated intermediates should be the 
same as the one for substances.

Amendment 93

Article 17, paragraph 2 a (new)

2a. Any manufacturer, importer or 
consortium may appoint a third party 
representative for all proceedings under 
this article.

Justification
The procedure for forming a consortium for registering isolated intermediates should be the 
same as the one for substances.

Amendment 94
Article 19, paragraph 1, subparagraph 2

A registrant may start the manufacture or 
import of a substance, if there is no 
indication to the contrary from the Agency in 
accordance with Article 18(2) within the 
three weeks after the registration date, 
without prejudice to the fourth 
subparagraph of Article 25(4).

A registrant may start the manufacture or 
import of a substance, if there is no 
indication to the contrary from the Agency in 
accordance with Article 18(2) within the 
three weeks after the registration date, 
without prejudice to Article 25(8).

Justification
Correction of an editorial mistake.
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Amendment 95
Article 19, paragraph 2

2. If the Agency has informed the registrant 
that he is to submit further information in 
accordance with the second subparagraph of 
Article 18(2), the registrant may start the 
manufacture or import if there is no 
indication to the contrary from the Agency, 
within the three weeks after receipt by the 
Agency of the further information necessary 
to complete his registration, without 
prejudice to the fourth subparagraph of 
Article 25(4).

2. If the Agency has informed the registrant 
that he is to submit further information in 
accordance with the second subparagraph of 
Article 18(2), the registrant may start the 
manufacture or import if there is no 
indication to the contrary from the Agency, 
within the three weeks after receipt by the 
Agency of the further information necessary 
to complete his registration, without 
prejudice to Article 25(8).

Justification
Correction of an editorial mistake.

Amendment 96

Article 20, paragraph 1

1. Following registration, a registrant shall be 
responsible on his own initiative for 
immediately informing the Agency in writing 
of the following in the format specified by 
the Agency in accordance with Article 108:

1. Following registration, a registrant shall be 
responsible on his own initiative for 
immediately informing the Agency in writing 
of the following in the format specified by 
the Agency in accordance with Article 108:

(a) any change in his status, such as 
manufacturer or importer, or in his identity, 
such as his name or address;

(a) any change in his status, such as 
manufacturer or importer, or in his identity, 
such as his name or address;

(b) any change in the composition of the 
substance as given in Annex IV;

(b) any change in the composition of the 
substance as given in Annex IV;

(c) significant changes in the annual or total 
quantities manufactured or imported by him;

(c) significant changes in the annual or total 
quantities manufactured or imported by him;

(d) new uses for which the substance is 
manufactured or imported of which he may 
reasonably be expected to have become 
aware;

(d) new uses or use/exposure categories for 
which the substance is manufactured or 
imported of which he is aware and which he 
supports;
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(e) significant new knowledge of the risks of 
the substance for human health and/or the 
environment of which he may reasonably be 
expected to have become aware;

(e) significant new knowledge of the risks of 
the substance for human health and/or the 
environment of which he may reasonably be 
expected to have become aware;

(f) any change in the classification and 
labelling of the substance;

(f) any change in the classification and 
labelling of the substance;

(g) any update or amendment of the chemical 
safety report.

(g) any update or amendment of the chemical 
safety report.

The Agency shall communicate this 
information to the competent authority of 
the relevant Member State.

deleted

Justification
The formulation 'of which he may reasonably be expected' is impractical. The 
manufacturer/importer must not be obliged to notify unsupported uses.

Amendment 97

Article 22, paragraph 2

2. If the quantity of a notified substance 
manufactured or imported per 
manufacturer or importer reaches the next 
tonnage threshold under Article 11, the 
additional required information 
corresponding to that tonnage threshold, as 
well as to all the lower tonnage thresholds, 
shall be submitted in accordance with 
Articles 9 and 11, unless it has already 
been submitted in accordance with those 
Articles.

2. For registered substances according to 
paragraph 1 Article 20 applies.

Justification

Avoid double procedures: Substances which have been classified under Directive 67/548/EEC 
have run through a procedure similar to the registration and evaluation under the REACH 
proposal.

Amendment 98

Article 23, paragraph  1
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1. In order to avoid unnecessary animal 
testing, testing on vertebrate animals for the 
purposes of this Regulation shall be 
undertaken only as a last resort. It is also 
necessary to take measures limiting 
unnecessary duplication of other tests.

1. In order to avoid unnecessary animal 
testing, testing on vertebrate animals for the 
purposes of this Regulation shall be 
undertaken only as a last resort.

In order to limit unnecessary duplication of 
other tests, registrants are strongly 
encouraged to share study results and other 
data.

Amendment 99
Title III, Chapter 2, Article 23, paragraph 4a (new)

4a. Any manufacturer, importer or down-
stream user may appoint a third party 
representative for all proceedings under 
this Title.

Justification
Companies should always have the possibility to be represented by a third party for reasons 
of confidentiality and/or for practical reasons.

Amendment 100

Article 24, paragraph 5

5. If the same substance has previously been 
registered less than 10 years earlier, the 
Agency shall inform the potential registrant 
without delay of the names and addresses of
the previous registrant(s) and of the relevant 
summaries or robust study summaries of the 
studies, as the case may be, already 
submitted by them involving vertebrate 
animals.

5. If the same substance has previously been 
registered less than 10 years earlier, the 
Agency shall inform first the previous 
registrant(s) to ascertain if they wish their 
name disclosed. If agreed the Agency shall 
inform the potential registrant without delay 
of the names and addresses of the previous 
registrant(s). In any case the Agency shall 
inform without delay of the relevant 
summaries or robust study summaries of the 
studies, as the case may be, already 
submitted by them involving vertebrate 
animals.

These studies shall not be repeated. These studies shall not be repeated.
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The Agency shall also inform the potential 
registrant of the relevant summaries or 
robust study summaries of the studies, as the 
case may be, already submitted by the 
previous registrants not involving vertebrate 
animals for which the previous registrants 
have made an affirmative declaration for the 
purposes of point (x) of Article 9(a).

The Agency shall also inform the potential 
registrant of the relevant summaries or 
robust study summaries of the studies, as the 
case may be, already submitted by the 
previous registrants not involving vertebrate 
animals for which the previous registrants 
have made an affirmative declaration for the 
purposes of point (x) of Article 9(a).

The Agency shall simultaneously inform the 
previous registrants of the name and address 
of the potential registrant.

The Agency shall simultaneously inform the 
previous registrants of the name and address 
of the potential registrant or his third party 
representative appointed under Article 23, 
paragraph 4a (new).

Justification

The identity of prior registrants to new registrants and vice versa should be protected against 
disclosure, in cases when the disclosure could reveal confidential business information.

Amendment 101

Article 24, paragraph 6

6. If another potential registrant has made an 
inquiry in respect of the same substance, the 
Agency shall inform both potential 
registrants without delay of the name of 
address of the potential registrants and of the 
studies involving vertebrate animals 
respectively required of them.

6. If another potential registrant has made an 
inquiry in respect of the same substance, the 
Agency shall inform both potential 
registrants without delay of the name of 
address of the potential registrants or his 
third party representative appointed under 
Article 23, paragraph 4a (new), and of the 
studies involving vertebrate animals 
respectively required of them

Justification

The identity of potential registrants should be protected against disclosure, in cases when the
disclosure could reveal confidential business information.

Amendment 102

Article 24, Paragraph 6a (new)

6a. The previous or potential registrant 
who does not wish his name to be disclosed, 
will inform the Agency within 15 days of 
the request who will represent him. 
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If the Agency has not received a reply 
within this deadline, the identity of the 
(potential) registrant shall be considered 
non-confidential.

Justification

Protection of the identity of previous or potential registrants should not prohibit the sharing 
of test results involving vertebrate animals.

Amendment 103
Article 25, paragraph 5

5. The previous registrant(s) shall have 1 
month from the receipt of the information 
referred to in paragraph 4 to inform the 
potential registrant and the Agency of the 
cost incurred by him for the study concerned. 
At the request of the potential registrant, the 
Agency shall take the decision to make 
available to him the summaries or robust 
study summaries, as the case may be, of the 
studies concerned, or the results thereof, on 
receipt of proof that he has paid the previous 
registrant(s) 50% of the cost shown by the 
latter.

5. The previous registrant(s) shall have 1 
month from the receipt of the information 
referred to in paragraph 4 to inform the 
potential registrant and the Agency of the 
cost incurred by him for the study concerned. 
At the request of the potential registrant, the 
Agency shall take the decision to make 
available to him the summaries or robust 
study summaries, as the case may be, of the 
studies concerned, or the results thereof, on 
receipt of proof that he has paid the previous 
registrant(s) the amount specified in Article 
25(8a).

Justification
It seems strange that every potential registrant pay 50% of the original testing costs 
irrespective of both the produced volume and the number of potential or previous registrants. 
Article 25.8 a (new) sets out a mechanism for more evenly sharing the original costs of a 
study.

Amendment 104
Article 25, paragraph 6
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6. If the previous registrant(s) fail(s) to 
inform the potential registrant and the 
Agency of the cost within the deadline set in 
paragraph 5, the Agency, on request, shall 
take the decision to make available to the 
potential registrant the summaries or robust 
study summaries, as the case may be, of the 
studies concerned as required by him. The 
previous registrant(s) shall have a claim on 
the potential registrant for 50% of the cost, 
which shall be enforceable in the national 
courts.

6. If the previous registrant(s) fail(s) to 
inform the potential registrant and the 
Agency of the cost within the deadline set in 
paragraph 5, the Agency, on request, shall 
take the decision to make available to the 
potential registrant the summaries or robust 
study summaries, as the case may be, of the 
studies concerned as required by him. The 
previous registrant(s) shall have a claim on 
the potential registrant for the amount 
specified in Article 25(8a) which shall be 
enforceable in the national courts.

Justification
This follows from the previous amendment on Article 25.5.

Amendment 105

Article 25, paragraph 8
8. The registration waiting period in 
accordance with Article 19 (1) for the new 
registrant shall be extended by a period of 4 
months, if the previous registrant so 
requests.

8. The Agency may extent the registration 
waiting period in accordance with 
Article 19 (1) for the new registrant. Any 
such extention shall be proportional to the 
time needed to produce the relevant studies 
and carry out the necessary assessments, if 
the previous registrant so requests.

Justification

The period required should reflect the time needed to make tests and collect data. It must be 
ensured that the potential registrant does not obtain any unjustified time advantage for the 
manufacture of his substance, particularly in the case of non-phase-in substances. A time 
advantage is usually more crucial for innovative products than the costs themselves. 

Amendment 106

Article 25, paragraph 8a (new)

8a. The contribution to costs per party will 
be established by the Agency based on the 
guidelines drawn up under Article 73, 
paragraph 1a (new).

Amendment 107
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Article 26

1. In order to benefit from the transitional 
regime provided for in Article 21 each 
potential registrant of a phase-in substance 
shall submit all the following information to 
the Agency in the format specified by the 
Agency in accordance with Article 108:

1. In order to benefit from the transitional 
regime provided for in Article 21 each 
potential registrant of a phase-in substance 
shall submit all the following information to 
the Agency in the format specified by the 
Agency in accordance with Article 108:

(a) the name of the substance and, where 
applicable, the group of substances, including 
its Einecs and CAS number, if available;

(a) the name of the substance and, where 
applicable, the group of substances, including 
its Einecs and CAS number, if available;

(b) his name and address and the name of the 
contact person;

(b) his name and address and the name of the 
contact person, or where appropriate the 
name of the person representing him;

(c) the envisaged deadline for the 
registration/tonnage band;

(c) the production volumes per year in 
tonnage bands;

(d) an indication of the physicochemical, 
toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;

(d) an indication of the physicochemical, 
toxicological and ecotoxicological 
endpoints/properties for which he has 
relevant studies or information available to 
him for the purposes of registration 
information requirements, if any;

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers making an affirmative 
declaration for the purposes of point (x) of 
Article 9(a) with his registration.

(e) a statement as to whether or not studies 
referred to under point (d) include tests on 
vertebrate animals and, if not, whether he 
considers sharing his summaries and 
robust study summaries with other 
registrants as referred to in point (x) of 
Article 9(a).

The potential registrant may limit the 
information to be submitted under the first 
subparagraph to those endpoints/properties 
for which tests were required.

The potential registrant may limit the 
information to be submitted under the first 
subparagraph to those endpoints/properties 
for which tests were required.

2. The information referred to in paragraph 1 
shall be submitted at the latest 18 months 
before: 

2. The information referred to in paragraph 1 
shall be submitted at the latest 18 months 
after the entry into force of this Regulation.

(a) the deadline laid down in Article 21 (1) 
for phase-in substances manufactured or
imported in quantities of 1 000 tonnes or 
more per year;

deleted
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(b) the deadline laid down in Article 21 (2) 
for phase-in substances manufactured or 
imported in quantities of 1 tonne or more 
per year.

deleted

3. Registrants who do not submit the 
information required under paragraph 1 shall 
not be able to rely on Article 21.

3. Registrants who do not submit the 
information required under paragraph 1 shall 
not be able to rely on Article 21.

4. Manufacturers and importers of phase-in 
substances in quantities of less than 1 tonne 
per year, as well as downstream users, may 
submit the information referred to in 
paragraph 1 to the Agency in the format 
specified by the Agency in accordance with 
Article 108.

4. Manufacturers and importers of phase-in 
substances in quantities of less than 1 tonne 
per year, as well as downstream users, may 
submit the information referred to in 
paragraph 1 to the Agency in the format 
specified by the Agency in accordance with 
Article 108.

5. The Agency shall record the information 
submitted in accordance with paragraphs 1 to 
4 in a database. It shall grant access to these 
data held on each substance to the 
manufacturers and importers who have 
submitted information on that substance in 
accordance with paragraphs 1 to 4. The 
competent authorities of the Member States 
shall also have access to this data.

5. The Agency shall record the information 
submitted in accordance with paragraphs 1 to 
4 in a database. It shall make publicly 
available a list of substances pre-registered 
in accordance with paragraph 2 above 
within 3 months of the deadline referred to 
in this paragraph. The list shall comprise 
the names of the substances including their 
Einecs and CAS number and the names 
and contact details of those 
manufacturer(s) and importer(s) who must 
or have expressed willingness to share 
existing data 

Amendment 108

Article 26a (new)

Register of substances

1. The Agency shall operate a register of 
substances containing the information 
specified in Article 26(1).
2. The Agency shall publish all notified 
substances in the register of substances 
without delay after the expiry of the 
notification period laid down in Article 
26(2), indicating:
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(a) the name of the substance and, where 
applicable, the group of substances, 
including its EINECs and CAS number, if 
available;
(b) where applicable, the name and address 
of the manufacturer or importer, provided 
that consent to do so has been given 
pursuant to Article 26(5);
(c) the toxicological or ecotoxicological 
endpoint(s) for which studies from tests on 
vertebrate animals are available;
(d) the earliest deadline for the registration 
of each substance in accordance with 
Article 21.
3. Any manufacturer and importer may 
appoint a natural or legal person 
established in the Community as his 
representative to be published on the 
webpage. Provided the name of such a 
representative has been notified to the 
Agency according to Art. 26 (1) (b), the 
identity of the manufacturer or importer 
shall not be made available by the Agency 
according to paragraph 2.
4. Downstream users must inform the 
Agency, within one year of the publication 
of the register of substances pursuant to 
Paragraph 2 above , of the existence of 
studies from their own tests on vertebrate 
animals for toxicological or 
ecotoxicological endpoints. The Agency 
shall supplement the register of substances 
and publish that supplement 13 months 
after the publication of the register.

Justification

The pre-registered substances will be included in a register of substances and will be 
published. This will ensure transparency about which phase- in substances are on the market 
and it will indicate the earliest registration deadline for each substance. This early 
publication of all phase-in substances enables communication both between manufacturers 
and importers to prepare the registration dossiers and between suppliers and downstream 
users.

Amendment 109
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Article 26b (new)

Article 26b

Competence and legal protection

1. Unless otherwise provided, the Agency 
shall be responsible for decisions under this 
Title.
2. Appeals may be brought against 
decisions of the Agency in accordance with 
the provisions of Articles 87, 88 and 89.

Justification

For the sake of clarity, the Agency’s competence should be expressly stated for the whole of 
Title III. Instead of being separately enumerated on each occasion, the right of appeal should 
be set out centrally here.

Amendment 110

Article 27, paragraph 1

1. All manufacturers and importers who 
have submitted information to the Agency in 
accordance with Article 26 for the same 
phase-in substance shall be participants in a 
substance information exchange forum (Sief).

1. All registrants and pre-registrants who 
have submitted information to the Agency in 
accordance with Article 26 for the same 
phase-in substance shall be participants in a 
substance information exchange forum (Sief), 
until the expiry of the deadline in Article 
21(3).

Justification
This amendment seeks to make the SIEF also accessible for downstream users. Furthermore, 
the duration of SIEF is clarified to ensure that it will be operable during the entire 
registration period for phase-in substances. 

Amendment 111

Article 27, paragraph 2 a (new)

2a. Sief participants shall make every effort 
to agree on the interpretation of the 
information that they exchange.

Justification
This amendment strongly encourages registrants to agree on the interpretation of (hazard) 
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data with the aim of sharing data.

Amendment 112

Article 28, paragraph 1, second subparagraph

Within two weeks of the request, the owner 
of the study shall provide proof of its cost to 
the participant(s) requesting it. The 
participant(s) and the owner shall take all 
reasonable steps to reach an agreement on 
how to share the cost. If they cannot reach 
such an agreement, the cost shall be shared 
equally. The owner shall provide the study 
within two weeks of receipt of payment.

Within two weeks of the request, the owner 
of the study shall provide proof of its cost to 
the participant(s) requesting it. The 
participant(s) and the owner shall take all 
reasonable steps to reach an agreement on 
how to share the cost. If they cannot reach 
such an agreement, the cost shall be shared 
in accordance with Article 25(8a). The 
owner shall provide the study within two 
weeks of receipt of payment.

Justification

Brings Article 28 in accordance with the above amendment for Article 25.

Amendment 113

Article 28, paragraph 3

3. If the owner of a study as referred to in 
paragraph 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the other 
participant(s) shall proceed as if no relevant 
study were available within the Sief, unless a 
registration containing the summary or 
robust study summary, as the case may be, of 
the study has already been submitted by 
another registrant. In such cases, the Agency 
shall take the decision to make available to 
the other participant(s) that summary or 
robust study summary, as the case may be. 
The other registrant shall have a claim on the 
participants for an equal share of the cost, 
which shall be enforceable in the national 
courts.

3. If the owner of a study as referred to in 
paragraph 1 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the other 
participant(s) shall proceed as if no relevant 
study were available within the Sief, unless a 
registration containing the summary or 
robust study summary, as the case may be, of 
the study has already been submitted by 
another registrant. In such cases, the Agency 
shall take the decision to make available to 
the other participant(s) that summary or 
robust study summary, as the case may be. 
The other registrant shall have a claim on the 
participants for a share of the cost in 
accordance with Article 25(8a), which shall 
be enforceable in the national courts. 

Justification
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Brings Article 28 in accordance with the above amendment for Article 25.

Amendment 114

Article 29, paragraph 1, subparagraph 1 a (new)

1a. This shall not apply to substances and 
preparations placed on the market in 
quantities less than 1 kg per year or 
supplied once only for scientific research 
and development purposes.

Justification

To require a safety data sheet to be produced for very small quantities or a one-off supply 
would be going too far.

Amendment 115

Article 29, paragraph 1 a (new) 

1a. By way of derogation, a safety data 
sheet compiled according to Annex Ia is 
not required for preparations when the 
preparation is transferred between two EU 
factories of the same company (holding) 
that are not part of the same legal entity.

Justification

Transfers between two EU factories of the same company (holding) that are not part of the 
same legal entity should not be considered placing the preparation on the market.  Taking 
into account that the preparation never leaves the control of the company, there is no benefit 
to human health or the environment to require a separate safety data sheet for such 
preparations.

Amendment 116

Article 29, paragraph 6, point 15 a (new)

15 a specifications and grounds on which 
testing according to Annex IX was waived, 
where applicable.

Amendment 117
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Article 29, paragraph 6, last subparagraph

Where a chemical safety assessment is 
performed the relevant exposure scenarios 
shall be placed in an annex to the safety 
data sheet.

