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SHORT JUSTIFICATION

The intention underlying the Commission’s REACH proposal is to simplify, harmonise and 
centralise the different existing bodies of rules governing chemicals and specific substances. 
Calls are being made, rightly, for chemicals to be registered and assessed in keeping with a 
Europe-wide standard coherent approach, taking into account the principle of sustainable 
development and health and safety at work. The REACH proposal, therefore, is 
fundamentally to be welcomed. On the other hand, economic aims such as competitiveness, 
innovation capacity, or protecting jobs must not be neglected, least of all given the difficult 
economic situation currently facing Europe.

Unfortunately, the law on chemicals and substance-related health and environmental 
protection have already assumed such proportions and complexity that the resulting costly red
tape imposed on industry, and small and medium-sized enterprises (SMEs) in particular, is 
virtually impossible to cope with. Unless the REACH information and assessment procedures 
can be slimmed down, the shortcomings as regards implementation, which already occur at 
the present time, will continue to worsen. Not only would this jeopardise the competitive and 
innovation potential of European industry – and hence put numerous jobs at risk – but it 
would also run counter to the ambitious goals and expectations implied in better health and 
environmental protection.

Your draftsman is seeking to help make the REACH requirements more practicable and 
comprehensible. The amendments proposed are grouped together in the following broad 
subject areas:

1. Exposure and use categories

One of the main problems in the REACH proposal is that manufacturers of substances, 
importers, and downstream users have no standard procedure for assessing the risks 
associated with a substance and passing on that information. The present draft calls for 
information on the composition of uses to be actively exchanged between the 
manufacturer/importer on the one hand and downstream users and, where applicable, their 
customers on the other. This is likely to prove difficult in practice, since it would often be 
necessary to disclose confidential information and trade secrets. 

One solution would be to employ use and exposure categories in order to simplify 
communication along the value added chain, make exposure assessment easier for substance 
users to handle, and highlight measures needed to minimise risks. However, the latitude 
afforded to substance users should not be restricted unnecessarily. In addition, specific 
scenarios should be classed in general categories so as to ensure that confidential information 
will not have to be passed on. That notwithstanding, when categorisation poses problems, 
firms should continue to be allowed to treat the exceptions concerned as special cases.

2. Prioritisation

In the REACH proposal prioritisation is based solely on quantitative criteria. However, it is 
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important for the environment and consumers that the first substances to be assessed for 
registration purposes should be those entailing the greatest potential risk. In other words, 
qualitative criteria, based on toxicologically/environmentally significant properties, use, 
exposure, and production volume, should likewise be taken into account. This core 
information must be provided to enable priorities to be determined according to the degree of 
risk.

If the requirements for industry and authorities were ranked on a balanced, comprehensible 
scale of priorities, health and environmental protection could be improved within reasonable 
time-frames in return for a calculable financial outlay.

3. Simplification / Avoiding duplicate regulation of industrial health and safety

The proposal for a regulation should be made more practicable and cost effective, and less 
time consuming. The registration procedure, among other things, should be simplified to that 
end. The scope of the regulation should also be geared more accurately to existing law so as 
to avoid duplicate regulation.

4. Enhanced innovation capacity and competitiveness

REACH must not shackle research and innovation or needlessly impede the competitiveness 
of the European chemical industry and its downstream users.

5. Stronger role for the Agency

The Agency alone – and not the national authorities in question – must be responsible for all 
matters related to assessment so as to make for uniformity and legal certainty in all parts of 
Europe.

6. Protection of trade secrets and proprietary rights

It is important to implement an efficient and workable system in such a way as to prevent the 
disclosure of information being at odds with the protection of trade secrets and proprietary 
rights. This is a vital consideration for SMEs in particular, since innovations are their 
lifeblood.
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AMENDMENTS

The Committee on Employment and Social Affairs calls on the Committee on the 
Environment, Public Health and Food Safety as the committee responsible, to incorporate the 
following amendments in its report:

Text proposed by the Commission1 Amendments by Parliament

Amendment 1
Recital 1

(1) The free movement of substances, on 
their own, in preparations and in articles, is 
an essential aspect of the internal market and 
contributes significantly to the health and 
well-being of consumers and workers, and to 
their social and economic interests, as well 
as to the competitiveness of the chemical 
industry.

(1) The free, safe and unbureaucratic
movement of substances at reasonable cost, 
on their own, in preparations and in articles, 
is an essential aspect of the internal market 
and contributes significantly to the health 
and well-being of consumers and workers, 
and to their social and economic interests, 
and the protection of flora and fauna, as 
well as to the competitiveness of the 
chemical industry.

Justification

We should be concerned with not only the free movement of substances but also compliance 
with safety standards and measures to ensure that public health and the ecological balance 
are not jeopardised.

We should specify that ecological balance is a major factor regarding competitivity.

The REACH Regulation should not unnecessarily impede either the safe handling of 
substances or the competitiveness of industry.

Amendment 2
Recital 2

(2) The efficient functioning of the internal 
market for substances within the Community 
can be achieved only if requirements for 
substances do not differ significantly from 
Member State to Member State.

The efficient functioning of the internal 
market for substances within the Community 
can be achieved only if requirements for the 
safe management of substances are exactly 
and comprehensively defined and do not 
differ significantly from Member State to 
Member State.

  
1 ##.
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Justification

The efficient organisation of this market in economic and social terms requires exacting 
safety standards for the management of substances and comprehensive provisions regarding 
their use so as to safeguard the public interest.

Amendment 3
Recital 3

(3) A high level of health and environmental 
protection should be ensured in the 
approximation of legislation on substances, 
with the goal of achieving sustainable 
development; that legislation should be 
applied in a non-discriminatory manner 
whether chemical substances are traded on 
the internal market or internationally.

(3) A high level of health and environmental 
protection should be ensured in the 
approximation of legislation on substances, 
with the goal of achieving sustainable 
development and safeguarding innovation 
capacity and competitiveness; that 
legislation should be applied in a non-
discriminatory manner consistent with WTO 
rules, whether chemical substances are 
traded on the internal market or 
internationally.

Justification

Safeguarding innovation capacity and competitiveness is also an important goal. It goes 
without saying that legislation must be compatible with WTO rules.

Amendment 4
Recital 3 a (new)

(3a) Pursuant to the action plan adopted on 
4 September 2002 at the Johannesburg 
World Summit on sustainable development, 
by 2020 chemicals must be produced and 
used in a way which is not damaging to 
human health and the environment.

Justification

It should be pointed out that the objective of eventually producing and using only chemicals 
which are not harmful to human health and the environment is a commitment to be honoured 
not just by the European Union but by the world as a whole.

It’s important to recall the commitments made at the Johannesburg World Summit.

Amendment 5
Recital 7

(7) An important objective of the new (7) An important objective of the new 
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system to be established by this Regulation 
is to encourage the substitution of
dangerous substances by less dangerous 
substances or technologies where suitable 
alternatives are available. This Regulation 
does not affect the application of Directives 
on worker protection, especially Council 
Directive 90/394/EEC of 28 June 1990 on 
the protection of workers from the risks 
related to exposure to carcinogens at work 
(Sixth individual Directive within the 
meaning of Article 16(1) of Directive 
89/391/EEC) under which employers are 
required to eliminate dangerous substances, 
wherever technically possible, or to 
substitute dangerous substances with less 
dangerous substances.

system to be established by this Regulation 
is to promote that dangerous substances are 
substituted by less dangerous substances or 
technologies where suitable alternatives are 
available. This Regulation does not affect 
the application of Directives on worker 
protection, especially Council 
Directive 90/394/EEC of 28 June 1990 on 
the protection of workers from the risks 
related to exposure to carcinogens at work 
(Sixth individual Directive within the 
meaning of Article 16(1) of Directive 
89/391/EEC) under which employers are 
required to eliminate dangerous substances, 
wherever technically possible, or to 
substitute dangerous substances with less 
dangerous substances. In this context, 
Member States remain fully entitled to 
impose higher standards at national level if 
deemed appropriate.

Justification

The main objective is to replace dangerous substances with other, less dangerous, ones where 
they are available. This is an important consequence of Article 137 of the EC Treaty (legal 
basis for legislation on worker protection) and it should be mentioned.

Amendment 6
Recital 8 a (new)

(8a) Producers, importers and downstream 
users of a substance in its basic form or as 
a component of a preparation or of an 
article are required to manufacture, import 
or use that substance (or place it on the 
market) in such a way as to ensure that, 
under reasonably foreseeable conditions, 
no damage is caused to human health or to 
the environment.

Justification

This amendment introduces the general principle of the duty of care. Since REACH does not 
cover all uses of chemicals, from the point of view of protecting human health and the 
environment it is important that a general duty of care be established as regards the 
production and the use of substances. Such a principle would merely codify the voluntary 
undertakings which the industry is promoting (e.g. the Responsible Care Programme).



PE 357.617v03-00 8/82 AD\574976EN.doc

EN

Amendment 7
Recital 12

(12) The authorisation provisions provide 
for authorisations for the placing on the 
market and use of substances of very high 
concern to be granted by the Commission if
the risks arising from their use are 
adequately controlled or the use can be 
justified for socio-economic reasons

(12) The authorisation provisions provide 
for authorisations for the placing on the 
market and use of substances of very high 
concern to be granted by the Commission 
for a limited period, where no valid 
alternatives exist, where the use of such 
substances can be justified on socio-
economic grounds and where the risks 
arising from their use are adequately 
controlled.

Justification

It is important to stress that authorisation is only a temporary provision.

Amendment 8
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. 
Those enterprises should communicate the 
safe use of their substances and 
preparations based on an assessment of 
risk in a way appropriate to the end user. 
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 will select a substance for production 
and use on the basis of the safest 
substances available.
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Justification

Linked to the reintroduction of the duty of care in Article 1.

Communication to the end user of necessary information and advice to enable them to use 
substances safely and manage their risk safely and effectively is essential. Linked to 
amendments to Recitals 41, 42 and 43.

Amendment 9
Recital 20

(20) Since producers and importers of 
articles should be responsible for their 
articles, it is appropriate to impose a 
registration requirement on substances 
which are intended to be released from 
articles. In the case of substances which are 
likely to be released from articles in 
sufficiently high amounts and in such a way 
as to adversely affect human health or the 
environment, the Agency should be notified 
and should be empowered to request that a 
registration be submitted.

(20) Since producers and importers of 
articles should be responsible for their 
articles, it is appropriate to impose a 
registration requirement on substances 
which are intended to be released from 
articles. In the case of substances which are 
likely to be released from articles in 
sufficiently high amounts and in such a way 
as to adversely affect human health or the 
environment, the relevant authorities 
should be informed and consulted 
immediately and the Agency should be 
notified and should be empowered to request 
that a registration be submitted.

Justification

Regarding the release of substances it is necessary for not only the Agency but also the 
relevant authorities to be informed.

Amendment 10
Recital 20 a (new)

(20 a) This Regulation shall apply to every 
substance, article and preparation imported 
into the European Union.
This Regulation must in no way give rise to 
differences in treatment between 
substances, articles and preparations 
produced in the European Union and 
substances, articles and preparations that 
are produced in third countries but 
imported into the European Union.
The European Commission shall set out 
guidelines for ensuring this rule is applied.
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Justification

The REACH system in the form proposed by the Commission offers European producers scant 
protection against unfair competition from non-European countries. Current EU rules set 
parameters that are far stricter for European producers of chemical substances. Importers of 
articles into the European Union should be subject to the same rules that apply to European 
producers.  This amendment calls for a balanced regulatory framework to be established for 
both European and non-European producers.

Amendment 11
Recital 22

(22) A chemical safety assessment should 
not need to be performed for substances in 
preparations in certain very small 
concentrations which are considered as not 
giving rise to concern. Substances in 
preparations in such low concentrations 
should also be exempt from authorisation. 
These provisions should apply equally to 
preparations that are solid mixtures of 
substances until a specific shape is given to 
such a preparation that transforms it into an 
article.

(22) A chemical safety assessment should 
not need to be performed for substances in 
preparations in certain very small 
concentrations which are considered as not 
giving rise to concern. Substances in 
preparations in such low concentrations 
should also be exempt from authorisation. 
However, producers must include these 
substances among the ingredients listed on 
the packaging, warning consumers of the 
presence of a dangerous substance.  These 
provisions should apply equally to 
preparations that are solid mixtures of 
substances until a specific shape is given to 
such a preparation that transforms it into an 
article.

Justification

It is essential for consumers to be fully informed of the composition of preparations available 
on the market so as to assume their own responsibilities regarding their use.