Where a chemical safety assessment is 
performed the relevant exposure scenarios 
shall be described under the corresponding
headings of the safety data sheet.

Justification

L’Annexe à joindre à la Fiche de données de sécurité (SDS), décrivant les scénarios 
d’exposition en cas d’évaluation de la sécurité chimique, n’est pas nécessaire. Une fiche de 
données de sécurité doit rester facilement accessible et compréhensible pour les utilisateurs 
en aval.. Il est inutile de décrire les scénarios d’exposition dans une annexe car notamment :

- l’utilisation identifiée couverte par la fiche de données de sécurité est mentionnée dans cette 
dernière (section 1-2) ;

- En outre, la fiche de données de sécurité doit satisfaire aux exigences GHS.

Amendment 118

Article 29, paragraph 8

8. A safety data sheet shall be supplied on 
paper or electronically at the latest at the 
time of the first delivery of a substance 
following the entry into force of this 
Regulation. Suppliers shall update it without 
delay on the following occasions: 

8. A safety data sheet shall be supplied on 
paper or electronically at the latest at the 
time of the first delivery of a substance 
following the entry into force of this 
Regulation, unless a safety data sheet has 
been supplied, in accordance with these 
provisions, prior to the entry into force of 
this Regulation.  Suppliers shall update it 
without delay on the following occasions:

(a) as soon as new data which may be 
necessary to enable appropriate risk 
management measures to be identified and 
applied become available; 

(a) as soon as new data which may be 
necessary to enable appropriate risk 
management measures to be identified and 
applied become available; 

(b) once the substance has been registered; (b) if the substance has been registered;

(c) once an authorisation has been granted or 
refused; 

(c) if an authorisation has been granted or 
refused; 

(d) once a restriction has been imposed. (d) if a restriction has been imposed.
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The new, dated version of the information, 
identified as 'Revision: (date)', shall be 
provided free of charge to all former 
recipients to whom they have supplied the 
substance or preparation within the 
preceding 12 months.

The new, dated version of the information, 
identified as 'Revision: (date)', shall be 
provided free of charge to all former 
recipients to whom they have supplied the 
substance or preparation within the 
preceding 12 months.

Justification

If undertakings are already required to comply with certain provisions under the interim 
REACH strategy, provision should be made for a safeguard clause designed to ensure that 
this work need not be repeated following the entry into force of the REACH regulation.

Amendment 119

Article 30, paragraph 2

2. Information shall be communicated in 
writing at the latest at the time of the first 
delivery of a substance following the entry 
into force of this Regulation. Suppliers shall 
update this information and communicate it 
down the supply chain without delay on the 
following occasions:

2. Information shall be communicated in 
writing or in electronic form at the latest at 
the time of the first delivery of a substance 
following the entry into force of this 
Regulation. Suppliers shall update this 
information and communicate it down the 
supply chain without delay on the following 
occasions:

(a) as soon as new data which may be 
necessary to enable appropriate risk 
management measures to be identified and 
applied become available;

(a) as soon as new data which may be 
necessary to enable appropriate risk 
management measures to be identified and 
applied become available;

(b) once the substance has been registered; (b) if the substance has been registered;

(c) once an authorisation has been granted or 
refused;

(c) if an authorisation has been granted or 
refused;

(d) once a restriction has been imposed. (d) if a restriction has been imposed.

That new information shall be provided free 
of charge to all former recipients to whom 
they have supplied the substance or 
preparation within the preceding 12 months.

That new information shall be provided free 
of charge to all former recipients to whom 
they have supplied the substance or 
preparation within the preceding 12 months.

Justification

Adaptation to new technologies.

Amendment 120

Article 31
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Any actor in the supply chain of a substance 
or a preparation shall communicate the 
following information to the next actor or 
distributor up the supply chain: 

Unless it would reveal confidential 
information protected by Article 116, any 
actor in the supply chain of a substance or a 
preparation shall communicate the following 
information to the next actor or distributor 
up the supply chain:

Justification

An exemption from reporting up the supply chain must be provided to downstream users if the 
report reveals confidential information about the user or its particular use of the chemical 
substance. This could avoid occasions whereby the manufacturer could pass this information 
to a downstream users competitors.

Amendment 121

Article 31 a (new)

Article 31 a

1. Any manufacturer or importer of a 
substance listed in Annex XIII, or a 
preparation or article containing such a 
substance, shall at the request of the 
downstream user, in so far as this may 
reasonably be required, furnish the 
information necessary to assess the effects 
of the substance on human health or the 
environment with respect to the operations 
and uses indicated in that request.

2. The information requirements specified 
in paragraph 1 above shall apply mutatis 
mutandis up the supply chain.

Justification
Information on hazardous (authorised) substances on their own, in preparations, and in 
articles must be distributed through the supply chain (upwards and downwards) to enable the 
companies to take appropriate actions and to make informed decisions concerning the 
contents of their products. The downstream users' right to obtain information on such 
substances is crucial in order to rebuild consumer confidence and to regain goodwill.

Amendment 122

Article 32, title
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Access to the safety data sheet information 
for workers

Access to safety information for workers

Justification

Not all information contained in the SDS can be accessible. This amendment is linked to the 
other amendments to the articles contained in Title IV: Information in the supply chain.  

Amendment 123

Article 33

33. All actors in the supply chain shall 
assemble and keep available all the 
information they require to carry out their 
duties under this Regulation for a period of 
at least 10 years after they last manufactured, 
imported, supplied or used the substance on 
its own, or in a preparation. Any actor in the 
supply chain shall submit this information or 
make it available without delay upon request 
to any competent authority of the Member 
State in which that actor in the supply 
chain is established or to the Agency, 
without prejudice to Titles II and VI.

33. All actors in the supply chain shall 
assemble and keep available all the 
information they require to carry out their 
duties under this Regulation for a period of 
at least five years after they last 
manufactured, imported, supplied or used the 
substance on its own, or in a preparation. 
Any actor in the supply chain shall submit 
this information or make it available without 
delay upon request to the Agency, without 
prejudice to Titles II and VI.

Justification

The obligation to keep all REACH information for 10 years after a substance was last 
manufactured, imported, supplied or used constitutes a significant bureaucratic problem for 
small and medium-sized businesses. The period should therefore be reduced to five years. 

Amendment 124

Article 34, paragraph 1

1. A downstream user may provide 
information to assist in the preparation of a 
registration.

1. A downstream user may provide 
information to assist in the preparation of a 
registration. The information may be 
submitted directly to the Agency. The 
provisions of Title III shall apply mutatis 
mutandi.

Justification

The REACH proposal does not expressly allow the downstream user to become a registrant, 
or to participate in consortia. For downstream users there is a potential risk of significantly 
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delaying the time to take a product to market due to bureaucratic requirements for 
registration which may require testing and other administrative procedures prior to new 
chemical use. Without the ability itself to register or participate in consortia, the downstream 
user has no ability to speed up the testing and registration process.

Amendment 125

Article 34, paragraph 2

2. Any downstream user shall have the right 
to make a use known in writing to the 
manufacturer, importer or downstream user 
who supplies him with a substance with the 
aim of making this an identified use. In so 
doing, he shall provide sufficient information 
to allow his supplier to prepare an exposure 
scenario for his use in the supplier’s chemical 
safety assessment. 

Any downstream user shall have the right to 
make a use known in writing to the 
manufacturer, importer, downstream user, 
distributor or any other actor in the supply 
chain who supplies him with a substance 
with the aim of making this an identified use. 
In so doing, he shall provide information to 
allow his supplier to provide an exposure 
scenario for his use in the supplier’s chemical 
safety assessment.
In accordance with Article 3, paragraph 26 
the manufacturer, importer or downstream 
user may refuse to provide an exposure 
scenario.
This paragraph shall not apply to any non-
approved use.

Justification

A supplier should not be required to approve all the uses identified by a downstream user and 
to prepare exposure scenarios for non-approved uses.  Paragraph 2 should not contradict 
heading 16 of the safety data sheet (which also forms part of the GHS safety data sheet).

The amendment clarifies that the suppliers are only exceptionally allowed to refuse to provide 
a down-stream user with the necessary exposure scenario for a use. This clarification has 
particular value for SMEs as it gives legal certainty and makes cost more calculable. 

Amendment 126

Article 34, paragraph 4, first subparagraph

4. A downstream user of a substance on its 
own or in a preparation shall prepare a 
chemical safety report in accordance with 
Annex XI for any use outside the conditions 
described in an exposure scenario 
communicated to him in a safety data sheet.

4. Any downstream user of a substance on its 
own or in a preparation shall prepare a 
chemical safety report in accordance with 
Annex XI for any use in quantities of 1 
tonne or more per year per substance 
outside the use and exposure categories in 
the meaning of  article 3 (30) communicated 
to him in a safety data sheet.
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Justification

This amendment ensures equal treatment of registrants and downstream users with regard to 
uses which have to be included in a chemical safety assessment, which – for reasons of 
workability – should only required for uses in quantities of 1 t or more per year.

Amendment 127

Article 34 a (new)

Article 34a 

In accordance with the objective of 
promoting non-animal test methods, the 
Commission, the Member States and the 
industry should increase the resources and 
efforts devoted to speeding up the 
development and validation of such 
alternative test methods.

Justification

The objective set by this regulation of promoting non-animal test methods should be reflected 
in the text of the regulation, particularly given the current lack of resources and efforts in this 
area and slow progress in the development and approval of alternative methods. 

Amendment 128

Article 35, paragraph 1

1. Before commencing a particular use of a 
substance that has been registered by an 
actor up the supply chain in accordance with 
Articles 5 or 16, any downstream user shall 
report to the Agency the information 
specified in paragraph 2 of this Article, if a 
safety data sheet is communicated to him that 
includes an exposure scenario and the 
downstream user is using the substance 
outside the conditions described in that 
exposure scenario.

1. Before commencing a particular use of a 
substance in accordance with a category of 
use or exposure category that has been 
registered by an actor up the supply chain in 
accordance with Articles 5 or 16, any 
downstream user shall report to the Agency 
the information specified in paragraph 2 of 
this Article, if a safety data sheet is 
communicated to him that includes an 
exposure scenario, category of use, or 
exposure category and the downstream user 
is using the substance outside the conditions 
described therein.

Justification

Brought into line accordingly. It is pointed out that, as a rule, downstream users do not have 
the toxicological expertise to make testing proposals.
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Amendment 129

Article 36, paragraphs 1 and 2

1. Downstream users shall be required to 
comply with the requirements of Article 34 
at the latest 12 months after receiving a 
registration number communicated to them 
by their suppliers in a safety data sheet.

1. Downstream users shall be required to 
comply with the requirements of Article 34 
at the latest 12 months after receiving 
confirmation of registration communicated 
to them by their suppliers in a safety data 
sheet.

2. Downstream users shall be required to 
comply with the requirements of Article 35 
at the latest 6 months after receiving a 
registration number communicated to them 
by their suppliers in a safety data sheet.

2. Downstream users shall be required to 
comply with the requirements of Article 35 
at the latest 6 months after receiving 
confirmation of registration communicated 
to them by their suppliers in a safety data 
sheet.

Justification

The requirement to disclose to downstream users the registration numbers of all the 
substances present in a preparation will result in loss of confidentiality.

Amendment 130

Title VI, name

EVALUATION OF SUBSTANCES EVALUATION

Justification

The name of Title VI should reflect the fact that its provisions cover more than the 
substances’ evaluation.

Amendment 131

Article 37

Polymers are exempted from evaluation 
under this Title.

Polymers and phase-in substances 
undergoing preregistration under Article26
are exempted from evaluation under this 
Title.

Justification

Evaluation of phase-in substances is separately regulated under the preregistration 
procedure. The substances will be subject to substance evaluation, however, once they have 
been registered.
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Amendment 132

Article 38, paragraph  1

1. For the purposes of Articles 39 to 43, the 
competent authority shall be the competent 
authority of the Member State within 
which the manufacture takes place or the 
importer is established.

1. For the purposes of Articles 39 to 44, the 
competent authority shall be the Agency. It 
may rely for performing the tasks described 
in these Articles on the competent 
authorities referred to in Article 118.

Justification
In order to create a true level playing field, the Agency must be given a broader mandate and 
responsibility. Hence, the Agency should be responsible for Evaluation on the Community 
level, assisted and advised by Member State authorities and the Member State Committee 
which is the technical advisory body under the REACH system.

Amendment 133
Article 38, paragraph 1 a (new)

1a. For the purposes of Articles 39 to 43, 
an opinion may be requested from the 
Member State Committee.

Justification
The Agency shall work under the advise of and in cooperation with the Member State 
Committee, but shall retain the full responsibility for any decision taken. However, in order to 
avoid a heavy consultation procedure for all matters, it should be optional when or if the 
Member State Committee should be consulted.

</Amend>

Amendment 134
Article 38 paragraph 2
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2. If several manufacturers or importers 
have formed a consortium in accordance 
with Articles 10 or 17, the competent 
authority shall be the competent authority 
of the one manufacturer or importer 
submitting data to the Agency on behalf of 
the others in accordance with Articles 10 or 
17.

deleted

Justification
The above amendment to Article 38.1 makes this procedure superfluous.

Amendment 135

Article 38, paragraph 2 a (new)

2a. All communication between the Agency 
and the registrant may be handled in a 
language chosen by the registrant.

Justification

Internal market harmonisation presupposes that all decisions and opinions are adopted 
centrally: by the Agency. In the process, however, the Agency must be able to benefit from the 
expertise of Member States' competent authorities and request technical support from them in 
order to prepare its decisions and opinions.

To make matters easier for SMEs in particular, communication with the Agency must be 
possible in the language of the country in which the registrant is headquartered.

Amendment 136

Article 40, paragraph  2
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2. On the basis of an examination made 
pursuant to paragraph 1, the competent 
authority may prepare a draft decision 
requiring the registrant(s) to submit any 
information needed to bring the 
registration(s) into compliance with the 
relevant information requirements and that 
decision shall be taken in accordance with 
the procedure laid down in Articles 48 and 
49.

2. If on the basis of an examination made 
pursuant to paragraph 1 further 
information is necessary to bring the 
dossier into compliance with the 
requirements of this Regulation, the 
Agency shall prepare a draft decision within 
twelve months of the publication of the 
annual evaluation plan referred to in 
paragraph 3a below requiring the 
registrant(s) to submit the information 
needed to bring the registration(s) into 
compliance and that decision shall be taken in 
accordance with Articles 48.

Amendment 137

Article 40, paragraph 3

3. The registrant shall submit the information 
required to the Agency.

3. The registrant shall submit the information 
required to the Agency within a reasonable 
deadline to be  set by the Agency. This deadline 
shall not exceed six months. The agency shall 
withdraw the registration number if the 
registrant fails to submit the relevant 
information within the deadline set.

Justification

A registrant might have passed the completeness check as stipulated in Article 18, but the 
information requirements might nevertheless not be fulfilled. Non-compliance with the 
information requirements should have clear consequences. Registrants should have no more 
than one chance within a maximum of six months to correct flawed registrations. This could 
ensure good quality and avoid never-ending disputes between the authorities and registrants. 

Amendment 138

Article 40, paragraph 3 a (new)

3a. The Agency shall establish an annual 
evaluation plan for registration dossiers to 
evaluate their overall quality. This plan 
shall include a minimum percentage of 
registration dossiers to be evaluated and is 
published on the Agency’s website.
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Justification

It is important to guarantee that a minimum proportion of registration dossiers are evaluated, 
in particular to give a measure of confidence that industry’s risk management measures are 
well-founded.

Amendment 139

Article 40, paragraph  3 b (new)

3b. The Agency shall draw up an annual 
report on the outcome of the dossier 
evaluations it has carried out. That report 
shall contain, inter alia, recommendations 
for registrants suggesting how they might 
improve the quality of future registration 
dossiers. The report shall be published on 
the Agency’s website.

Justification

The Agency must be able to play a role in informing the public and advising registrants on 
the quality of the dossiers submitted under the REACH rules.

Amendment 140
Article 42, paragraph1

1. A competent authority that starts 
evaluating a testing proposal under 
Article 39 shall notify the Agency 
accordingly.

deleted

Justification
The above amendment to Article 38.1 makes this procedure superfluous.

Amendment 141
Article 42, paragraph 2
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2. The competent authority shall prepare a 
draft decision in accordance with 
Article 39(2) within 120 days of receiving a 
registration or downstream user report 
containing a testing proposal from the 
Agency.

2. The Agency shall prepare a draft decision 
in accordance with Article 39(2) within 
120 days of receiving a registration or 
downstream user report containing a testing 
proposal.

Justification
Brings Article 42.2 in line with the above amendments to Article 38.

Amendment 142

Article 42, paragraph 4

4. When the competent authority of a 
Member State finishes its evaluation 
activities under Article 39 in respect of a 
phase-in substance, it shall notify the 
Agency accordingly.

deleted

Justification
The above amendment to Article 38.1 makes this procedure superfluous.

Amendment 143

Article 42, paragraph 4 a (new)

4a. The list of registration dossiers which 
are evaluated in accordance with Articles 
39 and 40 shall be made available to the 
Member States.

Justification

This amendment aims to provide visibility within the network regarding the work done by the 
Agency on testing proposals.

Amendment 144

Article 43
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1. A competent authority that starts 
evaluating the compliance of a registration 
under Article 40 shall notify the Agency 
accordingly.

Deleted

2. The competent authority shall prepare a 
draft decision in accordance with 
Article 40(2) within 12 months of the start of 
the evaluation of the substance.

2. The Agency shall prepare a draft decision 
in accordance with Article 40(2) within
12 months of the start of the evaluation of 
the substance.

3. When the competent authority of a 
Member State finishes its evaluation 
activities under Article 40 in respect of a 
phase-in substance, it shall notify the 
Agency accordingly.

Deleted

Amendment 145

Article 43 a (new)

1. The Agency shall examine the 
information submitted under Article 9(a iii) 
and Article 11(1 a), in order to establish 
whether further information is required.

2. On the basis of an examination made 
pursuant to paragraph 1, the Agency shall 
within 12 months after receiving the 
information prepare a decision requiring 
whether the registrant(s) need(s) to submit 
any additional information.
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3. Additional information can only be 
requested in case two or more of the 
following criteria are met:

(a) substances for which no information 
has been submitted on human health or 
environmental endpoints and where no 
Member State authority holds any such 
information;
(b) substances for which scientific evidence 
indicates that they are likely to meet the 
criteria for classification as carcinogenic, 
mutagenic or toxic for reproduction, 
category 1 or 2, or to fulfil the criteria in 
Annex XII, and for which no relevant 
information is available;
(c) substances with dispersive or diffuse 
use(s) where exposure cannot be reliably 
estimated, particularly where such 
substances are incorporated into consumer 
products;
(d) substances which have been registered 
by at least 20 registrants, unless those 
registrants have shown that there is no 
significant exposure, or in cases where 
scientific evidence does not indicate a 
possible hazard;
(e) substances for which results of 
enforcement or monitoring activities in the 
Member States have identified suspicions 
of risks to human health or the 
environment.

Additional information can only consist of 
information specified in Annex V.

4. An Agency decision to request additional 
information shall be subject to appeal 
under Article 87 of this Regulation.
5. The Agency shall inform the 
Commission and the relevant Member 
State authorities if it advises to initiate 
substance evaluation or Community risk 
management.

Amendment 146

Article 43 a
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In order to provide a harmonised approach, 
the Agency shall develop criteria for 
prioritising substances with a view to further 
evaluation. Prioritisation shall be on a risk-
based approach. The criteria for evaluation 
shall include consideration of hazard data, 
exposure data and tonnage bands. The 
Agency shall take a decision on the criteria 
for the prioritisation of substances for further 
evaluation. Member States shall use these 
criteria for preparing their rolling plans.

In order to provide a harmonised approach, 
the Agency shall develop criteria for 
prioritising substances with a view to further 
evaluation. Prioritisation shall be on a risk-
based approach. The criteria for evaluation 
shall include consideration of hazard data, 
exposure data and tonnage bands. The 
Agency shall take a decision on the criteria 
for the prioritisation of substances for further 
evaluation. 

Amendment 147

Article 43 a bis - Title 

Competent authority Community rolling plan

Amendment 148

Article 43a bis, paragraph 1, 1st subparagraph 

A Member State shall include a substance 
in a rolling plan, with the aim of becoming 
competent authority for the purposes of 
Articles 44, 45 and 46, if that Member 
State, either as a result of a dossier 
evaluation by its competent authority 
referred to under Article 38 or from any 
other relevant source, including 
information in the registration dossier(s), 
has reasons for suspecting that the substance 
presents a risk to health or the environment, 
in particular on the basis of either of the 
following:

The Agency shall draw up a draft 
Community rolling plan for substance 
evaluation. A substance shall be included 
in the draft rolling plan on the basis of the 
criteria set out in Article 43 a where there 
are reasons for suspecting, either as a result 
of a dossier evaluation under Article 38 or 
from any other relevant source, that the 
substance presents a risk to health or the 
environment, in particular on the basis of 
either of the following:

Justification
The Agency should be responsible for drawing up Community rolling plans for substance 
evaluations. The actual evaluations will subsequently be distributed to national authorities on 
the basis of know-how. This will ensure the best use of the available resources on the 
Community level.

Amendment 149

Article 43a bis, paragraph 2
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2. A rolling plan as referred to in paragraph  
1 shall cover a period of three years, updated 
annually, and shall specify the substances 
which the Member State is planning to 
evaluate each year. The Member State shall 
submit the rolling plan to the Agency and 
the other Member States by 28 February 
each year. The Agency may make 
comments and Member States may send 
their comments to the Agency or express 
their interest in evaluating a substance by 31 
March of each year.

2. A draft Community rolling plan as 
referred to in paragraph  1 shall cover a 
period of three years, updated annually, and 
shall specify the substances to be evaluated 
each year. The Agency shall submit the draft
Community rolling plan to the Member 
States' authorities by 28 February each year. 
Member States may send their comments to 
the Agency or express their interest in 
evaluating a substance by 31 March of each 
year.

Justification
The Agency should be responsible for drawing up Community rolling plans for substance 
evaluations. The actual evaluations will subsequently be distributed to national authorities on 
the basis of know-how. This will ensure the best use of the available resources on the 
Community level.

Amendment 150

Article 43 a bis, paragraph  2 a (new)

2a. The Member States may in their 
comments on the draft Community rolling 
plan:
-propose the inclusion of additional 

substances;
-propose the deletion of included 

substance(s);
- indicate an interest of their national 

competent authority referred to in Article 
118 to perform the evaluation of one or 
more substance(s) included in the draft 
Community rolling plan and/or in their 
proposal referred to in sub (a) above;

Amendment 151

Article 43a bis, paragraph  3



PE 353.595v03-00 82/150 AD\579754EN.doc

EN

3. In cases where there have been no 
comments on a rolling plan or no other 
Member State has expressed an interest, 
the Member State shall adopt this rolling 
plan. The competent authority shall be the 
competent authority of the Member State 
that has included the substance in its 
definitive rolling plan.

3. If after a 30 day-period, no Member 
State comments have been made on the 
draft rolling plan, it shall be considered 
adopted.

If Member State comments have been 
received by the Agency, they shall be 
submitted together with the draft 
Community rolling plan, to the Member 
States Committee provided for in 
Article 72(1)(e), hereinafter “the 
Member State Committee”.

This draft Community rolling plan shall 
also specify the substance(s) which each 
Member State will be requested to evaluate 
each year.

The allocation of substances among 
Member States shall reflect:
i) their proportion of the total Community 
gross domestic product; and

ii). their experience with same or related 
substances stemming from previous 
evaluations under Articles 39 to 46; and

iii) the capacity of the Member State's 
competent authority to carry out such 
evaluations.

Amendment 152

Article 43a bis, paragraph  4
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4. In cases where two or more Member 
States have included the same substance in 
their draft rolling plans or, after 
submission of the rolling plans, have 
expressed an interest in evaluating the 
same substance, the competent authority 
for the purposes of Articles 44, 45 and 46 
shall be determined in accordance with the 
procedure laid down in the second, third 
and fourth subparagraph s.

Deleted

The Agency shall refer the matter to the 
Member State Committee provided for in 
Article 72(1)(e), hereinafter “the Member 
State Committee”, in order to agree which 
authority shall be the competent authority, 
taking into account the principle that the 
allocation of substances among Member 
States shall reflect their proportion of the 
total Community gross domestic product. 
Wherever possible, priority shall be given to 
Member States that have already performed 
dossier evaluations of the substance in 
question under Articles 39 to 43;

Deleted

If, within 60 days of the referral, the Member 
State Committee reaches unanimous 
agreement, the Member States concerned 
shall adopt their definitve rolling plans 
accordingly. The competent authority shall 
be the competent authority of the Member 
State that has included the substance in its 
definitive rolling plan.

4. If, within 60 days of the referral, the 
Member State Committee reaches unanimous 
agreement on the draft Community rolling 
plan, the Agency shall adopt the definitive
Community rolling plan accordingly.

If the Member State Committee fails to reach 
a unanimous agreement, the Agency shall 
submit the conflicting opinions to the 
Commission, which shall decide which 
authority shall be the competent authority,
in accordance with the procedure referred to 
in Article 130(3), and the Member States 
shall adopt their definitive rolling plans 
accordingly.

If the Member State Committee fails to reach 
a unanimous agreement, the Agency shall 
submit the conflicting opinions to the 
Commission, which shall adopt the definitive 
Community rolling plan, in accordance with 
the procedure referred to in Article 130(3).

Amendment 153

Article 43 a bis, paragraph  5
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5. As soon as the competent authorities 
have been determined, the Agency shall 
publish the definitive rolling plans on its 
website.

5. The Agency shall publish the definitive 
rolling plan and its annual updates on its 
website.

Amendment 154

Article 43a bis, paragraph  6

6. The competent authority identified in 
accordance with paragraphs 1 to 4 shall 
evaluate all substances on its rolling plan in 
accordance with this Chapter.

6. The competent authority of the Member 
State identified in accordance with 
paragraphs 3 and 4 shall evaluate all 
substances attributed to it in accordance with 
this Chapter.

Justification
Self-explanatory.

Amendment 155

Article 43 a bis, paragraph 6 a (new)

6a. The Commission shall, at the request of 
any Member State, in accordance with the 
procedure referred to in Article 130 (2), 
and on the basis of a recommendation by 
the Agency, set in place a compensation 
scheme for the evaluations, carried out by 
the Member States' authorities.

Justification

The Agency should be responsible for drawing up Community rolling plans for substance 
evaluations. The actual evaluations will subsequently be distributed to national authorities on 
the basis of economic performance, experience and capacity. In case a Member State believes 
ther is an uneven distribution of evaluation costs, a compensation scheme should be put in 
place, so that the financial burden of performing the evaluations will subsequently be 
distributed fairly.

Amendment 156

Article 44, paragraph 1
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1. If the competent authority considers that 
further information is required for the 
purposes of clarifying the suspicion, referred 
to in Article 43a bis (1), including, if 
appropriate, information not required in 
Annexes V to VIII, it shall prepare a draft 
decision, stating reasons, requiring the 
registrant(s) to submit the further 
information. The decision shall be taken in 
accordance with the procedure laid down in 
Articles 48 and 49.

1. If the Agency considers that further 
information is required for the purposes of 
clarifying the suspicion, referred to in Article 
43a bis (1), including, if appropriate, 
information not required in Annexes V to 
VIII, it shall prepare a draft decision, stating 
reasons, requiring the registrant(s) to submit 
the further information while setting  a 
reasonable deadline for this. The decision 
shall be taken in accordance with the 
procedure laid down in Articles 48 and 49.

Justification

Competent authorities shall set up deadlines for registrants to submit the missing data 
outlined by the registrant in the test proposal, taking into account the number and quality of 
the missing test. Deadlines are necessary to avoid unreasonable delays in the substance 
evaluation, and will improve the management of the rolling plans.

Amendment 157

Article 44, paragraph 2

2. The registrant shall submit the information 
required to the Agency.

2. The registrant shall submit the information 
required to the Agency or to his competent 
authority who shall forward this 
information to the Agency.

Justification

It must be made possible to communicate with the Agency through local authorities.

Amendment 158

Article 44 a (new)

Submission of further information in case 
of multiple registrants
1. If multiple registrants are required to 
submit information in accordance with 
Article 43 a (new) or Article 44 for the 
same substance, the Agency shall inform 
all those registrants of the identity of each 
other.
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2. All registrants required to submit the 
same information shall have three months 
to agree on who is to generate the 
information on behalf of all of them. In 
case of failure to reach an agreement, the 
Agency shall designate one of the 
registrants who shall generate the 
information.

3. The costs for the generation of the 
additional information requested by the 
Agency shall be shared equally among all 
registrants of that substance unless another 
agreement has been reached.

Justification
If additional information is requested for a substance for which there are several registrants, 
it is superfluous for the Agency to obtain more than one additional data set. Further, costs for 
generating the additional information should in such cases be shared between all registrants 
of that substanc unless they internally decide otherwise.

Amendment 159

Article 47

For on-site isolated intermediates, neither 
dossier nor substance evaluation shall apply. 
However, where a risk equivalent to the level 
of concern arising from the use of substances 
to be included in Annex XIII under Article 
54 can be demonstrated arising from the use 
of an on-site isolated intermediate, the 
competent authority of the Member State in 
whose territory the site is located may:

For on-site isolated intermediates, neither 
dossier nor substance evaluation shall apply. 
However, where a risk equivalent to the level 
of concern arising from the use of substances 
to be included in Annex XIII under Article 
54 can be demonstrated arising from the use 
of an on-site isolated intermediate, the 
Agency may: 

a) require the registrant to submit 
further information directly related to the risk 
identified. This request shall be accompanied 
by a written justification; 

a) require the registrant to submit 
further information directly related to the risk 
identified. This request shall be accompanied 
by a written justification; 

b) examine any information submitted 
and, if necessary, take any appropriate risk 
reduction measures to address the risks 
identified in relation to the site in question.

b) examine any information submitted 
and, if necessary, take any appropriate risk
reduction measures to address the risks 
identified in relation to the site in question.

The procedure provided for in the first 
paragraph may be undertaken only by the 
competent authority referred to therein.

The procedure provided for in the first 
paragraph may be undertaken only by the 
competent authority referred to therein.
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Justification

This amendment follows from the decision that the entire management of the evaluation 
process should be in the hands of the Agency. It should be taken in conjunction with the other 
amendments tabled to the articles of Title VI, Substance Evaluation.    

Amendment 160

Article 48, paragraph 2

2. If a registrant has ceased the manufacture 
or import of the substance, he shall inform 
the competent authority of this fact with the 
consequence that his registration shall no 
longer be valid, and no further information 
may be requested with respect to that 
substance, unless he submits a new 
registration.

2. If a registrant has definitively ceased the 
manufacture or import of the substance, he 
shall inform the Agency of this fact with the 
consequence that his registration shall no 
longer be valid, and no further information 
may be requested with respect to that 
substance, unless he submits a new 
registration.

Justification

It would be useful to specify that the registration only lapses once manufacture has 
definitively ceased. In certain circumstances, manufacture may only cease temporarily, which 
should not lead to loss of registration.

Amendment 161

Article 48, paragraph 3

3. The registrant may cease the manufacture 
or import of the substance upon receipt of 
the draft decision. In such cases, he shall 
inform the competent authority of this fact 
with the consequence that his registration 
shall no longer be valid, and no further 
information may be requested with respect to 
that substance, unless he submits a new 
registration.

3. The registrant may definitively cease the 
manufacture or import of the substance upon 
receipt of the draft decision. In such cases, 
he shall inform the Agency of this fact with 
the consequence that his registration shall no 
longer be valid, and no further information 
may be requested with respect to that 
substance, unless he submits a new 
registration.

Justification

It would be useful to specify that the registration only lapses once manufacture has 
definitively ceased. In certain circumstances, manufacture may only cease temporarily, which 
should not lead to loss of registration. 

Amendment 162
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Article 49, paragraph  1

1. The competent authority of a Member 
State shall notify its draft decision in 
accordance with Article 39, 40 or 44 to the 
Agency, together with any comments by the 
registrant or downstream user, and 
specifying how these comments have been 
taken into account. The Agency shall 
circulate this draft decision, together with the 
comments, to the competent authorities of 
the other Member States.

1. The competent authority of a Member 
State shall notify its draft decision in 
accordance with Article 44 to the Agency, 
together with any comments by the registrant 
or downstream user, and specifying how 
these comments have been taken into 
account. The Agency shall circulate this draft 
decision, together with the comments, to the 
competent authorities of the other Member 
States.

Justification

In order to simplify and centralise the process, the Agency, or the reporting body in a 
Member State, should be responsible for drawing up the draft decision.

Amendment 163

Article 50, paragraph 1

1. If a registrant or downstream user 
performs a test on behalf of others, they shall 
all share the cost of that study equally.

1. If a registrant or downstream user 
performs a test on behalf of others, they shall 
all share the cost of that study in accordance 
with Article 25(8a) .

Justification
Brings Article 50 in accordance with the above amendment for Article 25.

Amendment 164

Article 52

The aim of this Title is to ensure the good 
functioning of the internal market while 
assuring that the risks from substances of 
very high concern are properly controlled or 
that these substances are replaced by suitable 
alternative substances or technologies.

The aim of this Title is to ensure the good 
functioning of the internal market while 
assuring that the risks from substances of 
very high concern are properly controlled or
that these substances are replaced by 
suitable alternative substances or 
technologies with a proven lower risk.

Justification
When replacing substances of particular concern with suitable alternative substances, the 
lower risk of the latter should also be proven.
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Amendment 165

Article 53, paragraph 1

1. A manufacturer, importer or downstream 
user shall not place on the market a 
substance for a use or use it himself if that 
substance is included in Annex XIII, unless: 

1. A manufacturer, importer or downstream 
user shall not place on the market a 
substance for a use or use it himself if that 
substance is included in Annex XIII, unless: 

(a) the use(s) of that substance on its own, in 
a preparation or the incorporation of the 
substance into an article for which the 
substance is placed on the market or for 
which he uses the substance himself has been 
authorised in accordance with Articles 57 to 
61; or

(a) the use(s), or use and exposure 
categories, of that substance on its own, in a 
preparation or the incorporation of the 
substance into an article for which the 
substance is placed on the market or for 
which he uses the substance himself has been 
authorised in accordance with Articles 57 to 
61; or

(b) the use(s) of that substance on its own, in 
a preparation or the incorporation of the 
substance into an article for which the 
substance is placed on the market or for 
which he uses the substance himself has been 
exempted from the authorisation requirement 
in Annex XIII itself in accordance with 
Article 55(2); or

(b) the use(s), or use/exposure categories, of 
that substance on its own, in a preparation or 
the incorporation of the substance into an 
article for which the substance is placed on 
the market or for which he uses the 
substance himself has been exempted from 
the authorisation requirement in Annex XIII 
itself in accordance with Article 55(2); or

(c) the date referred to in Article 55(1)(c)(i) 
has not been reached; or

(c) the date referred to in Article 55(1)(c)(i) 
has not been reached; or

(d) the date referred to in Article 55(1)(c)(i) 
has been reached and he made an application 
18 months before that date but a decision on 
the application for authorisation has not yet 
been taken. or 

(d) the date referred to in Article 55(1)(c)(i) 
has been reached and he made an application 
18 months before that date but a decision on 
the application for authorisation has not yet 
been taken. or 

(e) in cases where the substance is placed on 
the market, authorisation for that use has 
been granted to his immediate downstream 
user.

(e) in cases where the substance is placed on 
the market, authorisation for that use, or for 
that use and exposure category, has been 
granted to his immediate downstream user.

Amendment 166

Article 53, paragraph 3
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3. Paragraph s 1 and 2 shall not apply to 
the use of substances which are waste and 
are treated in a waste treatment installation 
in accordance with the conditions of a
permit under Council Directive 
75/442/EEC or Council Directive 
91//689/EEC , without prejudice to 
Regulation (EC) No …/…{PoPs}.

deleted

Justification
These provisions are now included in Article 2, Paragraph 1 ca (new).

Amendment 167

Article 53, paragraphs 5 and 6
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5. Paragraph s 1 and 2 shall not apply to 
the following uses of substances:
(a) uses in plant protection products within 
the scope of Directive 91/414/EEC;
(b) uses in biocidal products within the 
scope of Directive 98/8/EC;
(c) uses as medicinal products for human 
or veterinary use within the scope of 
Regulation (EEC) No 2309/93 and 
Directives 2001/82/EC and 2001/83/EC;
(d) uses as food additives within the scope 
of Directive 89/107/EEC;
(e) uses as additives in animal feeding 
stuffs within the scope of Directive 
70/524/EEC;
(f) uses as flavourings in foodstuffs within 
the scope of Decision 1999/217/EC;
(g) uses as an on-site isolated intermediate 
or as a transported isolated intermediate;
(h) use as motor fuels covered by Directive 
98/70/EC of the European Parliament and 
of the Council ;
(i) uses as fuel in mobile or fixed 
combustion plants of mineral oil products 
and use as fuels in closed systems.
6. In the case of substances that are subject 
to authorisation only because they meet the 
criteria in Article 54(a), (b) and (c) or 
because they are identified in accordance 
with Article 54(f) only because of hazards 
to human health, paragraph s 1 and 2 of 
this Article shall not apply to the following 
uses:
(a) uses in cosmetic products within the 
scope of Directive 76/768/EEC;
(b) uses in food contact materials within 
the scope of Directive 89/109/EEC.

deleted

Justification
These provisions are now included in Article 2, paragraph 2b (new).

Amendment 168

Article 54 paragraphe 1, point a)
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(a) substances meeting the criteria for 
classification as carcinogenic category 1 or 
2 in accordance with Directive 67/548/EEC;

(a) substances classified as carcinogenic
category 1 or 2 in accordance with 
Directive 67/548/EEC;

Amendment 169

Article 54 paragraphe 1, point b)

(b) substances meeting the criteria for 
classification as mutagenic category 1 or 2 
in accordance with Directive 67/548/EEC;

(b) substances classified as mutagenic 
category 1 or 2 in accordance with 
Directive 67/548/EEC;

Amendment 170

Article 54 paragraphe 1, point c)

(c) substances meeting the criteria for 
classification as toxic for reproduction 
category 1 or 2 in accordance with 
Directive 67/548/EEC;

(c) substances classified as toxic for 
reproduction category 1 or 2 in accordance 
with Directive 67/548/EEC;

Amendment 171

Article 54 paragraphe 1, point e)

(e) substances which are very persistent and 
very bioaccumulative in accordance with the 
criteria set out in Annex XII;

(e) substances which are very persistent, very 
bioaccumulative and toxic in accordance 
with the criteria set out in Annex XII;

Amendment 172

Article 54 paragraphe 1, point f)

(f) substances, such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and 
toxic properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) and (e) and 
which are identified as causing serious and 
irreversible effects to humans or the 
environment which are equivalent to those 
of other substances listed in points (a) to (e) 
on a case-by-case basis in accordance with 
the procedure set out in Article 56.

(f) substances identified as causing serious 
risks to humans or the environment which 
are equivalent to those of other substances 
listed in points (a) to (e) on a case by case 
basis in accordance with the procedure set 
out in Article 56 based on sound scientific 
evidence.
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Justification

Without any scientific and risked based assessment of substances that may be subject to 
authorisation this indent would open the whole authorisation process on the basis of arbitrary 
criteria, thereby limiting legal certainty and undermining the whole REACH philosophy.

Amendment 173

Article 54 a (new)

Article 54a

Revision of substances to be included in 
Annex XIII

1. At the earliest six years following the 
entry into force of this Regulation, the 
European Commission shall request that 
the Scientific Committee on Health and 
Environmental Risks (SCHER) provide an 
opinion as to whether additional scientific 
criteria should be added to Article 54 of 
this Regulation and its relevant Annexes 
and shall provide guidance on such 
criteria.

2. Based on the opinion of the SCHER and 
with regard to Article 251 of the Treaty, the 
Commission may make a proposal to the 
European Parliament and Council to 
amend the categories listed in Article 54 to 
cover other substances posing an 
equivalent level of concern where their 
properties:
(a) can be established by clear scientific 
criteria using internationally validated test 
methods and;

(b) are found to cause serious and 
irreversible adverse effects to human health 
or the environment.