Amendment 12
Recital 24

(24) Requirements for generation of 
information on substances should be tiered 
according to the volume of manufacture or 
importation of a substance, because these 
provide an indication of the potential for 
exposure of man and the environment to the 
substances, and should be described in 
detail.

(24) Requirements for generation of 
information on substances should be tiered 
according to the volume of manufacture or 
importation of a substance, because these 
provide an indication of the potential for 
exposure of man and the environment to the 
substances, and should be described in 
detail. In addition to the quantitative 
registration requirements, qualitative 
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criteria should be taken into account, 
including for example the dangerousness 
of a substance, its intended use, and the 
degree of actual human and environmental 
exposure to it. 

Justification

The Commission should be allowed to add qualitative criteria to the substance registration 
prioritisation categories.

Amendment 13
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

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 containing chemicals. Linked to 
amendments to Recitals 16, 42 and 43.

Amendment 14
Recital 41 a (new)

(41a) Risk communication is a vital part of 
the process of informing and advising 
people about how they can manage 
potential risks and so use a substance or 
preparation safely and effectively. Risk 
communication requires an understanding 
by the manufacturer of the information 
needs of users, and the subsequent 
provision of that information, advice and 
help to support the safe use of the 
substance or preparation by the end user. 
The development of a relevant risk-based 
communication system, including the 
provision of complementary information 
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using, for example, websites and 
educational campaigns, should be pursued 
to fulfil consumers' right to know about the 
substances and preparations they use. This 
will further enhance the safe use of, and 
confidence in, substances and preparations. 
Such a system will be valuable to consumer 
organisations in setting a framework that 
will address the true concerns of consumers 
through REACH, and to industry in 
building consumer confidence in the use of 
substances and preparations containing 
chemicals.

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 
containing chemicals.

Amendment 15
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 amendments to Recitals 16, 41 and 43.

Amendment 16
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 

(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 
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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.

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 and provide 
information on their safe use along the 
supply chain up to the ultimate user - the 
consumer.

Justification

Linked to the amendment to Recitals 16, 41 and 42.

Amendment 17
Recital 49

(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 Member State 
competent authorities. Member States 
should be made to plan and provide 
resources to this end, through the 
establishment of rolling plans developed on 
the basis of a list of priority substances for 
the evaluation laid down by the Agency. 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.

Justification

Clarification: the Agency is to determine the priority list of substances.

Amendment 18
Recital 52
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(52) To ensure a sufficiently high level of 
protection for human health and the 
environment, substances with properties of 
very high concern should be treated in a 
precautionary manner which requires 
enterprises using them to demonstrate to the 
granting authority that the risks are 
adequately controlled. If this is not the case, 
uses may still be authorised if enterprises 
show that the benefits to society from the 
use of the substance outweigh the risks 
connected with its use and there are no 
suitable alternative substances or 
technologies. The granting authority should 
then verify that these requirements are met 
through an authorisation procedure on the 
basis of applications by enterprises. Since 
authorisations should ensure a high level of 
protection throughout the internal market, it 
is appropriate that the Commission should 
be the granting authority.

(52) To ensure a sufficiently high level of 
protection for human health and the 
environment, substances with properties of 
very high concern should be treated in a 
precautionary manner which requires 
enterprises using them to demonstrate to the 
granting authority that the risks are 
adequatly controlled and that there are no 
suitable alternative substances or 
technologies available and that the benefits 
to society from the use of the substance 
outweigh the risks connected with its use. 
The granting authority should then verify 
that these requirements are met through an 
authorisation procedure on the basis of 
applications by enterprises. Since 
authorisations should ensure a high level of 
protection throughout the internal market, it 
is appropriate that the Commission should 
be the granting authority.

Amendment 19
Recital 55

(55) The Agency should provide advice on 
the prioritisation of substances to be made 
subject to the authorisation procedure, to 
ensure that decisions reflect the needs of 
society as well as scientific knowledge and 
developments.

(55) The Agency, acting on its own 
authority, should determine the 
prioritisation of substances to be made 
subject to the authorisation procedure, to 
ensure that decisions reflect the needs of 
society as well as scientific knowledge and 
developments.

Justification

Clarification: the Agency should lay down the list of priorities.

Amendment 20
Recital 69

(69) The Agency should be central to 
ensuring that the chemicals law and the 
decision-making processes and scientific 
basis underlying it have credibility with all 
stakeholders and the public. The confidence 
in the Agency of the Community 

(69) The Agency should be central to 
ensuring that chemicals legislation and the 
decision-making processes and scientific 
basis underlying it have credibility with all 
stakeholders and the public, so that the 
general public and all interested parties can 
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institutions, the Member States, the general 
public and interested parties is therefore 
essential. For this reason, it is vital to ensure 
its independence, high scientific, technical 
and regulatory capacities, transparency and 
efficiency.

have confidence in the safety of the 
chemical substances and preparations that 
they use. It should also be central to 
coordinating communication on REACH 
and its implementation, and on risk. The 
confidence in the Agency of the Community 
institutions, the Member States, the general 
public and interested parties is therefore 
essential. For this reason, it is vital to ensure 
its independence, high scientific, technical 
and regulatory capacities, communication 
expertise, transparency and efficiency.

Justification

Linked to amendments to Recitals 41a (new) and 70 and Article 73(2)(i) a (new).

Amendment 21
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.

Justification

Linked to amendments to Recitals 41 a (new) and 69 and Article 73(2)(i) a (new).

Amendment 22
Recital 79

(79) A Board of Appeal should be set up 
within the Agency to guarantee legal rights 
of appeal for the operators affected by 
decisions taken by the Agency. 

(79) A Board of Appeal should be set up 
within the Agency to guarantee rights of 
appeal for all those having a legal interest
affected by decisions taken by the Agency.

Justification

The term 'all those having a legal interest' is wider than 'operators'. 
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Amendment 23
Recital 89

(89) Resources should be focused on 
substances of the highest concern. A
substance should therefore be added to 
Annex I of Directive 67/548/EEC only if it 
meets the criteria for classification as 
carcinogenic, mutagenic or toxic for 
reproduction categories 1, 2 or 3, or as a 
respiratory sensitiser. Provision should be 
made to enable competent authorities to 
submit proposals to the Agency. The 
Agency should give its opinion on the
proposal while parties concerned should 
have an opportunity to comment. The 
Commission should take a decision 
subsequently.

(89) In order to give Member States the 
opportunity to submit proposals for a 
harmonised classification of a substance in 
Annex I of Directive 67/548/EEC or in 
Annex I of Directive 1999/45/EC, they 
should prepare a dossier in conformity with 
detailed requirements. The dossier should
set out the justification for Community-
wide action. The Agency should give its 
opinion on the proposal while parties 
concerned should have an opportunity to 
comment. The Commission should take a 
decision subsequently.

Justification

Restricting harmonised classification to CMR substances and to respiratory sensitisers is far 
too limited. There are many more highly relevant impacts on human health and the 
environment. Classification has proven to be very controversial, too controversial to be left to 
industry alone. Harmonised classification allows for solving conflicts without recourse to 
courts, and therefore saves resources.

Amendment 24
Recital 91 a (new)

(91a) The Commission will consider the 
possibility of submitting a proposal with a 
view to creating a European mark designed 
to identify and promote articles which, at 
each stage of the production process, have 
been produced in compliance with the 
requirements stemming from this 
Regulation.

Justification

Self-explanatory.

Amendment 25
Recital 93

(93) In order for the system established by (93) In order for the system established by 
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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. 

this Regulation to operate effectively, there 
must be good co-operation and co-ordination 
between the authorities of the Member 
States, the Agency and the Commission 
regarding enforcement.

Justification

Close cooperation between the Agency, the Commission and the Member State authorities is 
necessary for effective enforcement.

Amendment 26
Recital 100

(100) It is appropriate for the provisions of 
this Regulation to enter into force in a 
staggered way to smooth the transition to the 
new system; moreover, a gradual entry into 
force of the provisions should allow all 
parties involved, authorities, enterprises as 
well as stakeholders, to focus resources in
the preparation for new duties at the right 
times.

(100) It is appropriate for the provisions of 
this Regulation to enter into force in a 
staggered way to smooth the transition to the 
new system; moreover, a gradual entry into 
force of the provisions should allow all 
parties involved, authorities, enterprises as 
well as stakeholders, to focus resources on
the preparation for new duties at the right 
time, including through the conclusion of 
voluntary Commission-coordinated 
agreements between industry and other 
interested parties.

Amendment 27
Recital 101 A (new)

(101a) This Regulation applies without 
prejudice to Directive 98/24/EC1, which 
remains the principal legal instrument for 
protecting the health and safety of workers 
from hazards posed by chemical agents at 
work. Member States and management and 
labour should be called upon to ensure that 
Directive 98/24/EC is implemented and 
monitored more effectively.
________________________

1OJ L 131, 5.5.1998, p. 11.
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Amendment 28
Article 1, paragraph 2

2. The purpose of this Regulation is to 
ensure the free circulation of such 
substances on the internal market.

2. The purpose of this Regulation is to 
ensure the free circulation of such 
substances on the internal market in 
accordance with the duty of care.

Justification

Linked to the reintroduction of the duty of care in Article 1.

Amendment 29
Article 1 a (new)

Article 1a
Duty of care

1. Any manufacturer, importer or 
downstream user performing or intending 
to perform operations involving a 
substance, a preparation or an article 
containing such a substance or 
preparation, including the manufacturing, 
importation and application thereof, who 
knows or could reasonably have foreseen 
that these operations could adversely affect 
human health or the environment, shall 
take all measures that may reasonably be 
required of him to prevent, limit or remedy 
such effects.
2. Any manufacturer, importer or 
downstream user that provides a substance 
or preparation or an article containing 
such a substance or preparation to a 
manufacturer, importer or downstream 
user shall, to the extent that this may 
reasonably be required, ensure adequate 
communication and information exchange, 
including where appropriate technical 
assistance, that are reasonably necessary to 
prevent, limit or remedy adverse effects on 
human health or the environment.

Justification

A general principle of duty of care defining the responsibility of industry is needed for the 
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safe handling and use of all chemicals. It is intended to be applicable to all substances 
(irrespective of production volume), implying that industry is expected not just to meet the 
specific obligations under REACH but also to fulfil the basic social, economic and 
environmental responsibilities of entrepreneurship.

Amendment 30
Article 1 b (new)

Article 1b
Record-keeping

1. All manufacturers, importers or 
downstream users shall use the information 
which they have at their disposal or which 
they can reasonably be expected to have at 
their disposal to comply with Article 1a. In 
this regard the information exchange and 
communication referred to in Article 1a(2) 
shall in any case include the following 
data:
(a) data reasonably needed to permit 
compliance with the obligations pursuant 
to this Regulation;
(b) a description of the measures which are 
deemed necessary as a minimum to prevent 
or limit adverse effects on human health 
and the environment regarding reasonably 
foreseeable operations involving a 
substance, a preparation or an article 
containing a substance or preparation.
2. All manufacturers, importers or 
downstream users shall keep an up-to-date 
record containing the information referred 
to in paragraph 1, including trade names of 
substances, preparations or articles 
containing such substances or 
preparations, chemical identities of 
substances, compositions of preparations, 
where applicable chemical safety reports 
and all other information needed for 
compliance with the obligations pursuant 
to this Regulation.
3. All manufacturers, importers or 
downstream users shall, at the request of 
the competent authorities of the Member 
State in which they are located, give those 
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authorities access to the records referred to 
in paragraph 2 of this article.

Justification

Proper record-keeping at company level is a basic requirement for enforcement purposes and 
verification of compliance with the REACH Regulation. This provision doesn't involve any 
additional cost for industry.

Amendment 31
Article 3, paragraph 29 a (new)

29a. Small- and Medium-Sized Enterprises 
means such enterprises as defined in 
Recommendation 2003/361/EC of 6 May 
2003.

Justification

In the interests of a correct application of the rules, a definition of Small- and Medium-Sized 
Enterprises needs to be included since they are particularly vulnerable participants in the 
procedure. This amendment is linked to the other amendments to the Articles under Title I: 
General Issues. 

Amendment 32
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.

The fee should be commensurate with the 
type of registration dossier concerned.

Justification

To make matters easier for SMEs, the registration fee set by the agency should be 
commensurate with the information supplied for the purpose of registering the substance. 
This amendment is linked to the other amendments tabled to the articles set out in Title II: 
Registration of substances.

Amendment 33
Article 5, paragraph 4 a (new)
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4a. All submissions for registration shall be 
independently audited prior to their 
submission to the Agency, and the audit 
report shall be submitted to the Agency 
with the submission for registration. This 
audit shall ensure that the registration is 
complete and of good quality. The audit 
shall be carried out by an organisation 
independent of the registrant, though the 
cost shall be met by the registrant. The 
Agency shall formulate guidance on such 
quality audits.