Justification

This amendment ensures both legal certainty and that the restrictions of the authorisation 
process focus on substances that have a proven adverse effect on human health or the 
environment when examined against clearly established scientific criteria validated at 
international level, such as the OECD.
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Amendment 174

Article 55, paragraph 1, point (e)

(e) uses or categories of uses exempted from 
the authorisation requirement, if any, and 
conditions for such exemptions, if any.

(e) uses or categories of uses and of 
exposure exempted from the authorisation 
requirement, if any, and conditions for such 
exemptions, if any.

Justification

Only registered substances should be subject to authorisation. Non-registered substances 
cannot in any case be manufactured or imported. This insertion will clarify the provision.

Amendment 175

Article 55, paragraph 2

2. Uses or categories of uses may be 
exempted from the authorisation 
requirement. In the establishment of such 
exemptions, account shall be taken, in 
particular, of the following:

2. Uses or categories of uses and of 
exposure may be exempted from the 
authorisation requirement. In the 
establishment of such exemptions, account 
shall be taken, in particular, of the following:

(a) existing specific Community legislation 
imposing minimum requirements relating to 
the protection of health or the environment 
for the use of the substance, such as binding 
occupational exposure limits, emission limits 
and so forth;

(b) existing legal obligations to take 
appropriate technical and management 
measures to ensure compliance with any 
relevant health, safety and environmental 
standards in relation to the use of the 
substance.

(ba) Proportionality of risk to human 
health or the environment, related to the 
physical forms during use, such as metals 
in massive form.

(bb) specific risk management measures in 
the interests of protecting health and/or the 
environment which are included in the 
registration dossier.
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Exemptions may be subject to conditions. Exemptions may be subject to conditions.

Justification

Manche Stoffe oder Verwendungen, die bereits einer angemessenen Kontrolle unterliegen 
(zum Beispiel Expositionsgrenzwerte, Verwendung unter streng überwachten industriellen 
Bedingungen) müssen ausgenommen werden. For metals/alloys the risks to human health and 
the environment depend on the forms . Generally, their toxilogical effects are assessed by 
testing the metals in the form of fine powder. However, massive forms of the metals typically 
have lower risk characteristics, so cannot be treated on a par with the fine powder form. 
Applying the same requirements to both forms is disproportionate to the potential risk. 

Amendment 176

Article 55, paragraph 3, point c) a (new)

ca) category 1 and 2 CMRs

Justification

Category 1 and 2 CMRs should be entered on the list since they are substances that should be 
included in Annex XIII (see Article 54(a),(b) and (c). This amendment is linked to the other 
amendments to the Articles under Title VII: Authorisation.

Amendment 177

Article 55, paragraph 3 a (new)
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3a. Within six months after registration of 
certain substances meeting the criteria 
under Article 54 has been completed, the 
Agency shall examine whether, in 
connection with the uses or use and 
exposure categories specified by the 
registrant, new restrictions or modifications 
to existing restrictions under Title VIII are 
required. Should the Agency conclude that 
new restrictions are required, it shall 
recommend that a restrictions procedure in 
accordance with Articles 66 to 70 be 
instituted. Should the Agency take the view 
that the uses specified by the registrant are 
subject to appropriate verification, it shall 
recommend exemption from those 
restrictions, account being taken of the 
requirements laid down in Article 55(2). 
Such exemptions shall be subject to 
decisions to be taken in accordance with 
the procedure specified in Article 130(3).

The first, second and third sentences shall 
not apply if the substance has already been 
recommended by the Agency for priority 
inclusion in accordance with Article 55(3).

The first, second and third sentences shall 
not apply if the Agency establishes that the 
registration dossier submitted for that 
substance does not provide adequate 
grounds for an accelerated decision-taking 
procedure. That decision shall be notified
to the registrants concerned. The 
registrants shall be invited to submit 
comments within three months. The 
Agency shall update its decision, taking 
account of those comments.

The uses specified by the registrant in 
respect of which the Agency has made no 
recommendation pursuant to the second 
and third sentences within the six-month 
period, or taken no decision pursuant to the 
fifth sentence, shall be deemed to have 
been exempted within the meaning of 
Article 55(2).
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Justification

Restrictions should take precedence over authorisation procedures: they enable a greater 
degree of environmental and consumer safety to be provided faster, more comprehensively 
and in a uniform fashion across the EU. The two-stage authorisation procedure is protracted
and bureaucratic. Individual decisions under the authorisation procedure would be possible 
only where a restrictions procedure could not provide a sufficient degree of safety.

Amendment 178

Article 57, paragraph 3, point (b)

(b) the socio-economic benefits arising from 
its use and the socio-economic implications 
of a refusal to authorise as demonstrated by 
the applicant or other interested parties;

(b) the socio-economic benefits arising from 
its use and the socio-economic and other 
sustainability-related implications of a 
refusal to authorise as demonstrated by the 
applicant or other interested parties;

Justification

The term' socio-economic' does not necessarily cover the full assessment of implications that 
need to be considered. Sustainability-related implications include an assessment of such 
factors as efficiency of resource use, energy efficiency, greenhouse gas efficiency, waste 
minimisation and recycling. Specific reference to sustainability-related implications is needed 
to avoid misleading or sub-optimal assessment outcomes. 

Amendment 179

Article 57, paragraph 3, point (c)

(c) the analysis of the alternatives submitted 
by the applicant under Article 59(5) and any 
third party contributions submitted under 
Article 61(2);

(c) the analysis of the alternatives submitted 
by the applicant under Article 59(5) and any 
third party contributions that meet the 
standards of science and are submitted 
under Article 61(2);

Justification

Third-party contributions can provide useful input if they meet the standards of science.

Amendment 180

Article 57, paragraph 3, point (d)
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(d) available information on the health or
environmental risks of any alternative 
substances or technologies. 

(d) available information on the health and 
environmental risks, and the socio-economic 
and other sustainability-related 
implications, associated with the use of any 
alternative substances or technologies. 

Justification

Sustainability-related implications include an assessment of such factors as efficiency of 
resource use, energy efficiency, greenhouse gas efficiency, waste minimisation and recycling. 
For complete and thorough decisions to be made, information should be required on both 
health and environmental risks as well as the socio-economic and other sustainability-related 
implications of using alternative substances or technologies.

Amendment 181

Article 57, paragraph 6

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall normally
be subject to a time-limit.

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall be subject 
to a periodic review, taking into account 
application specific lead times and product 
cycles.

Justification

The words "time-limit" do not have a clear meaning. It is not clear if what is being referred to 
is a date for end of authorised use (i.e. a sunset date) or a date at which authorisation for use 
is to be reviewed. This amendment ensures all authorisations granted in accordance with 
Article 57 (3) shall be subject to review at a time specified when the authorisation is granted, 
but leaves the need for any decision related to the date for an end of authorised use to be 
made on a case by case basis.

Amendment 182

Article 57, paragraph 7, point (c)

(c) the use(s) for which the authorisation is 
granted;

(c) the use(s) or categories of use and 
exposure for which the authorisation is 
granted;

Amendment 183

Article 57, paragraph 8
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8. Notwithstanding any conditions of an 
authorisation, the holder shall ensure that 
the level of exposure is reduced to as low as 
is technically possible.

Deleted

Justification

Paragraph 8 is incompatible with the evaluation of risks and should be deleted. Authorisation 
will be granted if the risk evaluation shows that the risk to human health and/or the 
environment arising from exposure is adequately controlled. It follows that the obligation to 
reduce exposure to a minimum level will result in legal and financial vagueness.

Amendment 184

Article 58, paragraph 1

1. Authorisations granted in accordance with 
Article 57(3) which are subject to a time-
limit shall be regarded as valid until the 
Commission decides on a new application, 
provided that the holder of the 
authorisation submits a new application at 
least 18 months before the expiry of the time-
limit. Rather than re-submitting all elements 
of the original application for the current 
authorisation, the applicant may submit only 
the number of the current authorisation, 
subject to the second, third and fourth 
subparagraphs.

1. Authorisations granted in accordance with 
Article 57(3) which are subject to a periodic
review shall be regarded as valid until the 
Commission decides on a date for an end of 
authorised use. These authorisations shall 
be reassessed at the review date. Applicants 
may submit any updated or additional 
information at least 18 months before the 
review date. Rather than re-submitting all 
elements of the original application for the 
current authorisation, the applicant may 
submit only the number of the current 
authorisation, subject to the second, third 
and fourth subparagraphs.

Justification

This amendment aims to simplify the process for authorisation review/renewal. One 
authorisation number will cover authorised use until such a time as the Commission decides 
to set a date for the end of that use. This amendment ensures all authorisations granted in
accordance with Article 57 (3) shall be subject to review at a time specified when the 
authorisation is granted, but leaves the need for any decision related to the date for an end of 
authorised use to be made on a case by case basis. 

Amendment 185

Article 58, paragraph 3
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In its review decision the Commission may, 
taking into account proportionality, amend 
the authorisation or withdraw the 
authorisation from the time of the decision, if 
under the changed circumstances it would 
not have been granted. 

In its review decision the Commission may, 
taking into account proportionality, amend 
the authorisation or withdraw the 
authorisation from the time of the decision, if 
under the changed circumstances it would 
not have been granted.

In cases where there is a serious and 
immediate risk for human health or the 
environment, the Commission may suspend 
the authorisation pending the review, taking 
into account proportionality.

In cases where there is a risk for human 
health or the environment, the Commission 
may suspend the authorisation pending the 
review, taking into account proportionality.

Justification

No criteria exist for the definition of a 'serious and immediate' risk. It is therefore up to the 
Commission to decide, on the basis of criteria, whether or not to suspend authorisation 
during the review. This amendment is linked to the other amendments to the Articles under 
Title VII: Authorisation.     

Amendment 186

Article 59, paragraphs 3 and 4

3. Applications may be made for one or 
several substances, and for one or several 
uses. Applications may be made for the 
applicant’s own use(s) and/or for uses for 
which he intends to place the substance on 
the market.

3. Applications may be made for one or 
several substances, and for one or several 
uses or use and exposure categories. 
Applications may be made for the applicant’s 
own use(s) or use and exposure categories
and/or for uses or use and exposure 
categories for which he intends to place the 
substance on the market.

4. An application for authorisation shall 
include the following information:

4. An application for authorisation shall 
include the following information:

(a) the identity of the substance(s), as 
referred to in section 2 of Annex IV;

(a) the identity of the substance(s), as 
referred to in section 2 of Annex IV;

(b) the name and contact details of the 
person or persons making the application;

(b) the name and contact details of the 
person or persons making the application;;

(c) a request for authorisation, specifying for 
which use(s) the authorisation is sought and 
covering the use of the substance in 
preparations and/or the incorporation of the 
substance in articles, where this is relevant;

(c) a request for authorisation, specifying for 
which use(s) or use and exposure categories
the authorisation is sought and covering the 
use of the substance in preparations and/or 
the incorporation of the substance in articles, 
where this is relevant;
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(d) unless already submitted as part of the 
registration, a chemical safety report in 
accordance with Annex I covering the risks 
to human health and/or the environment from 
the use of the substance(s) arising from the 
intrinsic properties specified in Annex XIII.

(d) unless already submitted as part of the 
registration, a chemical safety report in 
accordance with Annex I covering the risks 
to human health and/or the environment from 
the use of the substance(s) arising from the 
intrinsic properties specified in Annex XIII.

Justification
Necessitated by other amendments.

Amendment 187

Article 61, paragraph 4, points (a) and (b)

(a) Risk Assessment Committee: an 
assessment of the risk to health and/or the 
environment arising from the use(s) of the 
substance as described in the application;

(a) Risk Assessment Committee: an 
assessment of the risk to health and/or the 
environment arising from the use(s) or 
categories of use or exposure categories of 
the substance as described in the application;

(b)  Socio-economic Analysis Committee: an 
assessment of the socio-economic factors 
associated with the use(s) of the substance as 
described in the application, when an 
application is made in accordance with 
Article 59(5).

(b) Socio-economic Analysis Committee: an 
assessment of the socio-economic factors 
associated with the use(s) or categories of 
use or exposure categories of the substance 
as described in the application, when an 
application is made in accordance with 
Article 59(5).

Amendment 188

Article 61, paragraph 5, subparagraph 3

If the applicant wishes to comment, he shall 
send his written argumentation to the Agency 
within 2 months of the receipt of the draft 
opinion. The Committees shall consider the 
comments and adopt their final opinions 
within 2 months of receipt of the written 
argumentation, taking this argumentation 
into account where appropriate. Within a 
further 15 days the Agency shall send the 
opinions, with the written argumentation 
attached, to the Commission, the Member 
States and the applicant.

If the applicant wishes to comment, he shall 
send his written argumentation to the Agency 
within 2 months of the receipt of the draft 
opinion. The Committees shall consider the 
comments and adopt their final opinions 
within 2 months of receipt of the written 
argumentation, taking this argumentation 
into account. Within a further 15 days the 
Agency shall send the opinions, with the 
written argumentation attached, to the 
Commission, the Member States and the 
applicant.
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Justification

The applicant’s comments must be taken into account in every case and not just ‘where 
appropriate’.

Amendment 189

Article 62

Holders of an authorisation shall include the 
authorisation number on the label before they 
place the substance on the market for an 
authorised use.

Holders of an authorisation shall include the 
authorisation number on the label before they 
place the substance on the market for an 
authorised use or categories of use or 
exposure categories.

Justification

Follows from previous amendments.

Amendment 190

Article 64, paragraphs 1 and 2

1. A substance on its own, in a preparation 
or in an article, for which Annex XVI 
contains a restriction shall not be 
manufactured, placed on the market or used 
unless it complies with the conditions of that 
restriction. This shall not apply to the 
manufacture, placing on the market or use of 
a substance in scientific research and 
development, or product and process 
orientated research and development in 
quantities not exceeding 1 tonne per year.

1. A substance on its own, in a preparation 
or in an article, for which Annex XVI 
contains a restriction shall not be 
manufactured, placed on the market or used 
unless it complies with the conditions of that 
restriction. This shall not apply to the 
manufacture, placing on the market or use of 
a substance in scientific research and 
development, or product and process 
orientated research and development in 
quantities necessary for product- and 
process-oriented research and development.
Notwithstanding the first sentence of the 
preceding subparagraph, a substance on its 
own, in a preparation, or in an article for 
which Annex XVI contains a restriction 
may be put into circulation in order to be 
returned to the manufacturer, importer, or 
supplier.
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2. A substance on its own, in a preparation 
or in an article, for which Annex XVII 
contains a restriction shall not be 
manufactured, placed on the market or used 
unless it complies with the conditions of that 
restriction. This shall not apply to the 
manufacture, placing on the market or use of 
a substance for laboratory scale research or 
the use of the substance as a reference 
standard.   

2. A substance on its own, in a preparation 
or in an article for which Annex XVII 
contains a restriction shall not be 
manufactured, placed on the market or used 
unless it complies with the conditions of that 
restriction. This shall not apply to the 
manufacture, placing on the market or use of 
a substance for laboratory-scale research or 
the use of the substance as a reference 
standard.

The first sentence of paragraph 1, second 
subparagraph, shall apply as appropriate.    

Justification

No time restrictions should be placed on research and development, since this could have 
unwanted effects. There is no need for time restrictions if the conditions laid down in this 
article are met.

No maximum quantity should be laid down. Instead, tonnage restrictions should be 
determined according to intended uses.

The REACH regulation should allow, and lay down clear provisions to govern, the return of 
products which cannot be marketed, because restrictions have been imposed on substances in 
connection with callback actions.

Amendment by Miloslav Ransdorf

Amendment 191
Article 65, paragraph 2

2. For substances which meet the criteria for 
classification as carcinogenic, mutagenic or 
toxic to reproduction, categories 1 and 2, 
and for which restrictions to consumer use 
are proposed by the Commission, 
Annex XVI shall be amended in accordance 
with the procedure referred to in 
Article 130(3). Articles 66 to 70 shall not 
apply.

2. For substances which are classified as 
carcinogenic, mutagenic or toxic to 
reproduction, categories 1 and 2, and for 
which restrictions to consumer use are 
proposed by the Commission, Annex XVI 
shall be amended in accordance with the 
procedure referred to in Article 130(3). 

Or. en

Justification

To align with the AM to Article 54 (a)-(c). Amendment 192
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Article 65, paragraph 3

3. Notwithstanding Article 55(5), at the 
latest upon the inclusion of a substance in the 
Stockholm Convention or the Unece
Protocol on Persistent Organic Pollutants, 
the Commission shall present a draft for the 
inclusion of that substance in Annex XVII. 
The draft measures shall as minimum
implement the obligations arising from these 
international commitments for the 
Community. Annex XVII shall be amended 
in accordance with the procedure referred to 
in Article 130 (3). Articles 66 to 70 shall not 
apply.

3. Notwithstanding Article 55(5), at the 
latest upon the inclusion of a substance in the 
Stockholm Convention or the Unece
Protocol on Persistent Organic Pollutants, 
the Commission shall present a draft for the 
inclusion of that substance in Annex XVII. 
The draft measures shall implement the 
obligations arising from these international 
commitments for the Community. 
Annex XVII shall be amended in accordance 
with the procedure referred to in 
Article 130 (3). Articles 66 to 70 shall not 
apply.

Justification

The Commission must comply with the Community's obligations arising from international 
conventions and protocols. Amendments to Annex XVII must fully reflect the inclusion of 
certain substances in the Stockholm Convention or the Protocol on Persistent Organic 
Pollutants.

Amendment 193

Article 66, paragraphs 1 and 2

1. If the Commission considers that the 
manufacture, placing on the market or use of 
a substance on its own, in a preparation or in 
an article poses a risk to human health or the 
environment that is not adequately controlled 
and needs to be addressed at Community 
level, it shall ask the Agency to prepare a 
dossier which conforms to the requirements 
of Annex XIV. If this dossier demonstrates 
that action on a Community-wide basis is 
necessary, beyond any measures already in 
place, the Agency shall suggest restrictions, 
in order to initiate the restrictions process.

1. If the Commission considers that the 
manufacture, placing on the market or use of 
a substance on its own, in a preparation or in 
an article poses an unacceptable risk to 
human health or the environment that is not 
adequately controlled and needs to be 
addressed at Community level, it shall ask 
the Agency to prepare a dossier which 
conforms to the requirements of Annex XIV. 
If this dossier demonstrates that action on a 
Community-wide basis is necessary, beyond 
any measures already in place, the Agency 
shall suggest restrictions, in order to initiate 
the restrictions process.
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The Agency shall refer to any Member State 
dossier, chemical safety report or risk 
assessment submitted to it under this 
Regulation. It shall also refer to any relevant 
risk assessment submitted by third persons 
for the purposes of other Community 
Regulations or Directives. To this end other 
bodies, such as agencies, established under 
Community law and carrying out a similar 
task shall provide information to the Agency 
on request.

The Agency shall refer to any Member State 
dossier, chemical safety report or risk 
assessment submitted to it under this 
Regulation. It shall also refer to any relevant 
risk assessment submitted by third persons 
for the purposes of other Community 
Regulations or Directives. To this end other 
bodies, such as agencies, established under 
Community law and carrying out a similar 
task shall provide information to the Agency 
on request.

The Agency shall announce  
immediately/without delay/on its website 
that a Member State or the Commission 
intends to initiate a restrictions process and 
shall inform those who are registering the  
substance concerned.

2. If a Member State considers that the 
manufacture, placing on the market or use of 
a substance on its own, in a preparation or in 
an article poses a risk to human health or the 
environment that is not adequately controlled 
and needs to be addressed at Community 
level, it shall prepare a dossier which 
conforms to the requirements of Annex XIV. 
If this dossier demonstrates that action on a 
Community-wide basis is necessary, beyond 
any measures already in place, the Member 
State shall submit it to the Agency in the 
format outlined in Annex XIV, in order to 
initiate the restrictions process.

2. If a Member State considers that the 
manufacture, placing on the market or use of 
a substance on its own, in a preparation or in 
an article poses an unacceptable risk to 
human health or the environment that is not 
adequately controlled and needs to be 
addressed at Community level, it shall 
prepare a dossier which conforms to the 
requirements of Annex XIV. If this dossier 
demonstrates that action on a Community-
wide basis is necessary, beyond any measures 
already in place, the Member State shall 
submit it to the Agency in the format 
outlined in Annex XIV, in order to initiate 
the restrictions process.