Justification

There is currently no mandatory evaluation of the quality and content of the registration 
dossiers, as the Agency will only check for completeness (Article 18(2)). Given that a recent 
evaluation by competent authorities in Member States found that only 31% of safety data 
sheets were fully accurate, we consider it vital that an independent audit be required prior to 
submission of the documents, in order to ensure the accuracy of registration dossiers.

Amendment 34
Article 6, paragraph 1, point a

(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 quantity of the substance exceeds 
1 tonne per producer or importer per year;

Justification

In the version set out in the Commission proposal, Article 6 offers the EU processing industry 
scant protection against unfair competition from outside the EU. Since an equivalent, 
imported product is required to meet less stringent conditions, it will be cheaper; moreover, it 
may be manufactured using a broader range of raw materials.

The amendment establishes a fair trading environment for undertakings inside and outside the 
EU and guarantees the highest possible degree of human health and environmental 
protection.

Amendment 35
Article 6a, paragraph 1

1. A natural or legal person established 
outside the Community who manufactures a 
substance imported into the Community on 
its own, in preparations or in articles may by 

1. A natural or legal person established 
outside the Community who manufactures a 
substance imported into the Community on 
its own, in preparations or in articles may by 
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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.

mutual agreement appoint a natural or legal 
person established in the Community to 
fulfil, as his representative, the obligations 
on importers under this Title.

Justification

Clarification.

Amendment 36
Article 7, paragraph 1

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. .

1. Articles 5 and 19 shall not apply 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 is limited 
to the purpose of product- and process-
orientated research and development.

Justification

Substances not intended for use in product- and process-orientated research and development 
should not be subject to any time limit.

Amendment 37
Article 7, paragraph 2, subparagraph 2

The period set out in paragraph 1 shall 
begin on receipt of the notification at the 
Agency.

deleted

Justification

The deletion is necessary because the reference to the five-year period has been removed 
from paragraph 1.

Amendment 38
Article 7, paragraph 7
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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.

deleted

Justification

The deletion is necessary because the reference to the five-year period has been removed 
from paragraph 1.

Amendment 39
Article 7, paragraph 8, subparagraph 2

When taking decisions as provided for in 
paragraphs 4 and 7, the Agency shall take 
into account any comments made by such
competent authorities.

When taking decisions as provided for in 
paragraph 4, the Agency shall take into 
account any comments made by the
competent authorities of every Member 
State where manufacturing, importation, or 
product- and process-orientated research 
and development takes place.

Justification

Clarification.

Amendment 40
Article 9, paragraph -1 (new)

When submitting the information specified 
in points (a) and (b) for registration 
purposes, a registrant may ask, in order to 
protect business and trade secrets, for the 
documents to be treated as special 
confidential information. The registrant 
shall provide justification to the Agency for 
every request to that effect.

Justification

Application of the existing legislation (Regulation (EEC) No 793/93 and 
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Directive 92/32/EEC) requiring industry to preserve confidentiality.

Amendment 41
Article 9, point a, subpoint (vi)

(vi)  summaries of the information derived
from the application of Annexes V to IX;

(vi) summaries of the information derived 
from the application of Annex V, 
information on acute toxicity and 
biodegradability for the purposes of 
Annex VI, and summaries of other 
available relevant information that the 
registrant considers necessary for risk 
assessment; additional information and 
tests, especially in cases requiring animal 
experiments, shall be provided only where 
necessary in the light of actual exposure;

Justification

The information specified in Annex V and information on acute toxicity and biodegradability 
for the purposes of Annex VI should initially be considered sufficient for risk assessment. 
Other data should not be compiled unless these are necessary, in the light of use and 
exposure, to establish the degree of risk and, where applicable, determine what additional 
measures might be needed in order to minimise the risks. This would make for substantial cost 
savings. The Commission should draw up the necessary guideline, for example in the REACH 
implementation projects, as to how test requirements could be linked to exposure (e.g. 
exposure categories).

Amendment 42
Article 9, point a, subpoint (x)

(x) a declaration as to whether he agrees 
that his summaries and robust study 
summaries of the information derived from 
the application of Annexes V to VIII with 
regard to tests not involving vertebrate 
animals may be shared against payment 
with subsequent registrants;

deleted 

Justification

The purpose of deleting point (x) of Article 9(a) is to do away with the option enjoyed by the 
holders of the rights to study findings of granting or not granting access to test data 
concerning invertebrate animals. The deletion of this provision is fundamental to the 
introduction of the principle of compulsory access to all data, against fair and proportional 
payment (although no agreement has yet been concluded on precisely what payment a person 
seeking access to data must make to the rightsholder). This issue is of paramount importance 
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for SMUs in particular, since it will substantially reduce the costs they incur in connection 
with REACH measures. This amendment is linked to the other amendments tabled to the 
articles in Title II: Registration of substances.

Amendment 43
Article 9, point a, subpoint (x a) (new)

(xa) a written declaration to the effect that 
the registrant has access to all the original 
study reports forming the basis of the 
summaries or robust study summaries 
submitted; where the Agency so requests, 
the registrant shall furnish proof that he 
owns those studies or has lawful access to 
them;

Justification

The amendment serves to protect property rights where test data are concerned. 

Amendment 44
Article 10, paragraph 1, first subparagraph

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 a 
consortium for the purposes of registration. 

Data sharing shall be compulsory in 
respect of both data from tests conducted 
on vertebrate animals and all tests required 
for registration purposes.
The formation of public consortia and 
mixed public/private consortia shall also be 
fostered with a view to ensuring access by 
SMEs and SME associations.
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Justification

This amendment stems from the need to simplify the registration process, above all so as to 
reduce and rationalise the costs borne by SMEs, and seeks to ensure access to consortia by 
SMEs and SME associations, not least with a view to preventing any abuse of dominant 
positions. It is linked to the other amendments tabled to the articles in Title II: Registration of 
substances.

Amendment 45
Article 10, paragraph 2

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

2. Each registrant who is a participant in a 
consortium shall pay an equal share of the 
fee for registration.

Justification

Limiting the reduction of fees only to one-third reduces the incentive for the formation of 
consortia to two-party consortia. Only a consortium consisting of two members will benefit 
from the formation. Sharing the fees equally, though, makes it attractive for bigger consortia, 
too.

Linked to amendments to Articles 17(2), 25(5) and 25(6).

Amendment 46
Article 11, paragraph 1

1. The technical dossier referred to in 
Article 9(a) shall include under points (vi), 
(vii) and (viii) of that provision as a 
minimum the following:

deleted

(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;

(b) the information specified in Annexes V 
and VI for substances manufactured or 
imported in quantities of 10 tonnes or more 
per year per manufacturer or importer;

(c) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
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Annex VII for substances manufactured or 
imported in quantities of 100 tonnes or 
more per year per manufacturer or 
importer;

(d) the information specified in Annexes V 
and VI and testing proposals for the 
provision of the information specified in 
Annexes VII and VIII for substances 
manufactured or imported in quantities of 
1 000 tonnes or more per year per 
manufacturer or importer.

Justification

Quantity-based information requirements are superfluous because the requirements have to 
be related to exposure.

Amendment 47
Article 11, paragraph 2

2. As soon as the quantity of a substance 
that has already been registered reaches the 
next tonnage threshold the appropriate 
additional information required under 
paragraph 1, as well as any updates of the 
other elements of the registration in the 
light of this additional information, shall be 
submitted to the Agency.

deleted

Justification

Quantity-based information requirements are superfluous because the requirements have to 
be related to exposure.

Amendment 48
Article 12, paragraph 4, first subparagraph

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) 

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 submits a letter of 
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allowing the use of the studies. access from the previous registrant(s).

Justification

Access must be guaranteed to data on tests not carried out on animals, as is already provided 
for in connection with tests carried out on animals. This amendment is linked to the other 
amendments tabled to the articles in Title II: Registration of substances. 

Amendment 49
Article 13, paragraph 1, first subparagraph

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 Council 
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 1 tonne or more per year.

Justification

The obligation to make a CSA and to include a CSR in the registration dossier should apply 
also to low-volume substances (1-10 tonnes per year per manufacturer/importer). If not, two-
thirds of the 30 000 substances covered by REACH will be registered without a chemical 
safety assessment. As a consequence, information will not be at hand for establishing risk 
reduction measures that may be needed to control risks from these substances. This is 
particularly important for substances classified as dangerous or as PBT or vPvB, since their 
safety data sheets will be complemented by relevant information about ways of controlling 
human and environmental exposure for all identified uses.

Furthermore, the economic consequences of requiring a CSR for low-volume substances, too, 
can be estimated as being rather moderate, and would only be a small fraction of the costs 
applying to a high-volume substance (see F. Ackerman: 'The true costs of REACH').

Thus, the CSA/CPR obligation for the range of 1-10 tonnes per annum is certainly a cost-
effective measure with regard to the potential great gain in health benefits for consumers and 
workers exposed to dangerous substances.

Finally, it will avoid contradiction and increase the synergies between REACH and the 
worker protection legislation, since Directive 98/24/EC applies to all chemical agents present 
in the workplace, regardless of the volume used.

Amendment 50
Article 13, paragraph 5, point (a)

(a) in food contact materials within the deleted
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scope of Council Directive 89/109/EEC

Justification

The chemical safety report forms part of the registration dossier and is therefore not required 
for substances that are outside the regulation's scope. Substances already covered by suitably 
integrated specific provisions should remain outside the scope of REACH. This amendment is 
linked to the other amendments tabled to the articles in Title II: Registration of substances.

Amendment 51
Article 15, paragraph 2, introductory part

2. A registration for an on-site isolated 
intermediate shall include all the following 
information, in the format specified by the 
Agency in accordance with Article 108, to 
the extent that the manufacturer is able to 
submit it without any additional testing:

2. A registration for an on-site isolated 
intermediate shall include all the following 
information, in the format specified by the 
Agency in accordance with Article 108:

Justification

REACH provides for only minimal information on intermediates. However, intermediates are 
often very reactive, and they may possess various dangerous properties. Intermediates are of 
particular concern for workers' health. It is not enough just to submit the information that is 
already available. Information should be sufficient to classify the intermediate to allow more 
reliable occupational health monitoring, adequate collective and individual protection 
measures and identification of candidate substances for substitution.

Amendment 52
Article 15, paragraph 2 a (new)

2a. A registration for an on-site isolated 
intermediate in quantities of more than 
100 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.

Justification

REACH provides for only minimal information on intermediates. However, intermediates are 
often very reactive, and they may possess various dangerous properties. Intermediates are of 
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particular concern for worker's health. It is not enough just to submit the information that is 
already available. On-site isolated intermediates in quantities of more than 100 tonnes should 
fulfil the same requirements as normal substances between 1 and 10 tonnes.

Amendment 53
Article 16, paragraph 4, point e

(e) transport operations are in compliance 
with the requirements of Directive 
94/55/EC;

(e) transport operations are in compliance 
with the requirements of Directive 94/55/EC 
and of appropriate rules for the carriage of 
dangerous goods by air and sea, fulfilling 
the provisions of the Rotterdam Convention 
concerning the transport of dangerous 
chemical products;

Justification

Directive 94/55/EC only covers carriage by rail and road. The European Union is fully 
engaged in the implementation of the Rotterdam Convention.

Amendment 54
Article 17, paragraph 2

2. Each registrant who is a participant of a 
consortium shall pay only one third of the 
fee.

2. Each registrant who is a participant in a 
consortium shall pay an equal share of the 
fee.

Justification

Limiting the reduction of fees only to one-third reduces the incentive for the formation of 
consortia to two-party consortia. Only a consortium consisting of two members will benefit 
from the formation. Sharing the fees equally, though, makes it attractive for bigger consortia, 
too.

Linked to amendments to Articles 10(2), 25(5) and 25(6).