Justification

Substances selected should be selected strictly on the basis of agreed scientific criteria and 
restrictions should only be triggered in the case of 'unacceptable' risk and not just 'a' risk. 

Restrictions apply even when tonnage is not restricted (i.e. to ‘quantities not exceeding 1 
tonne per year’). Companies which have already registered substances are entitled to 
information, as, moreover, are companies which are either not subject to a registration 
requirement (because they use ‘quantities not exceeding 1 tonne per year’) or not yet subject 
to such a requirement on account of the different deadlines applying according to tonnage.

Amendment 194

Article 66, paragraph 2 a (new)
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2a. The Agency shall inform 
immediately/without delay/ post on its 
website that a Member State or the 
Commission intend to instigate a restriction 
process and shall inform those who posted 
a registration for the concerned substance. 

Justification

Restrictions may apply without tonnage limit i.e. below 1t/y. There is a right to know from the 
companies which have registered but also from those which either are not subject to 
registration (below 1t/y) or are not yet subject to due the different deadlines applied to the 
tonnage level. This amendment should be read in conjunction with the other amendments 
tabled to the articles contained in Title VIII: Restrictions on the manufacturing, marketing 
and use of certain dangerous substances and preparations. 

Amendment 195

Article 66, paragraph 3, subparagraph 1

3. The Agency shall make publicly available 
on its website all dossiers conforming with 
Annex XIV including the restrictions 
suggested pursuant to paragraphs 1 and 2 
without delay, clearly indicating the date of 
publication. The Agency shall invite all 
interested parties to submit individually or 
jointly within 3 months of the date of 
publication:

3. The Agency shall make publicly available 
on its website summaries of the conforming 
dossiers including the restrictions suggested 
pursuant to paragraphs 1 and 2 without 
delay, clearly indicating the date of 
publication. The Agency shall invite all 
interested parties to submit individually or 
jointly within six months of the date of 
publication:

Justification

Dossiers may contain confidential business information or proprietary know-how. A final 
decision may not necessarily have been taken, and their content might consequently be open 
to misinterpretation or misuse until a final decision were forthcoming.

Three months is too short a time to allow for comments on complex subject matter, especially 
where SMEs are concerned..

Amendment 196

Article 68, paragraph 1
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1. Within 12 months of the date of 
publication referred to in Article 66(3), the 
Committee for Socio-economic Analysis 
shall formulate an opinion on the suggested 
restrictions, based on its consideration of the 
relevant parts of the dossier and the socio-
economic impact. It shall prepare a draft 
opinion on the suggested restrictions and on 
the related socio-economic impact, taking 
account of the analyses or information 
according to point (b) of Article 66(3), if 
there are any. The Agency shall publish the 
draft opinion on its website without delay. 
The Agency shall invite interested parties to 
give their comments on the draft opinion 
by a deadline set by the Agency.

1. Within 12 months of the date of 
publication referred to in Article 66(3), the 
Committee for Socio-economic Analysis 
shall formulate an opinion on the suggested 
restrictions, based on its consideration of the 
relevant parts of the dossier and the socio-
economic impact. It shall prepare a draft 
opinion on the suggested restrictions and on 
the related socio-economic impact, taking 
account of the analyses or information 
according to point (b) of Article 66(3), if 
there are any. The Agency shall forward the 
draft opinion to interested parties and 
invite them to give their comments by a 
deadline set by the Agency.

Justification

Forwarding the draft to interested parties does not prevent the Committee from taking the 
final decision. Interested parties, or at least those that have registered, should be able to 
present observations. This amendment should be read in conjunction with the other 
amendments tabled to the articles contained in Title VIII: Restrictions on the manufacturing, 
marketing and use of certain dangerous substances and preparations.

Amendment 197

Article 69, paragraph 2

2. The Agency shall publish the opinions of 
the two Committees on its website without 
delay.

2. Without infringing confidentiality under 
Article 116, the Agency shall publish the 
opinions of the two Committees on its 
website without delay. The published 
opinions shall not contain any confidential 
business information.

Justification

Transparency must not be pursued at the expense of the protection of confidential business 
information. 

Article 116 also applies here.

Amendment 198

Article 70, paragraph 2
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2. A final decision shall be taken in 
accordance with the procedure referred to in 
Article 130(3).

2. A final decision shall be taken in 
accordance with the procedure referred to in 
Article 130(3), taking into account 
application specific lead times and product 
cycles.

Justification

Timing of restriction/authorisation needs to take account of lead-times and product cycles 
that are application-specific. For some uses, legal limitations on substance use may be 
possible early, while more time is required for others given the lead-times and product cycles. 
So as to limit the cost and maximise benefits, decisions must take into account these factors.

Amendment 199

Article 72, paragraph 1, point (e)

(e) a Member State Committee, which shall 
be responsible for resolving divergences of 
opinions on draft decisions proposed by
Member States under Title VI and preparing 
the opinion of the Agency on proposals for 
classification and labelling under Title X and 
proposals for identification of substances of 
very high concern to be subjected to the 
authorisation procedure under Title VII;

(e) a Member State Committee, which shall 
be responsible for resolving divergences of 
opinions on draft decisions under Title VI 
and preparing the opinion of the Agency on 
proposals for classification and labelling 
under Title X and proposals for identification 
of substances of very high concern to be 
subjected to the authorisation procedure 
under Title VII;

Amendment 200

Article 72, paragraph 1, point (g)

(g) a Secretariat, which shall provide 
technical, scientific and administrative 
support for the Committees and the Forum 
and ensure appropriate co-ordination 
between them. It shall also undertake the 
work required of the Agency under the 
procedures for pre-registration, registration 
and mutual recognition of evaluation as well 
as preparation of guidance, database 
maintenance and information provision;

(g) a Secretariat, which shall provide 
technical, scientific and administrative 
support for the Committees and the Forum 
and ensure appropriate co-ordination 
between them. It shall also undertake the 
work required of the Agency under the 
procedures for pre-registration, registration 
and evaluation as well as preparation of 
guidance, database maintenance and 
information provision;

Justification

In keeping with the amendment to Article 38, the issue of mutual recognition no longer arises.

Amendment 201
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Article 72, paragraph 1, point (h a) (new)

(ha)  a Committee for Alternative Test 
Methods, which shall be responsible for 
developing an integrated strategy for the 
development, validation, and acceptance of 
non-animal test methods, and for 
allocating funding provided through the 
registration fee. The Committee shall 
consist of experts from the European 
Centre for the Validation of Alternative 
Methods (ECVAM), animal welfare 
organisations, and other relevant 
stakeholders. The Committee must comply 
with the time limits laid down in this 
Regulation.

Justification

The development, validation, and acceptance of alternative test methods are often hampered 
by a lack of strategic planning and coordination. The Committee should consist of experts in 
the field of alternative test methods in order to be able to develop such strategic planning, 
improve coordination, and allocate funding for alternative test methods. The Committee must 
comply with the time limits laid down in the Regulation.

Amendment 202

Article 73, paragraph 1

1. The Agency shall provide the Member 
States and the institutions of the Community 
with the best possible scientific and technical 
advice on questions relating to chemicals 
which fall within its remit and which are
referred to it in accordance with the 
provisions of the present Regulation.

1. The Agency shall provide the Member 
States and the institutions of the Community 
with the best possible scientific and technical 
advice on questions relating to chemicals 
which fall within its remit and which are 
referred to it in accordance with the 
provisions of the present Regulation. In the 
cases covered by the Regulation, the 
Agency shall take legally binding decisions.

Justification

This addition serves to clarify the Agency’s role as a decision-taking body, as described in the 
Commission communication entitled ‘The operating framework for the European Regulatory 
Agencies’ (COM(2002)0718).

Amendment 203

Article 73, paragraph 1a (new)
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1a. The Agency shall within 12 months 
after the entry into force of this Regulation 
draw up guidelines on cost-sharing to be 
used where no agreement has been found 
between registrants.

The guidelines shall be made publicly 
available and must reflect at minimum:
a) the number of registrants;

b) the production volumes of each 
registrant involved;

Amendment 204

Article 73, paragraph 1b (new)

1b. The Agency shall within 12 months 
after the entry into force of this Regulation 
draw up guidelines in accordance with 
Annex I on how to apply use and exposure 
categories in the information requirements 
under Article 9 (a) (iii) of this Regulation.
These guidelines shall be made publicly 
available;

Amendment 205

Article 73, paragraph 2, point (f)

(f) providing technical and scientific guidance 
and tools where appropriate for the 
operation of this Regulation in particular to 
assist the development of chemical safety 
reports by industry and especially by Small 
and Medium sized Enterprises (SMEs);

(f) providing technical and scientific guidance 
and tools where appropriate for the 
operation of this Regulation in particular to 
assist the development of chemical safety 
reports by industry and especially by Small 
and medium sized Enterprises (SMEs) and 
performing an on-line helpdesk function 
for economic operators, and in particular 
for SMEs;

Justification

The Agency should also establish a help desk, in particular for SMEs. This helpdesk should 
be easily accessible, preferably by making use of ICT. 

Amendment 206
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Article 73, paragraph 2, point (i a) (new)

(ia)  establish and maintain a centre of 
excellence in risk communication. Provide 
centralised and co-ordinated resource 
regarding information on safe use of 
chemicals and preparation. Facilitate 
knowledge-sharing of best practice in the 
area of risk communication.

Justification

The development of an appropriate and consistent communication system based on risk will 
provide consumers with the necessary information and advice to enable them to use 
substances, preparations and products containing chemicals safely and effectively.

Amendment 207

Article 73, paragraph 2, point (i b) (new)

(ia) at the request of developing countries, 
grant them, on mutual agreed terms and 
conditions, technical assistance  and 
capacity building activities on sound 
management of chemical and compliance 
with chemical safety standards in order to 
meet requirements referred to in this 
regulation.

Justification

The EU and its member states have to take account of the possible difficulties developing 
countries may encounter and help them by granting technical assistance. 

Amendment 208

Article 73, paragraph 2, point (i c) (new)

(ic) monitor technical assistance and 
capacity building activities by the 
Community and its Member States on 
sound management of chemicals and 
compliance with  chemical safety standards 
in developing countries, and contribute to
co-ordination between the Community, 
Member States and international 
organisations in the aforementioned area.  
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Justification

The EU and its member states have to take account of the possible difficulties developing 
countries may encounter and help them by granting technical assistance. This should be 
monitored properly. 

Amendment 209

Article 73, paragraph 3, point (e a) (new)

(ea) providing advice to the Secretariat on 
its technical assistance and capacity 
building activities on sound management 
of chemicals and compliance with 
chemical safety standards in developing 
countries;

Justification

The EU and its member states have to take account of the possible difficulties developing 
countries may encounter and help them by granting technical assistance. This should be 
clarified in the tasks of the Committees. This follows from amendment 1 and 2. 

Amendment 210

Article 74, second paragraph, point (d)

(d) the fee structure of the Agency. (d) the fee structure of the Agency, in a 
transparent, non-discriminatory and 
proportionate way.

Justification

There should be minimum requirements for setting the Agency's fees.

Amendment 211

Article 74, point (d a) (new)

(da) a multiannual programme.

Justification

In keeping with the amendments to Article 43a bis, taking account of the fact that 
responsibility for the rolling plan now rests with the Agency.
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Amendment 212

Article 75, paragraph 1

1. The Management Board shall be 
composed of six representatives from 
Member States nominated by the Council 
and six representatives nominated by the 
Commission, as well as three individuals 
from interested parties nominated by the 
Commission without voting rights.

1. The Management Board shall be 
composed of six representatives from 
Member States nominated by the Council 
and three representatives nominated by the 
Commission, as well as four individuals from 
interested parties nominated by the 
Commission, including at least one 
representative respectively from industry, 
trade unions, and the scientific community.

Justification

The composition of the Management Board must be carefully balanced. The number of 
representatives nominated by the Commission must not be higher than the number of 
representatives nominated by other parties.

Amendment 213

Article 79, paragraph 2, point (e) and point (j a) (new)

(e) concluding and managing necessary 
contracts with service providers;

(e) concluding and managing necessary 
contracts with service providers and the 
institutes referred to in Article 83;

(ja) adopting the draft and definitive 
rolling plans of evaluation of substances 
and its updates pursuant to Title VI, if 
there are no proposals for amendments.

Amendment 214

Article 79, paragraph 3, point (a)
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(a) a draft report covering the activities of 
the Agency in the previous year, including 
information about the number of registration 
dossiers received, the number of substances 
evaluated, the number of applications for 
authorisation received, the number of 
proposals for restriction received by the 
Agency and opined upon, the time taken for 
completion of the associated procedures, and 
the substances authorised, dossiers rejected, 
substances restricted; complaints received 
and the action taken; an overview of the 
activities of the Forum;

(a) a draft report covering the activities of 
the Agency in the previous year, including 
information about the number of registration 
dossiers received, the number of substances 
evaluated, the number of applications for 
authorisation received, the number of 
proposals for restriction received by the 
Agency and opined upon, the time taken for 
completion of the associated procedures, and 
the substances authorised, dossiers rejected, 
substances restricted; complaints received 
and the action taken; the technical 
assistance and capacity building activities 
carried out in developing countries; an 
overview of the activities of the Forum;

Justification

The EU and its member states have to take account of the possible difficulties developing 
countries may encounter and help them by granting technical assistance. This should be 
clarified in the duties of the Executive Director.

Amendment 215

Article 81, paragraph 4, subparagraph 4

The Executive Director or his representative 
and representatives of the Commission shall 
be entitled to attend all the meetings of the 
Committees and working groups convened 
by the Agency or its committees. 
Stakeholders may also be invited to attend 
meetings as observers, as appropriate, at 
the request of the Committee members, or 
the Management Board.

The Executive Director or his representative 
and representatives of the Commission shall 
be entitled to attend all the meetings of the 
Committees and working groups convened 
by the Agency or its committees.  
Stakeholders, including representatives of 
industry/SMEs, may also attend meetings 
as observers.

Justification

The presence of an industry representative at meetings of the committee should not be by 
invitation only. There should be an observer position for representatives of industry and/or 
SMEs. 

Amendment 216

Article 82, paragraph 1
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1. Each Member State shall appoint, for a 
three-year term, which shall be renewable, 
one member to the Forum. Members shall be 
chosen for their role and experience in 
enforcement of chemicals legislation and 
shall maintain relevant contacts with the 
Member State competent authorities. 

1. Each Member State shall appoint, for a 
three-year term, which shall be renewable, 
one member to the Forum. Members shall be 
chosen for their role and experience in 
enforcement of chemicals legislation and 
shall maintain relevant contacts with the 
Member State competent authorities.

The Forum should aim to have a broad range 
of relevant expertise among its members. To 
this end the Forum may co-opt a maximum 
of five additional members chosen on the 
basis of their specific competence. These 
members shall be appointed for a term of 
three years, which shall be renewable.

Does not affect the English version

The members of the Forum may be 
accompanied by scientific and technical 
advisers.

The members of the Forum may be 
accompanied by scientific and technical 
advisers.

The Executive Director of the Agency or his 
representative and representatives of the 
Commission shall be entitled to attend all the 
meetings of the Forum and its working 
groups. Stakeholders may also be invited to 
attend meetings as observers, as 
appropriate, at the request of Forum 
members, or the Management Board.

The Executive Director of the Agency or his 
representative and representatives of the
Commission shall be entitled to attend all the 
meetings of the Forum and its working 
groups. Stakeholders, including 
representatives of industry/SMEs, may also 
attend meetings as observers.

Justification

The presence of an industry representative at meetings of the committee should not be by 
invitation only. There should be an observer position for representatives of industry and/or 
SMEs. 

Amendment 217

Article 83, paragraph 2

2. Member States shall transmit to the 
Agency the names of experts with proven 
experience in reviewing chemical risk 
assessments and/or socio-economic analyses 
or other relevant scientific expertise, who 
would be available to serve on working 
groups of the Committees, together with an 
indication of their qualifications and specific 
areas of expertise.

2. Member States shall transmit to the 
Agency the names of independent experts 
with proven experience in reviewing 
chemical risk assessments and/or socio-
economic analyses or other relevant scientific 
expertise, who would be available to serve 
on working groups of the Committees, 
together with an indication of their 
qualifications and specific areas of expertise.
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The Agency shall keep an up-to-date list of 
experts. The list shall include the experts 
referred to in the first subparagraph and 
other experts identified directly by the 
Secretariat.

The Agency shall keep an up-to-date list of 
independent experts. The list shall include 
the independent experts referred to in the 
first subparagraph and other experts 
identified directly by the Secretariat.

Justification

The experts sent to the Agency must be confirmed to be independent.

Amendment 218

Article 83, paragraph 2 a (new)

2a. The Management Board, acting on a 
proposal from the executive director, shall 
draw up a publicly available list of 
competent institutes nominated by the 
Member States, which may assist the 
Agency, either individually or in a network, 
with its missions, in particular the ones 
that are entrusted to it under Title VI.

Amendment 219

Article 83, paragraph 3

3. The provision of services by Committee 
members or any expert serving on a working 
group of the Committees or Forum, or 
performing any other task for the Agency 
shall be governed by a written contract 
between the Agency and the person 
concerned, or where appropriate between 
the Agency and the employer of the person 
concerned.

3. The provision of services by Committee 
members, institutes or any expert serving on 
a working group of the Committees or 
Forum, or performing any other task for the 
Agency shall be governed by a written 
contract between the Agency and the person 
concerned, its employer if appropriate, or 
the relevant institutes.

The person concerned, or his employer, 
shall be remunerated in accordance with a 
scale of fees to be included in the financial 
arrangements established by the Management 
Board. Where the person concerned fails to 
fulfil his duties, the Executive Director has 
the right to terminate or suspend the contract 
or withhold remuneration.

The other contracting parties referred to 
above shall be remunerated in accordance 
with a scale of fees to be included in the 
financial arrangements established by the 
Management Board. Where the person 
concerned fails to fulfil his duties, the 
Executive Director has the right to terminate 
or suspend the contract or withhold 
remuneration.

Amendment 220



AD\579754EN.doc 117/150 PE 353.595v03-00

EN

Article 85, paragraph 1

1. The Board of Appeal shall consist of a 
Chairman and two other members.

1. The Board of Appeal shall consist of a 
Chairman who is qualified to hold the office 
of judge in a Member State and two other 
members.

Justification

Given the scope of the tasks to be assigned to it, the Board of Appeal must be chaired by a 
judge.

Amendment 221

Article 85, paragraph 3

3. The Chairman, the other members and the 
alternates shall be appointed by the 
Management Board on the basis of their 
relevant experience and expertise in the field 
of chemical safety, natural sciences or 
regulatory and judicial procedures from a list 
of qualified candidates adopted by the 
Commission.

3. The Chairman, the other members and the 
alternates shall be appointed by the 
Management Board. The latter shall choose 
qualified candidates from a list proposed by 
the Commission on the basis of a public 
selection procedure following publication 
of a call for expressions of interest in the 
Official Journal of the European Union, in 
the press, and on the Internet. The 
members of the Board of Appeal shall be 
selected on the basis of their relevant 
experience and expertise in the field of 
chemical safety, natural sciences or 
regulatory and judicial procedures from a list 
of qualified candidates adopted by the 
Commission. At least one member of the 
Board of Appeal must have proven relevant 
experience in the area of judicial 
procedures.

Justification

In view of the remit of the Board of Appeal, at least one board member must have proven 
relevant experience in the area of judicial procedures. Given the nature of the board’s tasks, 
a transparent application procedure must be introduced.

Amendment 222

Article 87, paragraph 1
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1. An appeal may be brought against 
decisions of the Agency taken pursuant to 
Article 7, Article 18, the third subparagraph 
of Article 25(4), the first subparagraph of 
Article 28(2), Article 49, Article 115(4) or 
Article 116.

1. An appeal may be brought against 
decisions of the Agency taken pursuant to 
Article 7, Article 18, the third subparagraph 
of Article 25(4), the first subparagraph of 
Article 28(2), Article 43 a (new), Article 49, 
Article 115(4) or Article 116.

Amendment 223

Article 93, paragraph 2

2. The expenditure of the Agency shall 
include the staff, administrative, 
infrastructure and operational expenses.

2. The expenditure of the Agency shall 
include the staff, administrative, 
infrastructure and operational expenses, 
including those resulting from contracts 
with third parties, in particular institutes 
performing evaluations pursuant to Title 
VI.

Amendment 224

Article 106

To ensure transparency, the Management 
Board shall, on the basis of a proposal by the 
Executive Director and in agreement with the 
Commission, adopt rules to ensure the 
availability to the public of regulatory, 
scientific or technical information concerning 
the safety of chemicals which is not of a 
confidential nature.

To ensure transparency, the Management 
Board shall, on the basis of a proposal by the 
Executive Director and in agreement with the 
Commission, adopt rules and draw up a 
register to ensure the availability to the 
public of regulatory, scientific or technical 
information concerning the safety of 
chemicals (deletion) in accordance with 
Regulation (EC) No 1049/2001. The rules 
of procedure of the Agency, its committees 
and its working groups shall be available to 
the public at the Agency and on its website.

Justification

The provisions on transparency of the Agency’s work should be more precise.

Amendment 225
Article 109

Scope deleted

This Title shall apply to:
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(a) substances subject to registration by a 
manufacturer or importer;
(b) substances within the scope of Article 1 
of Directive 67/548/EEC, which meet the 
criteria for classification as dangerous in 
accordance with that Directive, and which 
are placed on the market either on their 
own, or in a preparation above the 
concentration limits specified in 
Directive 1999/45/EC which results in the 
classification of the preparation as 
dangerous.

Justification
This has been moved to Article 2.2c(new).

Amendment 226
Article 110.1, first paragraph

1. Any importer or manufacturer, or group of 
importers or manufacturers, who place on 
the market a substance within the scope of 
Article 109, shall notify to the Agency the 
following information in order for it to be 
included in the inventory in accordance with 
Article 111, unless submitted as part of the 
registration:

1. Any importer or manufacturer, or group of 
importers or manufacturers, who place on 
the market a substance which meets the 
criteria for classification as a dangerous 
substance in accordance with Directive 
67/548/EEC, on its own, or in a 
preparation above the concentration limits 
specified in Directive 1999/45/EC which 
results in the classification of the 
preparation as dangerous, shall notify to the 
Agency the following information in order 
for it to be included in the inventory in 
accordance with Article 111, unless 
submitted as part of the registration:

Justification
Follows from the above amendments to Article 2.2c (new) and the deletion of Article 109.

Amendment 227

Article 112
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1. Harmonised classification and labelling 
at Community level shall, from the entry 
into force of this Regulation, only be added 
to Annex I of Directive 67/548/EEC for 
classification of a substance as 
carcinogenic, mutagenic or toxic for 
reproduction categories 1, 2 or 3, or as a 
respiratory sensitiser. To this end, Member 
State competent authorities may submit 
proposals to the Agency for harmonised 
classification and labelling in accordance 
with Annex XIV.

deleted

2. The Member State Committee shall 
formulate an opinion on the proposal, 
giving parties concerned the opportunity to 
comment. The Agency shall forward this 
opinion and any comments to the 
Commission, which shall take a decision in 
accordance with Article 4(3) of Directive 
67/548/EEC.

Amendment 228

Article 113

The obligations set out in Article 110 shall 
apply from the deadline established under 
Article 21(1).

The obligations set out in Article 110 shall 
apply from the deadline established under 
Article 21.

Justification

If the inventory is to be compiled on the basis of the pre-registration procedure, the time 
periods should be the same. This amendment should be taken in conjunction with the other 
amendments tabled to the articles of Title X: Classification and Labelling Inventory.

Amendment 229

Article 114
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1. Every ten years, Member States shall 
submit to the Commission a report on the 
operation of this Regulation in their 
respective territories, including sections on 
evaluation and enforcement in the format 
specified by Article 108. 

1. Every three years, Member States shall 
submit to the Commission a report on the 
operation of this Regulation in their 
respective territories, including sections on 
evaluation and enforcement in the format 
specified by Article 108. Reports should 
include information on monitoring and 
control measures applied, any 
infringements identified and penalties 
imposed, and any problems with 
implementing the Regulation.

However, the first report shall be submitted 
five years after the entry into force of this 
Regulation.

However, the first report shall be submitted 
one year after the entry into force of this 
Regulation.

2. Every ten years, the Agency shall submit 
to the Commission a report on the operation 
of this Regulation.

2. Every two years, the Agency shall submit 
to the Commission a report on the operation 
of this Regulation.

However, the first report shall be submitted 
five years after the date of the notification 
required under Article 131(2).

However, the first report shall be submitted two
years after the date of the notification required 
under Article 131(2).

3. Every ten years, the Commission shall 
publish a general report on the experience 
acquired with the operation of this 
Regulation, including the information 
referred to in paragraphs 1 and 2.

3. Every two years, the Commission shall 
publish a general report on the experience 
acquired with the operation of this 
Regulation, including the information 
referred to in paragraphs 1 and 2.

However, the first report shall be published 
six years after the date of the notification 
required under Article 131(2).

However, the first report shall be published two 
years after the date of the notification required 
under Article 131(2).

Justification

If the Regulation is to be implemented uniformly, the Member States must report at much 
shorter intervals. This is the only way that deficiencies can be corrected at an early stage. 
There should also be minimum requirements for the content of reports, to ensure their quality.

Amendment 230

Article 115 a (new)

Article 115a - Special Provisions for 
Information to the General Public:
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1.  In order to aid consumers with the safe 
and sustainable use of substances and 
preparations, manufacturers shall make 
available risk-based information, via an on-
pack label on each unit placed on the 
market for sale to the consumer, that 
identifies risks associated with 
recommended use or foreseeable misuse 
situations.  Furthermore, on-pack labelling 
should be complemented when appropriate, 
by the use of other channels of 
communication, such as websites, for the 
provision of more detailed safety and use 
information in relation to the substance or 
preparation.
2.  Directives 1999/45/EC and 
1967/548/EEC shall be amended 
accordingly.

Justification

The development of an appropriate and consistent communication system based on risk will 
provide consumers with the necessary information and advice to enable them to use 
substances, preparations and products containing chemicals safely and effectively.

Amendment 231

Article 116, paragraph 1

1. The following information shall not be 
considered as confidential:

1. The following information, relating to 
substances as such, shall not be considered 
as confidential:

Justification

Clarifying amendment: information considered as non-confidential concerns only substances 
as such, not preparations and articles containing those substances. The legal implications for 
research of a pooling requirement should not be underestimated.

Amendment 232

Article 116, paragraph 1, point (k a) (new)

(ka) the use categories for the substance or 
preparation.

Justification
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This information is not necessarily confidential and should be included in the list.

Amendment 233

Article 116, paragraph 2, point (d a) (new)

(da) uses registered directly by a 
downstream user. 

Justification

In many industries the chemical components used are considered intellectual property. 
Disclosure of a chemical could reveal confidential business information and hurt a business's 
competitiveness. As such, the identity of prior registrants to new registrants should be 
protected against disclosure. The same should apply to downstream users who should not be 
obliged to disclose their chemicals up the supply chain to the chemical manufacturer.

Amendment 234

Article 116, paragraph 2, point (d a) (new)

(da) analytical methods if requested in 
accordance with Annex VII or VIII which 
make it possible to detect a dangerous 
substance when discharged into the 
environment as well as to determine the 
direct exposure of humans;

Justification

Analytical methods should be treated as confidential and are of no significance to the general 
public. This amendment should be taken in conjunction with the other amendments tabled to 
the articles of Title XI: Information.

Amendment 235

Article 117
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Notwithstanding Articles 115 and 116, 
information received by the Agency under 
this Regulation may be disclosed to any 
government or body of a third country or an 
international organisation in accordance with 
an agreement concluded between the 
Community and the third party concerned 
under Regulation (EC) No 304/2003 of the 
European Parliament and of the Council or 
under Article 181a (3) of the Treaty, 
provided that both the following conditions 
are met:

Notwithstanding Articles 115 and 116, 
information received by the Agency under 
this Regulation may be disclosed to any 
government or government institution of a 
third country or an international organisation 
in accordance with an agreement concluded 
between the Community and the third party 
concerned under Regulation (EC) No 
304/2003 of the European Parliament and of 
the Council or under Article 181a (3) of the 
Treaty, provided that both the following 
conditions are met:

(a) the purpose of the agreement is 
cooperation on the implementation or 
management of legislation concerning 
chemicals covered by this Regulation;

(a) the purpose of the agreement is 
government cooperation on the 
implementation or management of legislation 
concerning chemicals covered by this 
Regulation;

(b) the third party protects the confidential 
information as mutually agreed.

(b) the third party protects the confidential 
information as mutually agreed.

Justification

In order to prevent the fraudulent use of information, it should be clearly established that 
cooperation under Article 117 concerns only national and international government 
institutions.

Amendment 236

Article 120

The competent authorities of the Member 
States shall inform the general public about 
the risks arising from substances where this is 
considered necessary for the protection of 
human health or the environment.

In accordance with the guidelines to be 
drawn up by the Agency, the competent 
authorities of the Member States shall inform 
the general public about the risks arising 
from substances where this is considered 
necessary for the protection of human health 
or the environment.

Justification

Guidelines should be drawn up to ensure uniformity in the way the Member States’ national 
authorities inform the public.

Amendment 237

Article 121
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The competent authorities shall provide 
advice to manufacturers, importers, 
downstream users and any other interested 
parties on their respective responsibilities and 
obligations under this Regulation, in addition 
to the operational guidance documents 
provided by the Agency under Article 
73(2)(f).

The competent authorities shall provide 
advice to manufacturers, importers, 
downstream users and any other interested 
parties on their respective responsibilities and 
obligations under this Regulation, in addition 
to the operational guidance documents 
provided by the Agency under Article 
73(2)(f).This shall include in particular, 
but not be limited to, advice to SMEs on 
how to meet their obligations under this 
Regulation.

Justification

In particular SMEs may require special help so as to meet their obligations. 

Amendment 238

Article 122

Member States shall maintain a system of 
official controls and other activities as 
appropriate to the circumstances.

Member States shall maintain a system of 
official controls and other activities as 
appropriate to the circumstances. The 
Agency shall be authorised to require 
controls and other activities to be carried 
out by Member States.

Justification

Management of the REACH system relies on uniform implementation of the provisions 
throughout the common market. The Agency must therefore be in a position to require the 
Member States to carry out certain controls or activities.

Amendment 239

Article 123, paragraph 1
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1. The Member States shall lay down the 
provisions on penalties applicable for 
infringement of the provisions of the present 
Regulation and shall take all measures 
necessary to ensure that they are 
implemented. The penalties provided for 
must be effective, proportionate and 
dissuasive. The Member States shall notify 
those provisions to the Commission no later 
than eighteen months after entry into force of 
this Regulation and shall notify it without 
delay of any subsequent amendment affecting 
them.

1. On the basis of the guidelines to be 
drawn up by the Agency, the Member States 
shall lay down the provisions on penalties 
applicable for infringement of the provisions 
of the present Regulation and shall take all 
measures necessary to ensure that they are 
implemented. The penalties provided for 
must be effective, proportionate and 
dissuasive. The Member States shall notify 
those provisions to the Commission no later 
than eighteen months after entry into force of 
this Regulation and shall notify it without 
delay of any subsequent amendment affecting 
them.

Justification

To leave the system of penalties to the Member States’ discretion alone would lead to the 
existence of differing penalties within the Union. If the objectives of REACH are to be 
attained, there must be a harmonised system of penalties and harmonised implementation. 

Amendment 240

Article 128

The Annexes may be amended in accordance 
with the procedure referred to in 
Article 130(3).

The Annexes may be amended in accordance 
with the procedure referred to in 
Article 130(3).

No later than 18 months after the entry 
into force of this Regulation, a section 
shall be inserted at the beginning of Annex 
II which lays down objective criteria for the 
exemption of substances and/or groups of 
substances.

Justification
The current Annex II is based on "historical precedent". As such it is inconsistent and builds 
on unclear criteria, leading to absurdities where one of two similar substances is excluded 
while the other is not (i.e. succrose and fructose). The Commission should be given a deadline 
within which it shall develop clear objective criteria for granting the exemptions contained in 
Annex II, so that a logical and comprehensive list of exempted substances can be developed.

Amendment 241

Article 132 a (new)
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Article 132 a
Intermediary ex post-impact assessment

1. Five years after the entry into force of 
the present Regulation, without prejudice 
to the provisions of Article 133, the 
Commission shall carry out an 
intermediary ex post-impact assessment of 
the present Regulation. The post-impact 
assessment shall analyse the state of play of 
the implementation of the present 
Regulation, shall confront the achieved 
results with the previous expectations, and 
shall evaluate the impact of the present 
Regulation on the functioning of the 
internal market and of the competition 
thereon.

2. The Commission shall submit the ex post-
impact assessment to the European 
Parliament and the Council on [sixth 
anniversary of the entry into force of the 
present Regulation] at the latest. The
Commission shall introduce a proposal for 
the amendments to the present Regulation 
that appear necessary on the basis of the ex 
post-impact assessment.

Justification

Considering the importance of the regulatory system REACH sets up, it is necessary to 
evaluate the results achieved in the first years of implementation in order to check whether 
the initial targets can be met, and if not, to make the necessary adjustments.

Amendment 242

Article 134

Directives 76/769/EEC, 91/157/EEC, 
93/67/EEC, 93/105/EEC and 2000/21/EC, 
and Regulations (EEC) No 793/93 and (EC) 
No 1488/94 are repealed.

Directives 76/769/EEC, 90/394/EEC, 
91/155/EEC, 91/157/EEC, 93/67/EEC, 
93/105/EEC and 2000/21/EC, 2002/95/EC 
and 2004/37/EC and Regulations (EEC) No 
793/93 and (EC) No 1488/94 are repealed.

Justification
Duplication of rules should be avoided. The amendments to the previous articles make it 
possible to dispense with the above directives and regulations.
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Amendment 243

Article 135 a (new)

The following words are added to Article 
1(2) of Directive 98/24/EC: 
‘Requirements under this directive shall 
not apply in the event of obligations under 
Regulation (EC) No xxx (REACH 
Regulation).’

Justification

To clarify the fact that REACH takes priority and avoid duplication.

Amendment 244

Article 135 b (new)

The following words are added to Article 
1(1) of Directive 89/106/EEC: 

‘Building products shall not be covered by 
the requirements of this directive relating 
to hygiene, health and environmental 
protection if Regulation (EC) No xxx 
(REACH Regulation) imposes obligations 
with regard to these matters.’

Justification

To clarify the fact that REACH takes priority and avoid duplication.

Amendment 245

Annex I, part 0, point 0.2.
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0.2. The chemical safety assessment shall 
address all the identified uses. It shall 
consider the use of the substance on its own 
(including any major impurities and 
additives), in a preparation or in an article. 
The assessment shall consider all stages of 
the life-cycle of the substance as defined by 
the identified uses. The chemical safety 
assessment shall be based on a comparison of 
the potential adverse effects of a substance 
with the known or reasonably foreseeable 
exposure of man and/or the environment to 
that substance.

0.2. The chemical safety assessment shall 
address all the identified uses in quantities of 
1 tonne or more per year. It shall consider 
the use of the substance on its own
(including any major impurities and 
additives), in a preparation or in an article. 
The assessment shall consider all stages of 
the life-cycle of the substance as defined by 
the identified uses. The chemical safety 
assessment shall be based on a comparison of 
the potential adverse effects of a substance 
with the known or reasonably foreseeable 
exposure of man and/or the environment to 
that substance.

Amendment 246

Annex I, section 4, point 4.2

4.2 If the substance fulfils the criteria an 
emission characterisation shall be conducted 
comprising the relevant parts of the exposure 
assessment as described in Section 5. In 
particular it shall contain an estimation of the 
amounts of the substance released to the 
different environmental compartments during 
all activities carried out by the manufacturer 
or importer and all identified uses, and an 
identification of the likely routes by which 
humans and the environment are exposed to 
the substance.

4.2 If the substance fulfils the criteria an 
emission characterisation shall be conducted 
comprising the relevant parts of the exposure 
assessment as described in Section 5. In 
particular it shall contain an estimation of the 
amounts of the substance released to the 
different environmental compartments during 
all activities carried out by the manufacturer 
or importer and all identified uses in 
quantities of 1 tonne or more per year, and 
an identification of the likely routes by which 
humans and the environment are exposed to 
the substance.

Amendment 247

Annex I, section 5.1, point 5.1.1, first subparagraph
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5.1.1. Exposure scenarios shall be developed 
for manufacture in the Community, 
manufacturer’s and importer’s own use, and 
all identified uses. An exposure scenario is 
the set of conditions that describe how the 
substance is manufactured or used during its 
life-cycle and how the manufacturer or 
importer controls, or recommends 
downstream users to control, exposures of 
humans and the environment. These 
exposure scenarios may be as wide-ranging 
or specific as necessary. The exposure 
scenario shall be presented under the relevant 
heading of the chemical safety report, and 
summarised in an annex to the safety data 
sheet, using an appropriate short title giving 
a brief general description of the use . In 
particular, an exposure scenario includes, 
where relevant, a description of:

5.1.1. Exposure scenarios shall be developed 
for manufacture in the Community, 
manufacturer’s and importer’s own use, and 
all identified uses in quantities of 1 tonne or 
more per year. An exposure scenario is the 
set of conditions that describe how the 
substance is manufactured or used during its 
life-cycle and how the manufacturer or 
importer controls, or recommends 
downstream users to control, exposures of 
humans and the environment. These 
exposure scenarios may be as wide-ranging 
or specific as necessary. The exposure 
scenario shall be presented under the relevant 
heading of the chemical safety report, and 
summarised in an annex to the safety data 
sheet, using an appropriate short title giving 
a brief general description of the use . In 
particular, an exposure scenario includes, 
where relevant, a description of:

Amendment 248

Annex I, section 5.2, point 5.2.4, first subparagraph

5.2.4 An estimation of the exposure levels 
shall be performed for all human populations 
(workers, consumers and humans liable to 
exposure indirectly via the environment) and 
environmental spheres for which exposure to 
the substance is known or reasonably 
foreseeable. Each relevant route of human 
exposure (inhalation, oral, dermal and 
combined through all relevant routes of 
exposure) shall be addressed. Such 
estimations shall take account of spatial and 
temporal variations in the exposure pattern. 
In particular, the exposure estimation shall 
take account of:

5.2.4 An estimation of the exposure levels 
shall be performed for human populations 
(workers, consumers and humans liable to 
exposure indirectly via the environment) and 
environmental spheres for which exposure to 
the substance is identified as being the 
highest. The most relevant route of human 
exposure (inhalation, oral, dermal and 
combined through all relevant routes of 
exposure) shall be addressed. Such 
estimations shall take account of spatial and 
temporal variations in the exposure pattern. 
In particular, the exposure estimation shall 
take account of:

Justification

Full exposure and risk assessment taking into account all uses is impractical and too 
complex, particularly for SMEs. Priority should be given to the highest risk exposure, as 
recommended by ECETOC (European Centre for Ecotoxicology and Toxicology) in the 
Chemicals Targeted Risk Assessment.
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Amendment 249

Annex I, section 5.2, point 5.2.4, new subparagraph after the indents

If exposure resulting from the scenario 
leading to the highest exposure is not 
sufficiently below the predicted no-effect 
levels for humans and environment, a 
more thorough exposure estimation shall 
be carried out.

Justification

Full exposure and risk assessment taking into account all uses is impractical and too 
complex, particularly for SMEs. Priority should be given to the highest risk exposure, as 
recommended by ECETOC (European Centre for Ecotoxicology and Toxicology) in the 
Chemicals Targeted Risk Assessment.

Amendment 250

Annex I, section 5.2, point 5.2.5 a (new)

5.2.5a. Valid estimates of exposure levels 
may be simplified by using special IT tools, 
including sector-specific IT tools, where 
they are available.

Justification

To help SMEs to comply with their obligations, specific and specialised IT tools to assess 
exposure exist or can be developed. 