Amendment 55
Article 20 a (new)

Article 20a
1. Where substances are manufactured or 
imported in quantities between 10 and 
1 000 tonnes, registrants shall supply the 
following information within five years of 
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entry into force of this Regulation:
− physico-chemical properties as specified 

in Annex V,
− biodegradability,
− acute aquatic toxicity (one species),
− acute toxicity – one form of 

administration (oral, cutaneous, 
inhalation),

− skin irritation, 
− eye irritation, 
− skin sensitisation, 
− mutagenicity (Ames test), 
− classification and labelling,
− general exposure and use information 

broken down by simple categories;
the Agency shall provide the necessary 
software tool on its website.
2. Within five years of entry into force of 
this Regulation registrants shall establish 
an order of ranking for substances 
manufactured or imported in quantities 
between 1 and 100 tonnes, taking into 
account production and import volumes, 
exposure, and inherent properties. The 
Agency shall provide guidelines and 
software with which to determine the order 
of ranking.
Registrants shall submit findings obtained 
when determining the order of ranking and 
all available information  deemed 
significant in that connection. The Agency 
shall provide the necessary software tool on 
its website.
3. Registrants who fail to submit the 
information specified in paragraphs 1 and 
2 may not invoke Article 21.
The Agency shall update the public list in 
accordance with Article 26(2)(b) within one 
month and announce the earliest 
registration deadlines for the remaining 
substances.
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Justification

The insertion of the new Article 20a would mean that, in addition to the substance register 
compiled in accordance with Article 26, core information, to be used for prioritisation for 
registration purposes, would be produced five years after the regulation had entered into 
force. The necessary guidelines and software tools should be devised by the Commission and 
made available for use by the Agency.

Amendment 56
Article 21, paragraph 1, introductory part

1. Article 19 shall not apply to the following 
substances for a period of 3 years after the 
entry into force of this Regulation:

1. Article 19 shall not apply to the following 
substances for a period of 5 years after the 
entry into force of this Regulation:

Justification

Changes the order of registration of substances, taking into account production or import 
volume on the one hand and risk on the other.

Amendment 57
Article 21, paragraph 2

2. Article 19 shall not apply for a period of 
6 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 100 tonnes 
or more per year per manufacturer or per
importer, at least once following the entry 
into force of this Regulation.

2. Article 19 shall not apply for a period of 
7 years after entry into force of this 
Regulation to phase-in substances 
manufactured in the Community or 
imported, in quantities reaching 100 tonnes 
or more per year per manufacturer or per 
importer, at least once following the entry 
into force of this Regulation. Article 19 shall 
likewise not apply to phase-in substances 
for which an order of ranking has been 
established in accordance with Article 20.

Justification

Changes the order of registration of substances, taking into account production or import 
volume on the one hand and risk on the other.

Amendment 58
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Article 21, paragraph 2 a (new)

2a. For a period of nine years after this 
Regulation has entered into force, 
Article 19 shall not apply to phase-in 
substances manufactured in, or imported 
into, the Community at least once following 
entry into force of this Regulation in a 
quantity not less than 10 tonnes a year per 
manufacturer or importer.

Justification

Changes the order of registration of substances, taking into account production or import 
volume on the one hand and risk on the other.

Amendment 59
Article 22, paragraph 1

1. A notification submitted in accordance 
with Directive 67/548/EEC shall be regarded 
as a registration for the purposes of this Title 
and the Agency shall assign a registration 
number within one year of entry into force 
of this Regulation.

1. A notification submitted in accordance 
with Directive 67/548/EEC or a completed 
assessment of an existing substance 
pursuant to Regulation (EEC) No 793/93
shall be regarded as a registration for the 
purposes of this Title and the Agency shall 
assign a registration number within one year 
of entry into force of this Regulation.

Justification

Some existing substances have now been completely assessed under the relevant EU 
programme. The assessment requirements in the programme for existing substances are very 
largely in line with the requirements applying to registration of new substances. 
Consequently, existing substances completely assessed as such should be deemed to have 
been registered in the same way as new substances notified under Directive 67/548/EEC.

Amendment 60
Article 23, paragraph 1 a (new)

1a. The Agency should  be involved in 
drawing up guidelines on data sharing in 
accordance with the 'One substance, One 
registration' proposal.

Amendment 61
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. It is also 
necessary to take measures prohibiting 
animal testing where alternative methods of 
research exist and limiting unnecessary 
duplication of other tests.

Justification

The wording of the proposal to the effect that the use of animals should wherever possible be 
prohibited is extremely vague making compliance dependent on the goodwill of the producer 
or, worse still, on market dictates. The treatment of animals, however, cannot be conditioned 
by the harsh and implacable rules of a fluctuating market.

Amendment 62
Article 23, paragraph 2

2. The sharing and joint submission of 
information in accordance with this 
Regulation shall concern technical data and 
in particular information related to the 
intrinsic properties of substances. 
Registrants shall refrain from exchanging 
information concerning their market 
behaviour, in particular as regards 
production capacities, production or sales 
volumes, import volumes or market shares.

2. The sharing and joint submission of 
information in accordance with this 
Regulation shall concern technical data and 
in particular information related to the 
intrinsic properties of substances. 
Registrants shall refrain from exchanging 
information concerning their market 
behaviour, in particular as regards 
production capacities, production or sales 
volumes, import volumes or market shares. 
The Commission shall issue guidelines for 
the observance of rules on competition 
when data are to be shared.

Amendment 63
Article 23, paragraph 3

3. Any summaries or robust study 
summaries of studies submitted in the 
framework of a registration at least 10 years
previously may be made freely available by 

3. Data shall be shared in return for a 
financial consideration. In exceptional 
cases, summaries or robust study summaries 
of studies including tests on vertebrate 
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the Agency to any other registrants or 
potential registrants.

animals submitted in the framework of a 
registration at least 15 years previously may 
be made freely available by the Agency to 
any other registrants or potential registrants 
in accordance with Article 25 relating to 
non-phase-in substances and Article 28 
relating to phase-in substances.

Justification

For reasons to do with proprietary rights, a financial consideration must always be paid 
when data have to be shared under legislative provisions.

Amendment 64
Article 23, paragraph 4

With regard to tests not involving vertebrate 
animals, this Title shall apply to potential 
registrants only if previous registrants have 
made an affirmative declaration for the 
purposes of point (x) of Article 9(a).

deletion

Justification

The deletion of paragraph 4 is closely related to and consequent upon the deletion of Article 
9(a)(x). The aim is to include the principle of compulsory sharing of all test data (including 
on non-vertebrates) in the objectives and general rules. This point is extremely important, 
especially for SMEs which will thus be able to significantly reduce the costs of measures 
required by REACH. 

Amendment 65
Article 24, paragraph 5, first subparagraph

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 15 years earlier, the 
Agency shall first inform the previous
registrant, in order to ascertain whether he 
wishes to be named. If he consents to being 
named, 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, submitted by them 
involving experiments that have been 
carried out already.
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Justification

The previous registrant is entitled to have his name treated confidentially. There are no 
grounds for laying down a time limit. Financial compensation should always be paid for the 
joint use of data which is prescribed by law.

The amendment is closely related to and consequent upon the amendment to Article 9(a)(x).
Its purpose is to remove the optional nature of submission of test data on non-vertebrates by 
removing this provision. Compulsory access to data is of vital importance to SMEs. 

Amendment 66
Article 24, paragraph 5, third subparagraph

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).

deleted 

Justification

The amendment is closely related to and consequent upon the amendment to Article 9(a)(x). 
Its purpose is to remove the optional nature of submission of test data on non-vertebrates by 
removing this provision. Compulsory access to data is of vital importance to SMEs. 

Amendment 67
Article 25, paragraph 1

1. In the case of substances previously 
registered less than 10 years earlier as 
referred to in Article 24(5), the potential 
registrant shall ask the previous registrant(s) 
for the information involving tests on 
vertebrate animals he requires in order to 
register. He may ask the registrants for any 
information on tests not involving vertebrate 
animals for which the previous registrants 
have made an affirmative declaration for 
the purposes of point (x) of Article 9(a).

1. In the case of substances previously 
registered less than 15 years earlier as 
referred to in Article 24(5), the potential 
registrant shall ask the previous registrant(s) 
for the information involving tests carried 
out previously which he requires in order to 
register. He may also ask the registrants for 
any information on tests not involving 
vertebrate animals .

Justification

This amendment is closely related to and consequent upon the amendments to Article 9(a)(x) 
and 24(5). Its aim is to remove the optional aspect of the submission of test data on non-
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vertebrates by removing this provision.  Compulsory access to data is of vital importance to 
SMEs. 

Studies involving vertebrate animals are hugely expensive. Proprietary rights in respect of 
test data should therefore be extended to 15 years, in line with other rules laid down 
elsewhere, for instance in Directive 98/8/EC on biocidal products.

Amendment 68
Article 25, paragraph 3, first subparagraph

3. If an agreement on the sharing of studies 
has been reached, the previous registrant(s) 
shall grant a letter of access to the potential 
registrant for the studies concerned within 
two weeks of receipt of payment.

3. If an agreement on the sharing of studies 
as referred to in the first and second 
sentences of paragraph 1 has been reached, 
the previous registrant(s) shall grant a letter 
of access to the potential registrant for the 
studies concerned within two weeks of 
receipt of payment.

Justification

This amendment is closely related to and consequent upon the amendments to Articles 9(a)(x), 
24(5) and 25(1). Its aim is to remove the optional aspect of the submission of test data on 
non-vertebrates by removing this provision. Compulsory access to data is of vital importance 
to SMEs. 

Amendment 69
Article 25, paragraph 4

4. If there is failure to reach such an 
agreement, the potential registrant may 
inform the Agency and the previous 
registrant(s) thereof at least 1 month after 
receipt, from the Agency, of the name and 
address of the previous registrant(s).

4. If there is failure to reach such an 
agreement, the potential registrant shall 
provide the previous registrant(s) with the 
relevant information and may submit a 
request to the Agency at least 1 month after 
receipt, from the Agency, of the name and 
address of the previous registrant(s) for the 
fair payment due to the previous 
registrant(s) to be determined, pursuant to 
paragraph 6 below.

Justification

In order to speed up and streamline the process of access to data, it is preferable for the 
agency to intervene and thus to ensure a degree of confidentiality of data.

Amendment 70
Article 25, paragraph 5

5. The previous registrant(s) shall have 
1 month from the receipt of the information 

5. The previous registrant(s) shall have 
1 month from the receipt of the information 
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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.

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) an equal share of 
the cost shown by the latter.

Justification

Linked to the amendment to Article 10(2). The new registrant should not pay 50% of the 
testing cost to (the) previous registrant(s), as currently proposed for non-phase-in substances. 
The rules for cost-sharing for non-phase-in substances should be the same as for phase-in 
substances (see Article 28(3)). There is no reason for these two types of substance to have 
different cost-sharing systems.

Linked to the amendments to Articles 10(2), 17(2) and 25(6).

Amendment 71
Article 25, paragraph 6

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 an equal share of 
the cost, which shall be enforceable in the 
national courts.

Justification

Linked to the amendments to Articles 10(2), 17(2) and 25(5).

Amendment 72
Article 26, paragraph 1, point b

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 his representative; 
manufacturers or importers may ask for 
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trade names to be treated as confidential in 
accordance with Article 116;

Justification

Protects business and trade secrets more effectively. The name of a substance and the trade 
name of its manufacturer could affect competition when mentioned together.

Amendment 73
Article 26, paragraph 1, point c

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

c) the envisaged tonnage band;

Justification

Consequence of the amendments to Article 11. Registration is no longer to be based on 
tonnage bands: instead, the Agency is to publish lists of substances dealt with.

Amendment 74
Article 26, paragraph 1, point e

(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) an indication of interest in joining a 
consortium.

Justification

Would make consortia easier to set up, since the appropriate expressions of interest would be 
given at the outset.

Amendment 75
Article 26, paragraph 2, introductory part

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 entry into force of this Regulation:

Justification

Under the amendments to Article 26 standard pre-registration and hence a standard register 
of substances would be introduced after 18 months, thus affording greater certainty as 
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regards planning for manufacturers, processors, users, and authorities.

Amendment 76
Article 26, paragraph 2, point a

(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;

(a) within one month of the end of the pre-
registration stage, the Agency shall publish 
a list of substances notified under 
Article 26, indicating their names and CAS 
numbers and specifying whether one or 
more manufacturers or importers will be 
required to register them within five years;

Justification

Under the amendments to Article 26 standard pre-registration and hence a standard register 
of substances would be introduced after 18 months, thus affording greater certainty as 
regards planning for manufacturers, processors, users, and authorities.

Amendment 77
Article 26, paragraph 2, point b

(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.

(b) in exceptional cases manufacturers or 
importers may notify the Agency of justified 
additions or corrections within six months 
of publication of the list of phase-in 
substances in accordance with paragraph 
2(a). In that event the Agency shall 
republish the list of phase-in substances in 
its final form within one month thereafter.

Justification

Under the amendments to Article 26 standard pre-registration and hence a standard register 
of substances would be introduced after 18 months, thus affording greater certainty as 
regards planning for manufacturers, processors, users, and authorities.