Amendment 251

Annex Ib, first subparagraph after title

A chemical safety assessment for a 
preparation shall be conducted in accordance 
with Annex I with the following 
modifications:

A chemical safety assessment for a 
preparation, except where substances are 
excluded pursuant to Article 13(2), shall be 
conducted in accordance with the objectives 
of Annex I, for instance with the following 
modifications:

Justification

For safety assessments of preparations, only data concerning substances which exceed certain 
minimum concentrations is relevant. Pursuant to Article 13(2), the chemical safety assessment 
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need not be performed for a substance which is present in a preparation if the concentration 
of the substance in the preparation is less than the values shown in subparagraphs (a) to (e). 
In the interest of greater clarity, corresponding provisions should be inserted in Annex Ib, as 
the formulations in Annex Ib, e.g. 'each substance in the preparation' or 'all substances in the 
preparation', are misleading.

Preparations such as fragrances and flavours are highly complex mixtures, of which 
numerous variants are traded daily, and which are frequently modified. A chemical safety 
assessment as prescribed in Annex 1b is highly impractical. The objectives of Annex 1b can 
also be met in other, more practical ways tailored to specific categories of preparations, 
while taking into account the general nature of these preparations and maintaining the 
objectives of Annex 1b.

Amendment 252

Annex II, add to list (new)

EINECS no    Name/Group    CAS no EINECS no    Name/Group    CAS no

231-096-4      Iron                7439-89-6

265-995-8     Cellulose pulp  65996-61-4

232-350-7   Turpentine oil/wood  8006-64-2
232-304-6     Crude tall oil         8002-26-4

232-50-64    Ca lignosulphonate  8061-52-7

232-50-59   Na lignosulphonate  8061-51-6

232-50-85 NH4 lignosulphonate 8061-53-8
232-51-06  Lignosulphonic acid  8062-15-5

295-731-7      Non-oxide glass    92128-37-
5

305-415-3     Glass, oxide          94551-67-4
305-416-9     Glass, oxide          94551-68-5

266-046-0     Glass, oxide          65997-17-3

215-171-9     Magnesia             1309-48-4

200-578-6     Ethanol                    64-17-5
231-959-9      Oxygen O2 7782-44-7

231-098-5      Krypton Kr       7439-90-9

231-110-9      Neon Ne          7440-01-9
231-168-5     Helium He       7440-59-7

231-172-7     Xenon Xe        7440-63-3

200-812-7    Methane CH4     78-82-8
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Justification

The substances added to Annex II are either already covered by existing legislation, are not 
considered dangerous, or are components of substances included in Annex III to the 
Regulation. Also, substances that have been used for several hundreds of years in a variety of 
different applications with negligible risk are excluded from registration to make the system 
more workable.

Amendment 253

Annex III, point 1a (new)

Substances listed under Annex II that are 
produced through an alternative 
manufacturing process;

Justification

It is illogical to exempt a substance if it is produced in one way but not in another. If the 
naturally occurring substance does not require registration, the manufactured version of the 
same substance should also be exempt. The manufacturing process itself is covered under 
other legislation.

Amendment 254

Annex III, point 8

8. 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;

8. Substances occurring in nature, including 
botanically-derived substances referred to 
in Article 3, if they are not chemically 
modified during their manufacturing, unless 
they meet the criteria for classification as 
dangerous according to Directive 67/548;

Justification

The way minerals and ores are now included in Annex III is unworkable. Both minerals and 
ores are difficult to classify due to the nature of the material and their varying composition. 
Further, registration of minerals and ores is unnecessary since current legislation (e.g. the 
mining waste Directive, IPPC) covers them sufficiently.

Amendment 255

Annex III, point 9a (new)
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9a. Minerals, ores and concentrates and 
other materials derived from them by 
mineralogical or physical transformation 
processes;

Justification

The way minerals and ores are now included in Annex III is unworkable. Both minerals and 
ores are difficult to classify due to the nature of the material and their varying composition.
Further, registration of minerals and ores is unnecessary since current legislation (e.g. the 
mining waste Directive, IPPC) covers them sufficiently.

Amendment 256

Annex III, point 9 a (new)

9a. Natural gas condensates, liquefied 
petroleum gas (LPG), coke and methane.

Justification

These substances are already well regulated under current legislation. Their hazards are well 
known, and they are normally transformed before use into other substances, which are subject 
to registration. LPG should be included in Annex III to the REACH Regulation in view of its 
natural origins, its similarities with other natural products listed in Annex III, and its known 
effects as regards safety, health and the environment. Coke is a 'cleaner' version of coal 
(without impurities), which is already exempt from registration.

Amendment 257

Annex III, point 9 b (new)

9b. Metals and alloys in massive form.

Justification

Disproportionate effort needed for registration: experience over decades indicates no risk to 
man or the environment.

Amendment 258

Annex III, point  9c (new)

9c. Process gases such as coke oven gas, 
blast furnace gas and fuel gas in oil 
refineries and components thereof.

Justification
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Process gases (coke oven gas, blast furnace gas and fuel gas in oil refineries) are currently 
exempt from registration if used on site. However, when process gas leaves the site it is
potentially subject to registration. This creates legal uncertainty and distorts the level playing 
field with other major fuels, such as natural gas, crude oil and coal, which are exempt from 
registration. This could unintentionally hamper the recycling and re-use of resources. Coke 
has fewer intrinsic hazardous properties than coal and should therefore be exempted, as coal 
is, from registration.

Amendment 259

Annex III, point 9 d (new)

9d. Vegetable and animal oil and fats;

Justification

These substances are of natural origin. There is already considerable information on them, 
and experience in use, to indicate that their properties and risks are well known. The 
substances are considered to be safe to human health and the environment. Several oils are 
already included in Annex II and exempted from registration.

Amendment 260

Annex III, point 9 e (new)

9e. Pulp for paper-making.

Justification

Risk to man or the environment can be ruled out.

Amendment 261

Annex IV, section 6a (new)

6a. Information on use and exposure 
categories
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6a.1 Use categories: 
6a.1.1 a) industrial use

b) professional use
c) consumer use 

6a.1.2 Specification of the use in each 
category:

a) use in closed system
b) use resulting in inclusion 

into or onto matrix
c) non-dispersive use
d) dispersive  use

6a.2 Exposure categories 
6a.2.1 Human exposure:

a) oral, 
b) dermal 
c) inhalative

6a.2.2 Environmental exposure:
a) water 
b) air 
c) soil

6a.3 Duration of exposure 
a) accidental
b) occasional /short term
c) continuous/ frequent

Justification

The additional basic information on exposure helps companies to develop their safety data 
sheet or guidance on safe use and enables the Agency to screen dossiers submitted to identify 
priority substances in the tonnage range between 1 and 10 tonnes for which it is necessary to 
request additional information from Annex V.

Amendment 262
Annex V, section 5.1.1
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5.1.1. Exposure scenarios shall be developed 
for manufacture in the Community, 
manufacturer’s and importer’s own use, and 
all identified uses. An exposure scenario is 
the set of conditions that describe how the 
substance is manufactured or used during its 
life-cycle and how the manufacturer or 
importer controls, or recommends 
downstream users to control, exposures of 
humans and the environment. These 
exposure scenarios may be as wide-ranging 
or specific as necessary. The exposure 
scenario shall be presented under the relevant 
heading of the chemical safety report, and 
summarised in an annex to the safety data 
sheet, using an appropriate short title giving 
a brief general description of the use. In 
particular, an exposure scenario includes, 
where relevant, a description of:

5.1.1. Exposure scenarios shall be developed 
for manufacture in the Community, 
manufacturer’s and importer’s own use, and 
all identified uses of quantities of one tonne 
or more per year. An exposure scenario is 
the set of conditions that describe how the 
substance is manufactured or used during its 
life-cycle and how the manufacturer or 
importer controls, or recommends 
downstream users to control, exposures of 
humans and the environment. These 
exposure scenarios may be as wide-ranging 
or specific as necessary. The exposure 
scenario shall be presented under the relevant 
heading of the chemical safety report, and 
summarised in an annex to the safety data 
sheet, using an appropriate short title giving 
a brief general description of the use. In 
particular, an exposure scenario includes, 
where relevant, a description of:

Justification
It should be specified that only the uses where one tonne or more of the substance is involved 
are included.

Amendment 263

Annex V, point 7 - Ecotoxicological Information, column 1, subpoint 1.1 a (new)

7.1.1a. Growth inhibition study on algae

Amendment 264

Annex V, point 7 a - Biodegradability (new)

7 a. Biodegradability
7.1 Ready biodegradability

Amendment 265

Annex V, point 7.1.1, left column

7.1.1. Short-term toxicity testing on Daphnia 7.1.1. Short-term toxicity testing on Daphnia or 
fish
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Justification

Undertakings should be free to submit existing short-term toxicity tests on fish instead of 
toxicity on daphnia.

Amendment 266

Annex V, point 6 - Toxicological Information, column 1, point 6., subpoint -1 (new)

-1. Acute toxicity

One of the following routes:
- by oral route

- by inhalation

- by dermal route

Amendment 267

Annex VI, points 6.1.-6.4.3, Column 1

6.1. Skin irritation (all parts of this point) deleted

6.2. Eye irritation (all parts of this point) deleted

6.4. Mutagenicity (all parts of this point) deleted

(deleted and moved to Annex VII)

Justification

This is the first amendment of a set of amendments (43-49) specifying the information 
requirements for 10 to 100 tonnes which require enterprises to generate the information that 
is needed for adequate control of the risks to human health and environment from the use of 
their substances, and in a situation in which the requirements in the Commission proposal are 
likely to be disproportionate.

At the same time, these amendments will reduce the requirements for quantities of 10 to 
100 tonnes, where the risk of substances being withdrawn is likely to be high, with adverse 
consequences for downstream users, especially SMEs. These amendments therefore preserve 
an essential channel of innovation by reducing the risk of substances being withdrawn, with 
consequent high reformulation costs.

It is proposed that Annex VI, which includes information in addition to information required 
pursuant to Annex V, will be limited to information on acute toxicity and biodegradation. The 
other information requirements laid down in Annex VI of the Commission proposal are moved 
to Annex VII, namely the requirements for higher-volume substances (100 tonnes and more).
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These amendments should be seen as providing continuity with the approach proposed for the 
very-low-volume range of 1- 10 tonnes, where specific arrangements are proposed, and for 
the higher volumes in the range over 100 tonnes, where no reduction in data requirements is 
proposed, within the overall goal of sustainable development. 

The first amendment, 21, focuses on this information, which is most important for developing 
adequate risk management measures while addressing the significant risk of substance 
withdrawal in the tonnage range between 10 and 100 tonnes created by the Commission 
proposal. The proposed amendment therefore moves the information requirements under 
points 6.1 – 6.4 to Annex VII.

Amendment 268

Annex VII, points 6.1 until 6.4.3, columns 1 and 2 (addition to section 6, before point 6.4)

6.1. Skin irritation

6.1.1. In vivo skin irritation 6.1.1. The study does not need to be 
conducted if:

the substance is corrosive; or

the substance is a strong acid (pH < 2.0) or 
base (pH > 11.5); or
the substance is flammable in air at room 
temperature; or

the substance is very toxic in contact with 
skin; or
the acute toxicity study by the dermal route 
does not indicate skin irritation up to the 
limit dose level (2000 mg/kg body weight); 
or

the data available from the testing strategy 
foreseen in Annex V, Section 6.1. is 
adequate to classify the substance as skin 
corrosive or skin irritant.

6.2. Eye irritation
6.2.1. In vivo eye irritation 6.2.1. The study does not need to be 

conducted if:

the substance is corrosive; or

the substance is a strong acid (pH < 2.0) or 
base (pH > 11.5); or

the substance is flammable in air at room 
temperature; or
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the substance is classified as irritant in 
contact with skin and provided that the 
registrant classifies the substance as eye 
irritant; or

the data available from the testing strategy 
foreseen in Annex V, Section 6.2. is 
adequate to classify the substance as eye 
irritant.

6.4. Mutagenicity

6.4.2. In vitro cytogenicity study in 
mammalian cells

6.4.2. The study does not need to be 
conducted
if adequate data from an in vivo 
cytogenicity test are available or

the substance is known to be carcinogenic 
category 1 or 2.

6.4.3. In vitro gene mutation study in 
mammalian cells, if a negative result in 
Annex V, 6.4.1. and Annex VI, 6.4.2.

6.4.3. The study does not need to be 
conducted if adequate data from a reliable 
in vivo mammalian gene mutation test are 
available.

6.4. Appropriate in vivo mutagenicity 
studies shall be considered in case of a 
positive result in any of the mutagenicity 
studies in Annex V or VI.

(Text moved from Annex VI; current column 2 and row 6.4 unchanged)

Justification

This amendment is a consequence of the amendment to Annex VI, as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. For mutagenicity it ensures that, if there is a positive result from 
an in vitro study, it will be investigated further.

Amendment 269

Annex VII, section 6, point 6.4 in column 2
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6.4. If there is a positive result in any of the 
mutagenicity studies in Annex V or VI and 
there are no results available from an in vivo
study, an appropriate in vivo mutagenicity 
study shall be proposed by the registrant. If 
there is a positive result from any in vivo
study available, further appropriate in vivo
studies shall be proposed.

6.4. If there is a positive result in any of the 
mutagenicity studies in Annex V or the 
above tests and there are no results available 
from an in vivo study, an appropriate in vivo 
mutagenicity study shall be proposed by the 
registrant. If there is a positive result from 
any in vivo study available, further 
appropriate in vivo studies shall be proposed.

Justification

This amendment is a consequence of the amendment to Annex VI, as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal. For mutagenicity it ensures that, if there is a positive result from 
an in vitro study, it will be investigated further.

Amendment 270

Annex VI, points 6.1.1-6.4, Column 2

6.1.1. (all the text of this point) deleted

6.2.1. (all the text of this point) deleted

6.4.2. (all the text of this point) deleted

6.4.3. (all the text of this point) deleted

6.4. (all the text of this point) deleted

(deleted and moved to Annex VII)

Amendment 271

Annex VI, point 6.5, Column 1

6.5 Acute toxicity 6.5 Acute toxicity

The study shall be conducted for one route, 
preferably oral, unless the registrant 
considers another route more appropriate.

For gases and volatile liquids (vapour 
pressure above 10-2 Pa at 20°°C) the 
information shall be provided for the 
inhalation route (6.5.2).

For gases and volatile liquids (vapour 
pressure above 10-2 Pa at 20 °C) the 
information shall be provided for the 
inhalation route (6.5.2).



PE 353.595v03-00 142/150 AD\579754EN.doc

EN

For substances other than gases the 
information mentioned under 6.5.1. to 6.5.3. 
shall be provided for at least two routes, one 
of which the oral route. The choice for the 
second route will depend on the nature of the 
substance and the likely route of human 
exposure. If there is only one route of 
exposure, information for only that route 
need be provided.

For substances other than gases in quantities 
of 100 tonnes or more per year per 
manufacturer or importer, the information 
mentioned under 6.5.1. to 6.5.3. shall be 
provided for at least two routes, one of 
which the oral route. The choice for the 
second route will depend on the nature of the 
substance and the likely route of human 
exposure. If there is only one route of 
exposure, information for only that route 
need be provided.

Justification

The risk of substance withdrawal in the tonnage range between 10 and 100 tonnes created by 
the Commission proposal requires a reduction in the information requirements. This 
amendment therefore focuses on the information which is most important for developing 
adequate risk management measures, and thereby safeguards health and the environment. 

Amendment 272

Annex VI, points 6.5-6.5.3, Column 1

6.5. Acute toxicity (all the text and the points 
in 6.5, column 1))

deleted

Justification

As this information requirement is now included in Annex V, it can be deleted here.

Amendment 273

Annex VI, points 6.5-6.5.3, Column 2

6.5. (all the text and the points in 6.5, 
column 2)

deleted

Justification

As this information requirement is now included in Annex V, it can be deleted here.

Amendment 274

Annex VI, points 6.6-6.8.1, Column 1

6.6. Repeated dose toxicity (all the text and 
points in 6.6, column 1)

deleted
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6.7. Reproductive toxicity (all the text and 
points in 6.7, column 1)

deleted

6.8 Toxicokinetics (also points in 6.8, 
column 1)

deleted

(deleted and moved to Annex VII)

Justification

This amendment focuses on the information which is most important for developing adequate 
risk management measures, while addressing the significant risk of substance withdrawal in 
the tonnage range between 10 and 100 tonnes created by the Commission proposal. The 
proposed amendment therefore moves the information requirements under points 6.6 – 6.8 to 
Annex VII.

Amendment 275

Annex VI, points 6.6.1-6.7.2, Column 2

6.6.1. (all the text, column 2) deleted

6.7. (all the text and the points in 6.7, 
column 2)

deleted

(deleted and moved to Annex VII)

Justification

This amendment focuses on the information which is most important for developing adequate 
risk management measures, while addressing the significant risk of substance withdrawal in 
the tonnage range between 10 and 100 tonnes created by the Commission proposal. The 
proposed amendment therefore moves the information requirements under points 6.6 – 6.8 to 
Annex VII.

Amendment 276

Annex VII, point 6.6.1, column 1 and 2 (new, moved from Annex VI, replacing existing point 
6.6.1)

Text proposed by the Commission
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6.6.1. Short-term repeated dose toxicity 
study (28 days), one species, male and 
female, most appropriate route of 
administration, having regard to the likely 
route of human exposure, unless already 
provided as part of Annex VI requirements 
or if tests according to 6.6.2 is proposed. In 
this case, Section 3 of Annex IX shall not 
apply.

Amendment by Parliament

6.6.1. Short-term repeated dose toxicity 
study (28 days), one species, male and 
female, most appropriate route of 
administration, having regard to the likely 
route of human exposure.

6.6.1. The short-term toxicity study 
(28 days) does not need to be conducted if:

- a reliable sub-chronic (90 days) or 
chronic toxicity study is available, provided 
that an appropriate species and route of 
administration were used; or

- where a substance undergoes immediate 
disintegration and there are sufficient data 
on the cleavage products; or

- relevant human exposure can be 
excluded.
The appropriate route shall be chosen on 
the following basis:

Testing by the dermal route is appropriate
if:
(1) skin contact in production and/or use is 
likely; and

(2) the physico-chemical properties suggest 
a significant rate of absorption through the 
skin; and
(3) one of the following conditions is met:

- toxicity is observed in the acute dermal 
toxicity test at lower doses than in the oral 
toxicity test; or
- systemic effects or other evidence of 
absorption is observed in skin and/or eye 
irritation studies; or
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- in vitro tests indicate significant dermal 
absorption; or
significant dermal toxicity or dermal 
penetration is recognised for structurally-
related substances.

Testing by the dermal route is 
inappropriate if the absorption by the skin 
is unlikely as indicated by molecular weight 
(MW > 800 or molecular diameter > 15 Å) 
and low liposolubility (log Kow < -1 or > 4).

Testing by the inhalation route is 
appropriate if:

(1) exposure of humans via inhalation is 
likely; and

(2) one of the following conditions is met:
the substance has a vapour pressure 
above 10-2 Pa at 20 °C; or

- the substance is a powder containing 
more than 1% particles on a w/w basis, 
with a particle size MMAD less than 100
μm; or

the substance will be used in a manner 
which generates aerosols, particles or 
droplets in an inhalable size range (> 1% 
on a w/w basis of particles with 
MMAD < 100 μm). In the absence of 
contra-indications, the oral route shall be 
the preferred one.

The sub-chronic toxicity study (90 days) 
(Annex VII, 6.6.2) shall be proposed by the 
registrant if:

- the frequency and duration of human 
exposure indicates that a longer term study 
is appropriate; and one of the following 
conditions is met:

- other available data indicate that the 
substance may have a dangerous property 
that cannot be detected in a short-term 
toxicity study; or
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- appropriately designed toxicokinetic 
studies reveal accumulation of the 
substance or its metabolites in certain 
tissues or organs which would possibly 
remain undetected in a short-term toxicity 
study but which are liable to result in 
adverse effects after prolonged exposure.
Further studies shall be proposed by the 
registrant or may be required by the 
competent authority of the evaluating 
Member State in accordance with 
Article 39, 40 or 44 in case of:
- failure to identify a NOAEL in 
the 28 days study, unless the reason for the 
failure to identify a NOAEL is absence of 
adverse toxic effects; or
- toxicity of particular concern (e.g., 
serious/severe effects); or

- indications of an effect for which the 
available evidence is inadequate for 
toxicological and/or risk characterisation; 
In such cases it may also be more 
appropriate to perform specific 
toxicological studies that are designed to 
investigate these effects (e.g., 
immunotoxicity, neurotoxicity); or
- the route of exposure used in the initial 
repeated dose study was inappropriate in 
relation to the expected route of human 
exposure and route-to-route extrapolation 
cannot be made; or
- particular concern regarding exposure 
(e.g. use in consumer products leading to 
exposure levels which are close to the dose 
levels at which toxicity to humans may be 
expected ); or

effects shown in substances with a clear 
relationship in molecular structure with the 
substance being studied, were not detected 
in the 28 days study.

(new, moved from Annex VI)

Justification
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This amendment is a consequence of the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal.

Amendment 277

Annex VII, point 6.7, columns 1 and 2

Text proposed by the Commission

6.7. Reproductive toxicity 6.7. The studies do not need to be conducted 
if:
- the substance is known to be a genotoxic 
carcinogen and appropriate risk management 
measures are implemented; or

- the substance is known to be a germ cell 
mutagen and appropriate risk management 
measures are implemented.

6.7.2. Developmental toxicity study, one 
species, most appropriate route of 
administration, having regard to the likely 
route of human exposure (Annex X B.31 or 
OECD 414), unless already provided as part 
of Annex VI requirements.

6.7.2 The study shall be initially performed 
on one species. A decision on the need to 
perform a study on a second species should 
be based on the outcome of the first test.

6.7.3. Two-generation reproductive toxicity 
study, one species, male and female, most 
appropriate route of administration, having 
regard to the likely route of human exposure, 
if the 28-day or 90-day study indicates 
adverse effects on reproductive organs or 
tissues.

Amendment by Parliament

6.7. Reproductive toxicity 6.7. The studies do not need to be conducted 
if:
- the substance is known to be a genotoxic 
carcinogen and appropriate risk management 
measures are implemented; or
- the substance is known to be a germ cell 
mutagen and appropriate risk management 
measures are implemented; or
- relevant human exposure can be excluded.
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6.7.1. Screening for 
reproductive/developmental toxicity, one
species (OECD 421), if there is no evidence 
from available information on structurally 
related substances, from (Q)SAR estimates 
or from in vitro methods that the substance 
may be a developmental toxicant.

6.7.1. A positive result in the screening shall 
be confirmed at this level by a 
developmental toxicity study, one species, 
most appropriate route of administration, 
having regard to the likely route of human 
exposure (Annex VII, 6.7.2).

6.7.2. Developmental toxicity study, most 
appropriate route of administration, having 
regard to the likely route of human exposure 
(Annex X B. 31 or OECD 414).

6.7.2. The study shall be initially performed 
on one species. A decision on the need to 
perform a study on a second species should be 
based on the outcome of the first test.

The two-generation reproductive toxicity 
study (6.7.3) shall be proposed by the 
registrant if there are indications of 
potential reproductive toxicity from a 
repeated dose toxicity study (90 days) (e.g. 
histopathological effects on the gonads) or 
the substance has a close structural 
relationship with a known reproductive 
toxicant.

6.7.3. Two-generation reproductive toxicity 
study, one species, male and female, most 
appropriate route of administration, having 
regard to the likely route of human exposure, 
if the 28-day or 90-day study indicates 
adverse effects on reproductive organs or 
tissues.

(new, moved from Annex VI)

Justification

This amendment is a consequence of the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal.

Amendment 278

Annex VII, point 6.8, column 1 (new, moved from Annex VI)

6.8 Toxicokinetics 6.8 Toxicokinetics

6.8.1. Assessment of the toxicokinetic 
behaviour of the substance to the extent 
that can be derived from the relevant 
available information

6.8.1. Assessment of the toxicokinetic 
behaviour of the substance to the extent 
that can be derived from the relevant 
available information



AD\579754EN.doc 149/150 PE 353.595v03-00

EN

(new, moved from Annex VI)

Justification

This amendment is a consequence of the amendment to Annex VI, as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal.

Amendment 279

Annex VI, point 7.1, points 7.2.2-7.3.1, Column 1

7.1. Aquatic toxicity deleted

7.2.2. Abiotic (all the text and points in 
7.2.2, column 1)

deleted

7.3. Fate and behaviour in the environment
(the text and the points in 7.3, column 1)

deleted

(deleted and moved to Annex VII)

Justification

The risk of substance withdrawal in the tonnage range between 10 and 100 tonnes created by 
the Commission proposal requires a reduction in the information requirements. The proposed 
amendment therefore moves the information requirements under points 7.1, 7.2.2 and 7.3 to 
Annex VII.

Amendment 280

Annex VI, point 7.1.2, points 7.2.2.1-7.3.1, Column 2

7.1.2 (all the text, column 2) deleted

7.2.2.1 (all the text, column 2) deleted

7.3.1 (all the text, column 2) deleted

(deleted and moved to Annex VII)

Justification

The risk of substance withdrawal in the tonnage range between 10 and 100 tonnes created by 
the Commission proposal requires a reduction in the information requirements. The proposed 
amendment therefore moves the information requirements under points 7.1, 7.2.2 and 7.3 to 
Annex VII.

Amendment 281
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Annex VII, point 7.1, columns 1 and 2

Text proposed by the Commission

7.1. Aquatic toxicity 7.1. Long-term toxicity testing shall be 
proposed by the registrant if the chemicals 
safety assessment according to Annex I 
indicates the need to investigate further the 
effects on aquatic organisms. The choice of 
the appropriate test(s) depends on the results 
of the safety assessment.

7.1.5. Long-term toxicity testing on 
Daphnia, (unless already provided as part of 
Annex V requirements)

7.1.5. The study does not need to be 
conducted if:

- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or

- direct or indirect exposure of the aquatic 
compartment is unlikely.

7.1.6. Long-term toxicity testing on fish, 
(unless already provided as part of Annex VI 
requirements)

7.1.6. The study does not need to be 
conducted if:

- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or

- direct or indirect exposure of the aquatic 
compartment is unlikely.

The information shall be provided for one of 
the following 7.1.6.1, 7.1.6.2 or 7.1.6.3.

7.1.6.1 Fish early-life stage (FELS) toxicity 
test (OECD 210)

7.1.6.1. The FELS toxicity test shall be 
proposed by the registrant or may be 
required by the competent authority of the 
evaluating Member State in accordance with 
Articles 39, 40 or 44 if the substance has a 
potential to bioaccumulate.

7.1.6.2 Fish short-term toxicity test on 
embryo and sac-fry stages (Annex X C.15 or 
OECD 212)

7.1.6.3 Fish, juvenile growth test 
(Annex X C.14 or OECD 215)
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Amendment by Parliament

7.1. Aquatic toxicity 7.1. Long-term toxicity testing shall be 
proposed by the registrant if the chemicals 
safety assessment according to Annex I 
indicates the need to investigate further the 
effects on aquatic organisms. The choice of 
the appropriate test(s) depends on the results 
of the safety assessment.

7.1.2. Growth inhibition study on algae 7.1.2. The study does not need to be 
conducted if:

the substance is highly insoluble (water 
solubility < 10 μg/l); or

the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å).

7.1.3. Short-term toxicity testing on fish: 
The registrant may consider long-term 
toxicity testing instead of short-term.

7.1.3. The study does not need to be 
conducted if:

the substance is highly insoluble (water 
solubility < 10 μg/l); or
the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or

a long-term toxicity study is available.
The long-term aquatic toxicity study on 
fish (Annex VII, 7.1.6) shall be proposed by 
the registrant or may be required by the 
competent authority of the evaluating 
Member State in accordance with 
Article 39, 40 or 44 if the comparison of 
the (predicted) environmental exposure 
with the results from the short-term aquatic 
toxicity data indicates the need to 
investigate further effects on aquatic 
organisms.

The long-term aquatic toxicity study on 
fish (Annex VII, 7.1.6) shall be considered 
if the substance is poorly water soluble 
(water solubility < 1 mg/l).
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7.1.4. Activated sludge respiration 
inhibition testing, unless there is a low 
probability of emission into the sewage 
treatment system

7.1.4. The study does not need to be 
conducted if:

the substance is highly insoluble (water 
solubility < 10 μg/l); or
the substance is found to be readily 
biodegradable and the applied test 
concentrations are in the range of 
concentrations that can be expected in the 
influent of a sewage treatment plant.
The study may be replaced by a 
nitrification inhibition test if available data 
show that the substance is likely to be an 
inhibitor of microbial growth or function.

7.1.5. Long-term toxicity testing on 
Daphnia, (unless already provided as part of 
Annex V requirements)

7.1.5. The study does not need to be 
conducted if:

- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or

- direct or indirect exposure of the aquatic 
compartment is unlikely.

7.1.6. Long-term toxicity testing on fish, 
(unless already provided as part of Annex VI 
requirements)

7.1.6. The study does not need to be 
conducted if:

- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or

- direct or indirect exposure of the aquatic 
compartment is unlikely.

The information shall be provided for one of 
the following 7.1.6.1, 7.1.6.2 or 7.1.6.3.

7.1.6.1 Fish early-life stage (FELS) toxicity 
test (OECD 210)

7.1.6.1. The FELS toxicity test shall be 
proposed by the registrant or may be 
required by the competent authority of the 
evaluating Member State in accordance with 
Articles 39, 40 or 44 if the substance has a 
potential to bioaccumulate.

7.1.6.2 Fish short-term toxicity test on 
embryo and sac-fry stages (Annex X C.15 or 
OECD 212)
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7.1.6.3 Fish, juvenile growth test 
(Annex X C.14 or OECD 215)

(new, moved from Annex VI)

Justification

This amendment is a consequence of the amendment to Annex VI, as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal.

Amendment 282

Annex VII, point 7.2.1 a (new), columns 1 and 2

Amendment by Parliament

7.2.1a Abiotic
7.2.1a.1 Hydrolysis as a function of pH. 7.2.1a.1 The study does not need to be 

conducted if:

the substance is readily biodegradable; or

the water solubility of the substance is 
below 10 μg/l.

(new, moved from Annex VI)

Justification

This amendment is a consequence of the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal.

Amendment 283

Annex VII, point 7.3, columns 1 and 2

Text proposed by the Commission

7.3. Fate and behaviour in the 
environment

7.3.2. Bioconcentration in (one) aquatic 
species, preferably fish 

7.3.2. The study need not be conducted if:

- the substance has a low potential for 
bioaccumulation (ie log Kow < 3); or
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- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or

- direct or indirect exposure of the aquatic 
compartment is unlikely.

7.3.3. Further studies on 
adsorption/desorption depending on the 
results of the study required in Annex VI

7.3.3. The study need not be conducted if:

- based on the physico-chemical properties 
the substance can be expected to have a low 
potential for adsorption (e.g. the substance 
has a low octanol water partition coefficient); 
or

- the substance decomposes rapidly.

Amendment by Parliament

7.3. Fate and behaviour in the 
environment

7.3.1. Adsorption/desorption screening 
study

7.3.1. The study does not need to be 
conducted if:

- based on the physico-chemical properties 
the substance can be expected to have a low 
potential for adsorption (e.g. the substance 
has a low octanol water partition 
coefficient); or 

- the substance decomposes rapidly.
7.3.2. Bioconcentration in (one) aquatic 
species, preferably fish 

7.3.2. The study need not be conducted if:

- the substance has a low potential for 
bioaccumulation (i.e. log Kow < 3); or

- the substance is unlikely to cross biological 
membranes (MW > 800 or molecular 
diameter > 15 Å); or

- direct or indirect exposure of the aquatic 
compartment is unlikely.

7.3.3. Further studies on 
adsorption/desorption depending on the 
results of the study required in Annex VI

7.3.3. The study need not be conducted if:
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- based on the physico-chemical properties 
the substance can be expected to have a low 
potential for adsorption (e.g. the substance 
has a low octanol water partition coefficient); 
or

- the substance decomposes rapidly.

(new, moved from Annex VI)

Justification

This amendment is a consequence to the amendment to Annex VI as explained above. It is 
needed to maintain the same requirements regarding quantities of over 100 tonnes as under 
the Commission proposal.

Amendment 284

Annex IX, paragraph 3, 1st subparagraph

Testing in accordance with Annexes VII and 
VIII may be omitted, based on the exposure 
scenario(s) developed in the Chemical Safety 
Report.

3.1 Testing in accordance with Annexes VI
to VIII may be omitted, based on the 
exposure scenario(s) or use and exposure 
categories developed in the Chemical Safety 
Report.

3.2 The omission of information shall be 
considered acceptable if:

i) at a place of work, the ambient air 
concentration does not exceed 50 µg/m³.

ii) the manufacturing and identified use(s)
of a substance take place only in self 
contained facilities. 
iii) the substance is used in the industrial 
or commercial sector in a preparation of a 
maximum mass concentration of 0.1 %.

iv) the substance is used by private 
consumers in concentrations not exceeding 
0.1 %.
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v) the substance is used in the 
manufacturing of consumer products and:
a) the substance disappears completely 
during the product's manufacturing; or 
b) the substance is permanently integrated 
into a compound in the product or 
otherwise completely contained in the 
product.

In all cases, adequate justification and 
documentation shall be provided.

3.3 In all other cases, adequate justification 
and documentation shall be provided, 
including the following:
i) the types of environmental 
compartments;

ii) the human populations exposed;

iii) risk management measures;
iv) routes of exposure

v) duration and frequency of exposure

vi) protection of animal lives.

Amendment 285

Annex IX, section 1.1.2

Data shall be considered to be equivalent to 
data generated by the corresponding test in 
Annex X if the following conditions are met: 

Data from one or more tests shall be 
considered to be equivalent to data generated 
by the corresponding test in Annex X if the 
following conditions are met:

(1) adequacy for the purpose of classification 
and labelling and risk assessment, 

(1) adequacy for the purpose of classification 
and labelling and risk assessment when the 
endpoint is critical,

(2) adequate and reliable coverage of the key 
parameters foreseen to be investigated in the 
corresponding test in Annex X,

(2) adequate and reliable coverage of the key 
parameters foreseen to be investigated in the 
corresponding test in Annex X,

(3) exposure duration comparable to or 
longer than the corresponding test in 
Annex X if exposure duration is a relevant 
parameter, and 

(3) exposure duration comparable to or 
longer than the corresponding test in 
Annex X if exposure duration is a relevant 
parameter, and 

(4) adequate and reliable documentation of 
the study is provided.

(4) adequate and reliable documentation of 
the study is provided. In all cases adequate 
and reliable documentation shall be 
provided.
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Justification

The current text requires that data from any single test meet four criteria. This is unnecessary 
when there is weight of evidence of hazards from tests performed:

- under less severe conditions, or 

- when an endpoint shows no hazard or risk. 

Multiple tests can achieve the purpose of one test, when combined.

Amendment 286

Annex IX, section 1.5

Substances whose physicochemical, 
toxicological and ecotoxicological properties 
are likely to be similar or follow a regular 
pattern as a result of structural similarity may 
be considered as a group, or "category" of 
substances. Application of the group concept 
requires that physicochemical properties, 
human health effects and environmental 
effects or environmental fate may be 
predicted from data for a reference substance
within the group by interpolation to other 
substances in the group (read-across 
approach). This avoids the need to test every 
substance for every endpoint.

Substances whose physico-chemical, 
toxicological and ecotoxicological properties 
are likely to be similar or follow a regular 
pattern as a result of structural similarity may 
be considered as a group, or "category" of 
substances. Application of the group concept 
requires that physico-chemical properties, 
human health effects and environmental 
effects or environmental fate may be 
predicted from data for a reference substance
within the group by interpolation to other 
substances in the group (read-across 
approach). This avoids the need to test every 
substance for every endpoint.

The similarities may be based on: The similarities may be based on:

(1) a common functional group, (1) a common functional group, 

(2) the common precursors and/or the 
likelihood of common breakdown products 
via physical and biological processes, which 
result in structurally similar chemicals, or

(2) the common precursors and/or the 
likelihood of common breakdown products 
via physical and biological processes, which 
result in structurally similar chemicals, or

(3) a constant pattern in the changing of the 
potency of the properties across the 
category.

(3) a constant pattern in the changing of the 
potency of the properties across the category 
and common mechanism of action.
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If the group concept is applied, substances 
shall be classified and labelled on this basis. 

If the group concept is applied, substances 
shall be classified and labelled on this basis. 
The endpoints for classification and 
labelling and for risk assessment of 
substances that are complex and of 
variable composition may be determined 
from data on their significant constituents 
using their highest concentrations in the 
substance. The Agency and each of the 
industries concerned will agree on a 
detailed methodology within 2 years of the 
adoption of the legislation.

In all cases adequate and reliable 
documentation shall be provided.

In all cases adequate and reliable 
documentation shall be provided.

Justification

This amendment will increase the workability of REACH. It allows for the grouping of 
substances with the same toxicity profiles and for the use of a read-across approach. 
Furthermore, it improves the reliability of data concerning substances that are complex and 
of variable composition.

Amendment 287

Annex XI, introduction, first paragraph

The purpose of this Annex is to set out how 
downstream users are to assess and 
document that the risks arising from the 
substance(s) they use are adequately 
controlled during their use for a use not 
covered by the safety data sheet supplied to 
them and that other users further down the 
supply chain can adequately control the risks. 
The assessment shall cover the life-cycle of 
the substance, from its receipt by the 
downstream user, for his own uses and for 
his identified uses further down the supply 
chain. The assessment shall consider the use 
of the substance on its own, in a preparation 
or in an article.

The purpose of this Annex is to set out how 
downstream users are to assess and 
document that the risks arising from the 
substance(s) they use are adequately 
controlled during their use for a use not 
covered by the safety data sheet supplied to 
them and that other users further down the 
supply chain can adequately control the risks. 
The assessment shall cover the life-cycle of 
the substance, from its receipt by the 
downstream user, for his own uses and for 
his identified uses in quantities of 1 tonne or 
more per year further down the supply 
chain. The assessment shall consider the use 
of the substance on its own, in a preparation 
or in an article.

Justification

Improves workability by limiting uses that have to be considered in the chemical safety report 
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to those in 1 tonne and more. According to the Commission proposal a use would have to be 
dealt with even in very small quantities.



PE 353.595v03-00 160/150 AD\579754EN.doc

EN

PROCEDURE

Title Proposal for a regulation of the European Parliament and of the 
Council concerning the Registration, Evaluation, Authorisation and 
Restriction of Chemicals (REACH), establishing a European 
Chemicals Agency and amending Directive 1999/45/EC and 
Regulation (EC) No .../... {on Persistent Organic Pollutants}

References COM(2003)0644 – C5-0530/2003 – 2003/0256(COD)
Committee responsible ENVI
Committee asked for its opinion

Date announced in plenary
ITRE
16.9.2004

Enhanced cooperation Yes 
Draftswoman

Date appointed
Lena Ek
30.8.2004

Discussed in committee 7.10.2004 23.11.2004 16.3.2005 26.5.2005 21.6.2005
30.8.2005 13.9.2005

Date amendments adopted 13.9.2005
Result of final vote for:

against:
abstentions:

43
4
0

Members present for the final vote Šarūnas Birutis, Jan Březina, Philippe Busquin, Jerzy Buzek, Joan 
Calabuig Rull, Pilar del Castillo Vera, Lorenzo Cesa, Den Dover, 
Lena Ek, Nicole Fontaine, Adam Gierek, Umberto Guidoni, András 
Gyürk, Fiona Hall, David Hammerstein Mintz, Rebecca Harms, Ján 
Hudacký, Romana Jordan Cizelj, Werner Langen, Anne Laperrouze, 
Vincenzo Lavarra, Nils Lundgren, Eluned Morgan, Angelika 
Niebler, Reino Paasilinna, Umberto Pirilli, Miloslav Ransdorf, 
Vladimír Remek, Herbert Reul, Mechtild Rothe, Paul Rübig, Andres 
Tarand, Britta Thomsen, Patrizia Toia, Catherine Trautmann, Alejo 
Vidal-Quadras Roca, Dominique Vlasto

Substitutes present for the final vote María del Pilar Ayuso González, Norbert Glante, Françoise 
Grossetête, Cristina Gutiérrez-Cortines, Satu Hassi, Edit Herczog, 
Erika Mann, Vittorio Prodi, John Purvis, Bernhard Rapkay

Substitutes under Rule 178(2) present 
for the final vote
Also present Jorgo Chatzimarkakis, Giles Chichester, Claude Turmes