Amendment 78
Article 27, paragraph 2 a (new)

2a. The manufacturer or importer may be a 
natural or legal person represented by its 
seat in Community territory in order to 
participate in SIEF.
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Amendment 79
Article 28, paragraph 1, subparagraph 1

1. Before testing on vertebrate animals is 
carried out in order to meet the information 
requirements for the purposes of registration, 
a SIEF participant shall inquire whether a 
relevant study is available by consulting the 
database referred to in Article 26 and by 
communicating within his SIEF. If a relevant
study is available within the SIEF, a 
participant of that SIEF who would have to 
carry out a test on vertebrate animals shall 
request that study within two months of the 
deadline set in Article 26(2).

1. Before testing on vertebrate animals is 
carried out in order to meet the information 
requirements for the purposes of registration, 
a SIEF participant shall inquire whether a 
relevant study is available by consulting the 
database referred to in Article 26 and by 
communicating within his SIEF. If a relevant
study is available within the SIEF, a 
participant of that SIEF who would have to 
carry out a test on vertebrate animals shall 
request that study within the first two 
months of the relevant registration period 
under Article 21.

Justification

The amendment is aimed at bringing the time limits into line with actual needs. It is linked to 
the other amendments to the articles contained in Title III: Data sharing and avoidance of 
unnecessary testing.

Amendment 80
Article 28, paragraph 1, subparagraph 2

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 three months 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 Agency shall 
establish how the cost is to be shared. The 
owner shall provide the study within two 
weeks of receipt of payment.

Justification

The amendment seeks to bring the time frame into line with actual needs. It is linked to the 
other amendments to the articles contained in Title III: Data sharing and avoidance of 
unnecessary testing.

Amendment 81
Article 28, paragraph 3
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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 2 refuses to provide either proof 
of the cost of that study or the study itself to 
another participant(s), the Agency shall 
intervene to ensure that the data are shared 
and that the payment is fair and 
proportional. The Agency is in charge of 
providing the data cares for proportional 
compensation.

Justification

The amendment seeks to ensure that data can be shared and, in particular, that excessively 
high costs are not imposed on SMEs. It is linked to the other amendments to the articles 
contained in Title III: Data sharing and avoidance of unnecessary testing.

Amendment 82
Article 29, paragraph 1

1. Where a substance or preparation meets 
the criteria for classification as dangerous in 
accordance with Directives 67/548/EEC or 
1999/45/EC, the person responsible for 
placing that substance or preparation on the 
market, whether the manufacturer, importer, 
downstream user or distributor, shall supply 
the recipient, who is a downstream user or 
distributor of the substance or preparation, 
with a safety data sheet compiled in 
accordance with Annex Ia.

1. Where a substance or preparation meets 
the criteria for classification as dangerous in 
accordance with Directives 67/548/EEC or 
1999/45/EC or meets the criteria referred to 
in Article 54 (a-e) or has been identified 
according to Article 54 (f), the person 
responsible for placing that substance or 
preparation on the market, whether the 
manufacturer, importer, downstream user or 
distributor, shall supply the recipient, who is 
a downstream user or distributor of the 
substance or preparation, with a safety data 
sheet compiled in accordance with Annex Ia. 

Justification

With the help of Safety Data Sheets information about a substance shall be passed on in the 
supply chain according to the requirements of REACH. The scope of substances that require 
a safety data sheet needs to be expanded to include substances of very high concern that are 
mentioned in Article 54 on authorisation.
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Amendment 83
Article 29, paragraph 3

3. Where a preparation does not meet the 
criteria for classification as dangerous in 
accordance with Articles 5, 6 and 7 of 
Directive 1999/45/EC, but contains in an 
individual concentration of ≥ 1 % by weight 
for non-gaseous preparations and ≥ 0.2 % by 
volume for gaseous preparations at least one 
substance posing health or environmental 
hazards, or one substance for which there are 
Community workplace exposure limits, the 
person who is responsible for placing that 
preparation on the market, whether the 
manufacturer, importer, downstream user or 
distributor, shall supply, at the request of a 
downstream user, a safety data sheet 
compiled in accordance with Annex Ia.4.

3. Where a preparation does not meet the 
criteria for classification as dangerous in 
accordance with Articles 5, 6 and 7 of 
Directive 1999/45/EC, but contains in an 
individual concentration of ≥ 1 % by weight 
for non-gaseous preparations and ≥ 0.2 % by 
volume for gaseous preparations at least one 
substance posing health or environmental 
hazards, or one substance for which there are 
Community workplace exposure limits, the 
person who is responsible for placing that 
preparation on the market, whether the 
manufacturer, importer, downstream user or 
distributor, shall supply the downstream 
user with a safety data sheet compiled in 
accordance with Annex Ia.4.3.

Justification

In order for health protection at the work place to function properly, it is also important for 
information to be provided to employees – and subsequently to workers – on preparations 
which contain dangerous substances but are not classifiable as dangerous themselves. In 
many cases the safety data sheet is the only source of information that a preparation contains 
substances posing the hazards referred to. Provision should therefore be made for safety data 
sheets on such preparations to be supplied as a matter of course, and not only when requested 
by the downstream user. 

Amendment 84
Article 29, paragraph 5

5. The safety data sheet shall be supplied, if 
a downstream user so requests, in the 
official languages of the Member States in 
which the substance or preparation is placed 
on the market.

5. The safety data sheet shall be supplied in 
the official languages of the Member States 
in which the substance or preparation is 
placed on the market.

Justification

In order to guarantee uniform and efficient supply of information to downstream users, the 
safety data sheet should be supplied in the official language(s) as a matter of course, not only 
when the downstream user requests it. 
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Amendment 85
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 except where a safety data sheet 
complying with these provisions has 
already been prepared before the entry into 
force of this regulation. Suppliers shall 
update it without delay on the following 
occasions: 

Justification

It would be an unnecessary expense if safety data sheets had to be sent out again, in spite of 
the fact that  the customers already had them, just because the Regulation had entered into 
force. 

Amendment 86
Article 30, paragraph 1, point a

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

deleted

Justification

Point (a) should be deleted because the registration numbers of unclassified substances 
should not have to appear on safety data sheets when there is apparently no such requirement 
applying to classified substances. The information involved may, moreover, be sensitive trade 
data, for example the exact formula of a preparation.

Amendment 87
Article 30, paragraph 2, subparagraph 1

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:

Information shall be communicated in 
writing 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 this 
information and communicate it down the 
supply chain without delay on the following 
occasions:
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Amendment 88
Article 30 a (new)

Article 30a
Duty to communicate information down the 
supply chain for substances and 
preparations in articles 
Information shall be communicated down 
the supply chain by all actors to the 
immediate downstream user or distributor 
if an article contains a substance that on its 
own or in a preparation  fulfils the criteria 
referred to in Article 54 (a-e) or has been 
identified in accordance with Article 54(f).  

Justification

Actors in the supply chain need to be alerted to the fact that a substance of very high concern 
has been incorporated into the article they have acquired. This will enable actors to make 
informed environmental choices. Sufficient product information is essential in all parts of the 
supply chain as experience shows that substances may be released when articles are used or 
processed and when they become waste. Examples include azo-dyes in textiles, flame 
retardants and phthalates in plastics and mercury in batteries. REACH must be amended so 
that information is passed on also for articles.

Amendment 89
Article 31 a (new)

Article 31a
Duty to communicate information on 
substances in articles
Downstream users who incorporate into an 
article a substance or preparation for 
which a safety data sheet was established, 
and those who subsequently handle or 
further process that article, shall pass on 
the safety data sheet to any recipient of the 
article or its derivative. The public is not a 
recipient.

Justification

Producers of articles, retailers and the public should be able to find out whether specific 
substances are present in the final article and look for safer alternatives if necessary. A time
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limit of fifteen days is set by reference to the standard response time in Regulation 1049/2001, 
which provides for access to documents of the Community institutions.

Amendment 90
Article 32, title

Access to the safety data sheet information
for workers

Access to information on substances and 
preparations for workers

Justification
The relevant obligations of employers regarding safety data sheets are much more precisely 
and more comprehensively set out in Directive 98/24/EC on the protection of the health and 
safety of workers from the risks related to chemical agents at work. It therefore needs to be 
expressly pointed out here again that the scope of these obligations is not restricted. The 
amendment to the title makes clear that the information to be supplied consists not only of 
safety data sheets but also of information pursuant to Article 30. 

Amendment 91
Article 32

Workers and their representatives shall be 
granted access by their employer to the 
information provided in accordance with 
Article 29 and 30 in relation to substances 
they use or may be exposed to in the course 
of their work.

Without prejudice to the provisions of 
Directive 98/24/EC, workers and their 
representatives shall be granted access by 
their employer to the information provided 
in accordance with Article 29 and 30 in 
relation to substances they use or may be 
exposed to in the course of their work. This 
information shall be provided as a matter 
of course. Workers' representatives shall 
have the right to obtain from their 
employer appropriate education on the 
impact of REACH on workers and to their 
entitlements under this legislation. 

Justification

Workers should be entitled to information without having to request it. In order to fulfil their 
role, workers representatives need to be fully aware of the provisions of this legislation. And 
the employer must grant paid time off in order to ensure this information.

Amendment 92
Article 32, paragraph 1 a (new)

Access to the safety data sheet information 
for consumers
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The seller of a dangerous substance, 
preparation or product containing 
dangerous substances shall allow the client, 
consumer bodies, or other interested bodies 
access to information on those substances, 
preparations and products provided under 
Articles 29 and 30.

Justification

Article 32 lays down rules on workers access to safety data. Article 32a provides an 
equivalent access for consumers and others.

Amendment 93
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.

2. Any downstream user shall have the right 
to make a use known in writing or 
electronically to the manufacturer, importer 
or downstream user, or to a dealer or 
another 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 sufficient information to 
allow his supplier to prepare an exposure 
scenario for his use in the supplier’s 
chemical safety assessment. This paragraph 
shall not apply to uses which the supplier 
does not support.

Justification

A supplier should not be obliged to support all the uses specified by a downstream user and 
draw up exposure scenarios for uses that he considers unacceptable. Paragraph 2 must not 
be inconsistent with heading 16 of the safety data sheet (also incorporated in the GHS safety 
data sheet).

Amendment 94
Article 35, paragraph 2, point (f)

(f) a proposal for additional testing on 
vertebrate animals, where this is considered 
necessary by the downstream user to 
complete his chemical safety assessment.

(f) a proposal for additional testing on 
vertebrate animals, where this is considered 
necessary by the downstream user to 
complete his chemical safety assessment. 
Where such data are not available, the 
procedure under Article 25 shall apply.
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Justification

The amendment is closely related to and consequent upon the amendments to Articles 9(a)(x), 
24(5), 25(1) and 26(1). Its aim is to remove the optional aspects of the submission of test data 
on non-vertebrates by removing this provision. Compulsory access to data is of vital 
importance to SMEs.   

Amendment 95
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 51, the 
competent authority shall be the Agency.

(The term ‘competent authority’ should be
replaced by ‘Agency’ throughout Title VI; if 
the amendment is adopted, Article 38(2), 
Article 42(1) and (4), Article 43(1), 
Article 43a bis (3), (4), (5), and (6), 
Article 45(2), and Article 49(5) (6), and 7 
will lapse.)

Justification

The Agency must be responsible for all matters related to assessment and have sole power to 
decide on each individual point, so as to make for uniformity and legal certainty.

Amendment 96
Article 38, paragraph 2 a (new)

To prepare the decisions and opinions it 
alone is to adopt, the Agency may involve 
the competent authority of the Member 
State within which the manufacture takes 
place or the importer is established and 
request technical support. This shall take 
place in accordance with uniform 
principles to be laid down by the Agency.
All communication between the Agency 
and the registrant may be handled in a 
language chosen by the registrant. 
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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. Easier communication and information exchange 
between the Agency and registrants will benefit SMEs in particular, and so communication 
with the Agency must be possible in the language of the country in which the registrant is 
headquartered, while multinationals operating in all Member States must be able to choose a 
language.  

Amendment 97
Article 40, paragraph 1, introductory part

1. The competent authority may examine 
any registration in order to verify either or 
both of the following:

1. Each competent authority shall evaluate 
yearly minimum 5 % of its registrations 
selected at random by the agency in order to 
verify either or both of the following:

Justification

Steps should be taken to discourage the submission of poor quality registration dossiers so as 
to safeguard the quality of information supplied by manufacturers or importers.

Amendment 98
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.  

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. 
The wording is in line with the provisions for the completeness check in Article 18.

Amendment 99
Article 41, paragraph 2

2. Once the dossier evaluation is completed, 2. Once the dossier evaluation is completed,
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the competent authority shall use the 
information obtained from this evaluation 
for the purposes of Articles 43a bis (1), 
56(3) and 66(2), and shall transmit the 
information obtained to the Commission, 
the Agency and the other Member States. 
The competent authority shall inform the 
Commission, the Agency, the registrant and 
the competent authorities of the other
Member States on its conclusions as to 
whether or how to use the information 
obtained.

or the chemical safety assessment is found 
to be inadequate to control the risks, the 
Agency shall inform the Commission, the 
registrant and the competent authorities of
the Member States on its conclusions as to 
whether or how to use the information 
obtained for the purposes of Article 56(3) 
and Article 66(2).

Justification

The Agency must be responsible for all matters related to assessment and have sole power to 
decide on each individual point, so as to make for uniformity and legal certainty. Information 
obtained from evaluations could possibly be used for registration procedures or ‘restrictions 
processes’.

Amendment 100
Article 42, paragraph 3, point b

(b) within 9 years of the entry into force of 
this Regulation for all registrations received 
within the deadline referred to in 
Article 21(2) containing proposals for 
testing in order to fulfil the information 
requirements in Annex VII only;

(b) within 9 years of submission of the 
testing proposal for all registrations received 
within the deadline referred to in 
Article 21(2);

Justification

The Agency must be responsible for all matters related to assessment and have sole power to 
decide on each individual point, so as to make for uniformity and legal certainty. 

Amendment 101
Article 42, paragraph 3, point c

(c) after the deadlines set in points (a) and 
(b) for any registrations containing testing 
proposals received within the deadline 
referred to in Article 21(3).

(c) after the deadlines set in points (a) and 
(b) for any registrations received within the 
deadline referred to in Article 21(3).
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Justification

The Agency must be responsible for all matters related to assessment and have sole power to 
decide on each individual point, so as to make for uniformity and legal certainty. 

Amendment 102
Article 43 a, paragraph 1 a (new)

The Agency shall use those criteria to draw 
up a list of prioritised substances for 
evaluation. It shall adopt the list on the 
basis of an opinion delivered by the 
Member State Committee. A substance 
shall be included on the list if a Member 
State has reason to suppose that it entails a 
risk to health or the environment, in 
particular on account of the following:

Justification

The task of drawing up the list of prioritised substances for evaluation is transferred to the 
Agency, which is thus given a greater say in the decision-making concerning substance 
evaluation.

Amendment 103
Article 43 a bis, paragraph 2

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. Not later than 28 February every year 
the Agency shall submit a rolling plan to 
the Member State Committee for approval. 
The plan shall be valid for a period of three 
years; it shall be updated annually and 
specify the substances which the Agency 
intends to evaluate in each year. The 
Agency shall inform the registrant(s) 
thereof and publish the rolling plan on its 
website.

Justification

Consequence of previous amendments, given that responsibility lies with the Agency and not 
with the authorities of Member States.
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Amendment 104
Article 44, paragraph 1

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, in addition 
to the core information referred to in 
Article 9(1) and the registrant’s testing 
proposal, further information is required, it 
shall prepare a draft decision, stating 
reasons, including a risk-specific 
justification, 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.

Justification

The Agency must be responsible for all matters related to assessment and have sole power to 
decide on each individual point, so as to make for uniformity and legal certainty. Calls for 
further information must be determined according to the risk involved.

Amendment 105
Article 44, paragraph 4

4. When the competent authority finishes its 
evaluation activities under paragraphs 1, 2 
and 3, it shall notify the Agency accordingly 
within 12 months of the start of the 
evaluation of the substance. If this deadline 
is exceeded, the evaluation shall be deemed 
to be finished.

4. When the Agency finishes its evaluation 
activities under paragraphs 1, 2 and 3, it 
shall notify the registrant(s) accordingly 
within 12 months of the start of the 
evaluation of the substance. If this deadline 
is exceeded, the evaluation shall be deemed 
to be finished.

Justification

This amendment aims at consistency with the others intended to concentrate the process in the 
hands of the Agency. This amendment should be taken in conjunction with the other 
amendments tabled to the articles of Title VI, Substance Evaluation.

Amendment 106
Article 46, paragraph 2

2. Once the substance evaluation has been 
completed, the competent authority shall 
use the information obtained from this 
evaluation for the purposes of Articles 
56(3) and 66(2) and shall transmit the 
information obtained to the Commission, 

2. The Agency shall inform the Commission, 
the registrant and the competent authorities 
of the other Member States of its 
conclusions as to whether or how to use the 
information obtained for the purposes of 
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the Agency and the other Member States. 
The competent authority shall inform the 
Commission, the Agency, the registrant and 
the competent authorities of the other 
Member States of its conclusions as to 
whether or how to use the information 
obtained.

Articles 56(3) and 66(2).

Justification

Information obtained from evaluations could possibly be used for registration procedures or 
‘restrictions processes’

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 107
Article 47, paragraph 1

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 the competent Member 
State government submits evidence that an 
inappropriately controlled risk has 
appeared, 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:

Justification

The draft Regulation drawn up by the Commission requires evidence from a Member State 
before it can seek further information on the safety of intermediates. This amendment reduces 
this obligation.

Amendment 108
Article 47, paragraph 1, point (b)

(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, in particular if safer 
alternatives are available.
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Justification

Intermediates that meet the criteria of very high concern may pose a serious risk to workers, 
and occupational exposure to them should be minimised. Therefore the availability of 
alternatives to intermediates that meet the criteria of very high concern should be considered 
with a view to the substitution of such intermediates by safer alternatives. This would also 
contribute to better implementation of existing legislation on workers’ safety.

Amendment 109
Article 47, paragraph 2

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

Deletion

Justification

Intermediates that meet the criteria of very high concern may pose a serious risk to workers, 
and occupational exposure to them should be minimised. Therefore the availability of 
alternatives to intermediates that meet the criteria of very high concern should be considered 
with a view to the substitution of such intermediates by safer alternatives. This would also 
contribute to better implementation of existing legislation on workers’ safety.

Amendment 110
Article 48, paragraph 1

1. The competent authority shall 
communicate any draft decision under 
Articles 39, 40 or 44 to the registrant(s) or 
downstream user(s) concerned, informing 
them of their right to comment within 30 
days of receipt. The competent authority
shall take any comments received into 
account and may amend the draft decision 
accordingly.

1. The Agency shall communicate any draft 
decision under Articles 40, 43 a bis or 44 to 
the registrant(s) or downstream user(s) 
concerned, informing them of their right to 
comment within 30 days of receipt. The 
Agency shall take any comments received 
into account and may amend the draft 
decision accordingly.

Justification

To simplify matters and concentrate the process, the Agency should deal with evaluation tasks 
and have sole decision-taking power on all aspects of evaluation. On the basis of the 
amendment to Article 43a, only in cases where the manufacturer has definitively ceased 
operating should it be considered warranted for a registration to become invalid. There are a 
number of instances where manufacture has stopped only temporarily, e.g. because of 
economic problems or difficulties in establishing facilities, and a registration should not 
become invalid. That should be made clear in the text. This amendment should be taken in 
conjunction with the other amendments to articles in Title VI: Substances Evaluation.
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Amendment 111
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 Agency shall circulate its draft 
decision, together with the comments within 
the meaning of Articles 39, 40, 41, 43, 43a 
bis, and 44, to the competent authorities of 
the other Member States.

Justification

Consequence of previous amendments, given that responsibility lies with the Agency and not 
with the authorities of Member States.

Amendment 112
Article 49, paragraph 2

2. Within 30 days of circulation, the 
competent authorities of the other Member 
States may propose amendments to the draft 
decision to the Agency with a copy to the 
competent authority. The Agency may 
propose amendments to the draft decision 
within the same period with a copy to the 
competent authority.

2. Within 30 days of circulation, the 
competent authorities of the other Member 
States may propose amendments to the draft 
decision to the Agency.

Justification

Consequence of previous amendments, given that responsibility lies with the Agency and not 
with the authorities of Member States.

Amendment 113
Article 49, paragraph 4

4. If the Agency receives a proposal for 
amendment, it may modify the draft 
decision. The Agency shall refer a draft

4. If the Agency receives a proposal for 
amendment, it may modify the draft 
decision. The Agency shall consider the 
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decision, together with any amendments 
proposed, to the Member State Committee
within 15 days of the end of the 30-day 
period referred to in paragraph 2. The 
Agency shall do the same if it has made a 
proposal for amendment in accordance 
with paragraph 2.

proposal and take a decision within 15 days 
of the end of the 30-day period referred to in 
paragraph 2.

Justification

Consequence of previous amendments, given that responsibility lies with the Agency and not 
with the authorities of Member States.

Amendment 114
Article 49, paragraph 8

8. An appeal may be brought, in accordance 
with Articles 87, 88 and 89, against Agency 
decisions under paragraphs 3 and 6.

8. An appeal may be brought, in accordance 
with Articles 87, 88 and 89, against Agency 
decisions.

Justification

Consequence of previous amendments, given that responsibility lies with the Agency and not 
with the authorities of Member States.

Amendment 115
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. The 
Agency shall establish the cost-sharing 
criteria on a basis of transparency and 
proportionality.

Justification

If proportionate costs are to be determined, the Agency must establish fair criteria. This 
amendment should be taken in conjunction with the other amendments tabled to the articles of 
Title VI, Substance Evaluation.
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Amendment 116
Article 51

By 28 February of each year, each Member 
State shall report to the Agency on the 
progress made over the previous calendar 
year towards discharging the obligations 
incumbent upon the competent authorities 
within that State in relation to the 
examination of testing proposals. The 
Agency shall publish this information on its 
web-site without delay.

By 28 February of each year, the Agency
shall report on the progress made over the 
previous calendar year towards discharging 
the obligations incumbent upon the 
competent authorities of each Member State
in relation to the examination of testing 
proposals. The Agency shall publish this 
information on its website without delay.

Justification

Necessary clarification, since responsibility lies with the Agency and not with the authorities 
of Member States.

Amendment 117
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 that
substances of very high concern are 
replaced by suitable alternative substances 
or technologies where such are available or 
such alternatives proven to pose less risk 
have been developed, while at the same 
time ensuring the good functioning of the 
internal market

Amendment 118
Article 53, paragraph 5

5. Paragraphs 1 and 2 shall not apply to the 
following uses of substances:

Paragraphs 1 and 2 shall not apply to the 
following uses of substances, provided that 
the measures therein provide a protection 
level that is at least equivalent to that 
established by Title VII:

Justification

This amendment addresses the different levels of regulation covering the listed exemptions 
under Article 53(5) and sets the authorisation procedure as a joint standard. Intermediates 
that fulfil the criteria of substances of very high concern may cause significant adverse effects 
and should therefore note be excluded from authorisation.
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Amendment 119
Article 53, paragraph 5, point (i) a (new)

(ia) uses of metals, including as alloys, by 
analogy with the exemption from labelling 
according to Directive 67/548/EEC, Annex
VI No. 8.3 and No 9.3. 

Justification
Under current law on dangerous substances, labelling indicates the characteristics which 
constitute a risk in ordinary handling and use. Metals and alloys in massive form are not 
required to be labelled under Directive 67/548/EEC Annex VI points 8.3 and 9.3 if they do not 
represent a danger to people or the environment in the form in which they are placed on the 
market. A similar exemption is also made in the same annex for polymers. Directive 
76/769/EEC relating to restrictions on the marketing and use of certain dangerous substances 
and preparations, e.g. to end users, also refers to labelling. 

Amendment 120
Article 53, paragraph 5, point (i) a (new)

(ia) uses in batteries within the scope of 
Directive 91/157/EC. 

Justification

The use of substances in batteries is already regulated in Title VIII and Directive 91/157/EC; 
they should therefore be exempted from the authorisation procedure. 

Amendment 121
Article 53, paragraph 6

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, paragraphs 1 and 2 of this 
Article shall not apply to the following uses:

6. In the case of substances that are subject 
to authorisation only because they meet the 
criteria in Article 54(a), (b) and (c) 
(deletion) only because of hazards to human 
health, paragraphs 1 and 2 of this Article 
shall not apply to the following uses:

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
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evidence so as not to give rise to arbitrary decisions. Moreover, the substances indicated in 
point (b) have already been excluded in the amendment tabled to Article 2. In addition to this, 
substances already regulated by the respective, and duly integrated, vertical regulations 
should be excluded from the scope of the REACH Directive. This amendment is linked to the 
other amendments to the Articles under Title VII: Authorisation.

Amendment 122
Article 53, paragraph 7 a (new)

7a. Paragraph 1 shall not apply where a 
substance is used on its own, in a 
preparation or in an article that conforms 
to the conditions and restrictions set out in 
Annex XVI or Annex XVII.

Justification

This amendment clarifies that the decisions already taken by the EU Council of Ministers and 
the European Parliament on the basis of Directive 76/769/EEC, or taken in the future by the 
Commission under the procedure described in Article 130 – Comitology – should not be 
subject to further discussions. It should not be left to the Commission's discretion to decide 
whether and to what extent to exempt substances and uses already regulated. This amendment 
is linked to the other amendments to the Articles under Title VII: Authorisation.

Amendment 123
Article 54, point (a)

(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;

Justification

Before a substance is authorised, a legally binding decision must be taken on its classification 
(on the basis of a harmonised classification ruling placing it in CMR categories 1 or 2). 
Otherwise, the decisions of the Member State Committee(s) responsible for classifying 
substances in CMR categories 1 and 2 would be invalidated. There must be legal certainty, 
particularly as regards world trade. This amendment is linked to the other amendments to the 
Articles under Title VII: Authorisation.

Amendment 124
Article 54, point (b)

(b) substances meeting the criteria for 
classification as mutagenic category 1 or 2 

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

Justification

Before a substance is authorised, a legally binding decision must be taken on its classification 
(on the basis of a harmonised classification ruling placing it in CMR categories 1 or 2). 
Otherwise, the decisions of the Member State Committee(s) responsible for classifying 
substances in CMR categories 1 and 2 would be invalidated. There must be legal certainty, 
particularly as regards world trade. This amendment is linked to the other amendments to the 
Articles under Title VII: Authorisation.    

Amendment 125
Article 54, 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;

Justification

Before a substance is authorised, a legally binding decision must be taken on its classification 
(on the basis of a harmonised classification ruling placing it in CMR categories 1 or 2). 
Otherwise, the decisions of the Member State Committee(s) responsible for classifying 
substances in CMR categories 1 and 2 would be invalidated. There must be legal certainty, 
particularly as regards world trade. This amendment is linked to the other amendments to the 
Articles under Title VII: Authorisation.  

Amendment 126
Article 54, 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.

deleted

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
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to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other 
amendments to the Articles under Title VII: Authorisation.

Amendment 127
Article 55, paragraph 1, point (c), subpoint (ii)

(ii) a date or dates at least 18 months before 
the sunset date(s) by which applications 
must be received if the applicant wishes to 
continue to use the substance or place it on 
the market for certain uses after the sunset 
date(s); these continued uses shall be 
allowed after the sunset date until a 
decision on the application for authorisation 
is taken;

(ii) a date or dates at least 18 months before 
the sunset date(s) by which applications 
must be received if the applicant wishes to 
continue to use the substance or place it on 
the market for certain uses after the sunset 
date(s); these continued uses shall be 
allowed (deletion) until a decision on the 
application for authorisation is taken;

Amendment 128
Article 55, paragraph 2, introductory part

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 or exposure
may be exempted from the authorisation 
requirement, if the risk for human health 
and the environment connected with the 
use of the substance is adequately 
controlled. In the establishment of such 
exemptions, account shall be taken, in 
particular, of the following:

Amendment 129
Article 55, paragraph 4, point (a)

(a) fulfilment of the criteria in Article 54(d), 
(e) and (f);

(a) fulfilment of the criteria in Article 54(d) 
and (e);

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other 



PE 357.617v03-00 62/82 AD\574976EN.doc

EN

amendments to the Articles under Title VII: Authorisation.

Amendment 130
Article 56, paragraph 1

Identification of substances referred to in 
Article 54(d), (e) and (f)

Identification of substances referred to in 
Article 54(d) and (e) (deletion)

1. To identify substances referred to in 
Article 54(d), (e) and (f) the procedure set 
out in paragraphs 2 to 7 of this Article shall 
apply prior to any recommendations under 
Article 55(3).

1. To identify substances referred to in 
Article 54(d) and (e) (deletion) the 
procedure set out in paragraphs 2 to 7 of this 
Article shall apply prior to any 
recommendations under Article 55(3). 

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other 
amendments to the Articles under Title VII: Authorisation.

Amendment 131
Article 56, paragraph 2 and 3

2.  The Commission may ask the Agency to 
prepare a dossier in accordance with Annex 
XIV for substances which in its opinion 
meet the criteria set out in 
Article 54 (d), (e) and (f). The Agency shall 
circulate this dossier to the Member States.

2.  The Commission may ask the Agency to 
prepare a dossier in accordance with Annex 
XIV for substances which in its opinion 
meet the criteria set out in Article 54 (d)
and (e) (deletion). The Agency shall 
circulate this dossier to the Member States.

3. Any Member State may prepare a dossier 
in accordance with Annex XIV for 
substances which in its opinion meet the 
criteria set out in Article 54(d), (e) and (f)
and forward it to the Agency. The Agency 
shall circulate this dossier to the other 
Member States.

3. Any Member State may prepare a dossier 
in accordance with Annex XIV for 
substances which in its opinion meet the 
criteria set out in Article 54(d) and (e) 
(deletion) and forward it to the Agency. The 
Agency shall circulate this dossier to the 
other Member States.

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other 
amendments to the Articles under Title VII: Authorisation. 
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Amendment 132
Article 57, paragraph 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.

Authorisations may be subject to conditions, 
including review periods and/or monitoring.

Justification

There is no need for a time-limit, in that decisions on the granting of authorisation can 
already be reviewed at any time, and modified or even annulled. A time-limit would simply 
impose an additional burden on enterprises and the authorities. This amendment is linked to 
the other amendments to the Articles under Title VII: Authorisation. 

Amendment 133
Article 58, paragraph 2, subparagraph 1

Authorisations may be reviewed at any time 
if the circumstances of the original 
authorisation have changed so as to affect 
the risk to human health or the environment, 
or the socio-economic impact. 

Authorisations shall be reviewed at any time 
if the circumstances of the original 
authorisation have changed so as to affect 
the risk to human health or the environment
or the socio-economic impact or if at least 
the majority of members entitled to vote of 
the Agency requests a review.

Amendment 134
Article 58, paragraph 4

4. If an environmental quality standard 
referred to in Directive 96/61/EC is not met, 
the authorisations granted for the use of the 
substance concerned may be reviewed.

4. If an environmental quality standard 
referred to in Directive 96/61/EC is not met, 
the authorisations granted for the use of the 
substance concerned shall be reviewed.

Justification

Linked to amendment to article 55.

Amendment 135
Article 59, paragraphs 4 and 5

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

(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.

5. The application may include: deleted
(a) a socio-economic analysis conducted in 
accordance with Annex XV;

(da) a socio-economic analysis conducted in 
accordance with Annex XV;

(b) an analysis of the alternatives 
considering their risks and the technical and 
economic feasibility of substitution, where 
appropriate accompanied by a substitution 
plan, including research and development 
and a timetable for proposed actions by the 
applicant .

(db) an analysis of the alternatives 
considering their risks and the technical and 
economic feasibility of substitution, where 
appropriate accompanied by a substitution 
plan, including research and development 
and a timetable for proposed actions by the 
applicant .

Justification

The socio-economic analyses and analyses of alternatives must be included in the application 
for authorisation.

Amendment 136
Article 60, paragraph 1

1. If an application has been made for a use 
of a substance, a subsequent applicant may 
refer, by means of a letter of access granted 
by the previous applicant, to the parts of the 
previous application submitted in 
accordance with Article 59(4)(d) and (5).

1. If an application has been made for a use 
of a substance, a subsequent applicant may 
refer, by means of a letter of access granted 
by the previous applicant, to the parts of the 
previous application submitted in 
accordance with Article 59(4)(d), (da)
and (db).

Justification

Linked to amendment to article 59.
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Amendment 137
Article 61, paragraph 3

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 59 that is 
relevant to its remit. If necessary, a 
Committee shall ask the applicant for 
additional information to bring the 
application into conformity with the 
requirements of Article 59. Each Committee 
shall also take into account any information 
submitted by third parties.

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 59 that is 
relevant to its remit. If necessary, a 
Committee shall ask the applicant for 
additional information to bring the 
application into conformity with the 
requirements of Article 59. Each Committee 
shall also take into account any information 
submitted by third parties, and may ask 
these third parties for further information, 
if required.
If either or both committees decide that 
additional information is needed on 
alternative substances or technologies, they 
may commission a study into available 
alternatives. Such a study will be funded by 
the authorisation fee set by the Agency.

Justification

Agency committees need more flexibility to gather information and should be able to 
commission independent reports on potential substitutes. This additional information would 
then be available to the committees when they decide on the merit of an application for 
authorisation. Under the existing legislation, national experts already have to decide on the 
availability of safer alternatives. As the Agency committees have 10 months to draft their 
decisions, it should be possible to complete a study on alternatives within this period.

Amendment 138
Article 61, paragraph 4, point a)

(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: a check on 
the assessment (carried out by the applicant 
for authorisation) of the risk to health 
and/or the environment arising from the 
use(s) of the substance as described in the 
application;

Justification

Linked to amendment to Article 59.
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Amendment 139
Article 61, paragraph 4, point b)

(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: a 
check on the assessment (carried out by the 
applicant for authorisation) 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(da) and (db).

Justification

Linked to amendment to Article 59.

Amendment 140
Article 63, paragraph 1

1. Downstream users using a substance in 
accordance with Article 53(2) shall notify 
the Agency within 3 months of the first 
supply of the substance. They shall use only 
the format specified by the Agency in 
accordance with Article 108.

deleted

Justification

A notification procedure is laid down for downstream users using an authorised substance. 
Combined with the wide-ranging information and reporting requirements for the registration 
procedure, this amounts to an additional burden with which SMEs in particular would be 
unable to cope.

Amendment 141
Article 63, paragraph 2

2. The Agency shall establish and keep up 
to date a register of downstream users who 
have made a notification in accordance 
with paragraph 1. The Agency shall grant 
access to this register to the competent 
authorities of the Member States.

deleted
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Justification

A notification procedure is laid down for downstream users using an authorised substance. 
Combined with the wide-ranging information and reporting requirements for the registration 
procedure, this amounts to an additional burden with which SMEs in particular would be 
unable to cope.

Amendment 142
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).

Justification

This amendment seeks to harmonise the proposed changes to Article 54 (a), (b) and (c). 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 143
Article 65, paragraph 2 a (new)

2a. The Agency shall announce 
immediately/without delay/ publish on its 
website the information that a Member 
State or the Commission intends to 
instigate the restriction procedure and shall 
inform all those who have posted a 
registration for the substance concerned.

Justification

Restrictions may apply without tonnage limit i.e. below 1t/y. The right to know applies not 
only to the companies which have registered but also to 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 
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tabled to the articles contained in Title VIII: Restrictions on the manufacturing, marketing 
and use of certain dangerous substances and preparations.

Amendment 144
Article 66, paragraph 3, introductory part

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 relevant
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

The dossiers could contain confidential business and trade information and material 
protected by copyright. Three months is too short a time in which to deliver an opinion on a 
complex subject, especially where SMEs are concerned.

Amendment 145
Article 73, paragraph 2, point i a (new)

(i a)  establish and maintain a centre of 
excellence in risk communication. Provide 
centralised and co-ordinated resource 
regarding information on safe use of 
chemicals and preparations. 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 and preparations containing chemicals safely and effectively.

Linked to amendments to recitals 41bis (new), 69 and 70.

Amendment 146
Article 75, paragraph 1

1. The Management Board shall be 1. The Management Board shall be 
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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.

composed of eleven representatives from 
Member States nominated by the Council in 
consultation with the European 
Parliament, on the basis of a list drawn up 
by the Commission which includes 
substantially more names than the number 
of members to be nominated, and of one 
representative nominated by the 
Commission, as well as four individuals 
from interested parties (industry and 
consumer, worker and environmental 
protection organisations) nominated by the 
Commission without voting rights.

The list drawn up by the Commission, 
together with the relevant documentation, 
shall be forwarded to the European 
Parliament. As soon as possible and at the 
latest within three months of receiving such 
communication the European Parliament 
may submit its own opinion to the Council, 
which shall nominate the Management 
Board.
The members of the Management Board 
shall be nominated in such a way as to 
ensure the highest levels of competence, a 
wide range of relevant specialist knowledge 
and (without prejudice to such 
characteristics) the broadest possible 
geographical distribution within the 
European Union.

Amendment 147
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 
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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 member of it must have proven 
relevant experience in the area of judicial procedures. Given the nature of the tasks of the 
Board of Appeal, a transparent process for the submission of applications must be 
introduced.

Amendment 148
Article 109

ARTICLE 109 deleted
Scope

This Title shall apply to:
(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

There is no need to compile a separate classification and labelling inventory, because 
classification and labelling will be notified under the registration procedure or as part of the 
core information. The information concerned will be stored in a database which the Agency 
will be called upon to set up and maintain under Article 73(2)(d). If further notification were 
required in order to compile an inventory of the type proposed, manufacturers and importers 
would have to shoulder an unnecessary burden that would add nothing to the fund of 
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information.

Amendment 149
Article 112, paragraph 1

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.

1. Harmonised classification and labelling at 
Community level may, from the entry into 
force of this Regulation, also be added to 
Annex I of Directive 67/548/EEC as well as 
to Directive 1999/45/EC. To this end, 
Member State competent authorities may 
submit proposals to the Agency for 
harmonised classification and labelling in 
accordance with Annex XIV.

Justification
The restriction of harmonised classification to just some adverse effects is not acceptable. 
There are many more highly relevant impacts on human health and the environment. 
Classification has proven to be very controversial, too controversial to be left to industry 
alone. Harmonised classification allows to solve conflicts without recourse to courts, and 
therefore saves resources. Moreover, the classification of preparations determines whether a 
chemical safety assessment must be made (Art. 29), so it is important to have harmonised 
classification to avoid uncertainties and conflicts.

Amendment 150
Article 114, paragraph 3

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

In view of the strongly innovative nature of the Regulation, the reports on its operation need 
to be submitted earlier than proposed, inter alia so as to ensure that its implementation is 
monitored properly and comprehensively. This amendment should be taken in conjunction 
with the other amendments tabled to the articles of Title XI, Information.
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Amendment 151
Article 115, paragraph 3

3. Access to non-confidential information 
submitted in accordance with this 
Regulation shall be granted for documents 
held by competent authorities of the Member 
States in accordance with Directive 
2003/4/EC of the European Parliament and 
of the Council. Member States shall ensure 
that a system is established under which any 
party concerned may appeal with suspensive 
effect against decisions taken in relation to 
access to documents.

3. Access to information not listed in Article 
116 submitted in accordance with this 
Regulation shall be granted for documents 
held by competent authorities of the Member 
States in accordance with Directive 
2003/4/EC of the European Parliament and 
of the Council. Member States shall ensure 
that a system is established under which any 
party concerned may appeal with suspensive 
effect against decisions taken in relation to 
access to documents. A decision on the 
appeal shall be taken within 30 days.

Justification

It needs to be clarified that Article 115 is only relevant for the "grey zone" information, the 
information which is not specifically listed in Article 116 (always non-confidential or always 
confidential). There needs to be a timelimit for the decisions on appeals

Amendment 152
Article 115 a (new)

Article 115a
Special Provisions for Information to the 
General Public:
1. Without prejudice to the labelling 
requirements under Directive 67/548 or 
Directive 1999/45/EC, and in order to help 
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.
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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 and preparations containing chemicals safely and effectively.

Amendment 153
Article 116, paragraph 1, introduction

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

1. The following information shall not be 
considered as confidential, unless, case by 
case, otherwise demonstrated by the 
manufacturer or importer:

Justification

Provision should be made for the possibility of submitting exceptions to the non-
confidentiality rule on the basis of an analysis of individual cases and of the 
manufacturer's/importer's reasons. Methods of analysis constitute confidential information 
and are of no significance to the general public. This amendment is linked to the other 
amendments tabled to the articles contained in Title XI: Information.

Amendment 154
Article 116, paragraph 1, point i)

i) the information contained in the safety 
data sheet, except for the name of the 
company/undertaking or where the 
information is considered confidential by 
application of paragraph 2;

i) the information contained in the safety 
data sheet, except where the information is 
considered confidential by application of 
paragraph 2;

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
information is relevant for the protection of the environment, and should be disclosed in line 
with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 155
Article 116, paragraph 1, point k)

k) the fact that testing on vertebrate animals 
has been carried out.

k) the tests that have been carried out on
vertebrate animals.

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
information is relevant for the protection of the environment, and should be disclosed in line 



PE 357.617v03-00 74/82 AD\574976EN.doc

EN

with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 156
Article 116, paragraph 1, point ka) (new)

ka) the name of the registrant;

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
information is relevant for the protection of the environment, and should be disclosed in line 
with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 157
Article 116, paragraph 1, point kb) (new)

kb) chemical structure(s) of the substance;

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
information is relevant for the protection of the environment, and should be disclosed in line 
with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 158
Article 116, paragraph 1, point kc) (new)

kc) the tonnage band of the substance

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
information is relevant for the protection of the environment, and should be disclosed in line 
with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 159
Article 116, paragraph 1, point kd) (new)
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kd) the total volume of a substance in the 
EU market based on volume classes;

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
information is relevant for the protection of the environment, and should be disclosed in line 
with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 160
Article 116, paragraph 1, point ke) (new)

ke) use categories;

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
information is relevant for the protection of the environment, and should be disclosed in line 
with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 161
Article 116, paragraph 1, point kf) (new)

kf) list of ingredients in preparations;

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
information is relevant for the protection of the environment, and should be disclosed in line 
with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 162
Article 116, paragraph 1, point kg) (new)

kg) the Chemical Safety Report.

Justification

The list of information that is never confidential is too limited. There is no reason to keep 
names of registrants, information about tonnage or use categories confidential. This 
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information is relevant for the protection of the environment, and should be disclosed in line 
with the Aarhus Convention. The name of the registrant is necessary to remove any barriers 
to data-sharing and enforcement, and to enable the public to see who is responsible for 
producing or importing a particular chemical. It would seem contrary to the notion of a 
transparent, robust and non-corrupt system to withhold the name of a registrant.

Amendment 163
Article 116, paragraph 2, point a)

(a) details of the full composition of a 
preparation;

(a) quantitative details of the full 
composition of a preparation;

Justification

Public information about the full composition of preparations is already status quo for 
cosmetics and for detergents. The confidentiality should therefore be limited to quantitative 
information, otherwise the status quo in related legislative acts risks to be undermined.

Amendment 164
Article 121

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). In particular small and 
medium-sized undertakings (SMUs) and 
downstream users shall be involved and 
informed. This shall include in particular, 
but not be limited to, advice to Small and 
Medium Sized Enterprises on how to meet 
their obligations under this Regulation.

Justification

SMUs and downstream users are particularly likely to need help to implement REACH.
Amendment 165

Article 122, paragraph 1 (new)

1. The Member States should take 
measures to support undertakings –
especially SMUs and downstream users – to 
implement REACH.

Justification

REACH will affect a number of companies, not just those in the chemical industry. SMUs and 
downstream users must in particular be supported when implementing REACH.
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Amendment 166
Article 125, paragraph 1

Member States shall not prohibit, restrict or 
impede the manufacturing, import, placing 
on the market or use of a substance, on its 
own, in a preparation or in an article, falling 
within the scope of this Regulation, which 
complies with this Regulation and, where 
appropriate, with Community acts adopted 
in implementation of this Regulation.

1. Member States shall not prohibit, restrict 
or impede the manufacturing, import, 
placing on the market or use of a substance, 
on its own, in a preparation or in an article, 
falling within the scope of this Regulation, 
which complies with this Regulation and, 
where appropriate, with Community acts 
adopted in implementation of this 
Regulation.

Justification

Provisions adopted pursuant to Article 137 of the Treaty establishing the European 
Community should not prevent Member States from maintaining or introducing more 
stringent protective measures. This includes provisions on worker protection. If a chemical 
safety assessment has been carried out for a substance, it may be assumed that the protection 
of workers is adequately ensured. It is therefore proposed that in other cases the right of 
Member States to adopt more stringent measures should not be restricted.

Amendment 167
Article 125, paragraph 1 a (new)

1a. Paragraph 1 shall not affect the right of 
Member States to maintain or introduce 
more stringent protective measures in 
accordance with Community legislation on 
worker protection, if a chemical safety 
assessment has not been carried out in 
accordance with this Regulation for a use 
of a substance.

Justification

Provisions adopted pursuant to Article 137 of the Treaty establishing the European 
Community should not prevent Member States from maintaining or introducing more 
stringent protective measures. This includes provisions on worker protection. If a chemical 
safety assessment has been carried out for a substance, it may be assumed that the protection 
of workers is adequately ensured. It is therefore proposed that in other cases the right of 
Member States to adopt more stringent measures should not be restricted.

Amendment 168
Article 133, paragraph 1

1. Twelve years after entry into force of this 
Regulation, the Commission shall carry out 
a review with a view to the application of 
the obligation to perform a chemical safety 
assessment and to document it in a chemical 

1. Twelve years after the Regulation comes 
into force, the Commission shall carry out a 
review with a view to the application of the 
obligation to perform a chemical safety 
assessment and to document it in a chemical 
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safety report to substances not covered by 
this obligation because they are not subject 
to registration or subject to registration but 
manufactured or imported in quantities of 
less than 10 tonnes per year. On the basis of 
this review, the Commission may, in 
accordance with the procedure referred to in 
Article 130(3), extend this obligation.

safety report to substances not covered by 
this obligation because they are not subject 
to registration. On the basis of this review, 
the Commission may, in accordance with the 
procedure referred to in Article 130(3), 
extend this obligation

Justification

Interested parties should be specified; workers must be represented in the management board 
like the other major actors.

Amendment 169
Annex I, point 6.5, second subparagraph

For substances satisfying the PBT and vPvB 
criteria, the manufacturer or importer shall 
use the information as obtained in Section 5, 
Step 2 when implementing on its site, and 
recommending for downstream users, risk 
management measures which minimise 
exposures to humans and the environment. 

For non-threshold CMR substances and 
substances satisfying the PBT and vPvB 
criteria, the manufacturer or importer shall 
use the information as obtained in Section 5, 
Step 2 when implementing on its site, and 
recommending for downstream users, risk 
management measures which minimise 
exposures to humans and the environment. 

Justification

In Annex I, 6.4 ”adequate control” for an exposure scenario is defined. For substances 
without a threshold value or a Derived No-Effect Levels a qualitative assessment shall be 
made of the likelihood of an effect in the given exposure scenario. For PBT and vPvB 
substances the information about risk-reducing measures that has been obtained in the 
exposure assessment shall be used to minimise exposure for human health and the 
environment.

Amendment 170
Annex V, point 6.4, Column 2

6.4. Further mutagenicity studies shall be 
considered in case of positive result

6.4. Further mutagenicity studies shall be 
considered in case of positive result in any 
of these mutagenicity test

Justification

In vitro cytogenicity study in mammalian cells should be required for substances from one 
tonne to enable these substances to be properly  classified for mutagenicity orPBT and vPvB 

Amendment 171
Annex V, Part 6, Columns 1 & 2, point 6.4.1. (a) (new)

Column 1 Column 2
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6.4.1.a In vitro cytogenicity study in 
mammalian cells

6.4.1.a The study does not need to be 
conducted if adequate data from an in vivo 
cytogenicity test are available

Justification

In vitro cytogenicity study in mammalian cells should be required for substances from one 
tonne to enable these substances to be properly  classified for mutagenicity orPBT and vPvB 

Amendment 172
Annex V, Part 6, Columns 1 & 2, point 6.4.a (new)

Column 1 Column 2
6.4.a Acute toxicity 6.4.a The study/ies do(es) not need to be 

conducted if:
For gases and volatile liquids (vapor 
pressure above 10-2 Pa at 20°°C) the 
information shall be provided for the 
inhalation route (6.4.a.2).

– precise doses of the substance cannot be 
administered due to the chemical or 
physical properties of the substance; or

– the substance is corrosive; or
– the substance is flammable in air at room 
temperature.

For substances other than gases, the 
information mentioned under 6.4.a.1. to 
6.4.a.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.

The appropriate second route shall be 
chosen on the following basis:

6.4.a.1.  By oral route
6.4.a.2. By inhalation 6.4.a..2. 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 particle size mass median 
aerodynamic diameter (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 
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a w/w basis of particles with MMAD < 100 
µm).

6.4.a..3. By dermal route 6.4.a..3. Testing by the dermal route is 
appropriate if:
(1) skin contact in production and/or use is 
likely; and
(2) the physicochemical properties suggest 
a significant rate of absorption through the 
skin;
and
(3) one of the following conditions is met:
- toxicity is observed in an acute oral 
toxicity test at low doses; or
- systemic effects or other evidence of
absorption is observed in skin and/ or eye 
irritation studies; or
– in vitro tests indicate significant dermal 
absorption; or
– significant acute 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
below -1 or above 4).

Justification

Acute toxicity should be required for substances from one tonne to enable very basic level for 
protecting workers and consumers and to enable classification for acute toxicity. Moreover, 
as a consequence of voluntary agreements at national level (e.g. Germany) or multinational 
level (e.g. BASF) these data are already available and should thus not entail additional costs.

Acute toxicity is an initial pointer to the dangers to human health from a given substance. So 
information on acute toxicity of a substance is particularly important for the protection of 
workers and consumers. It should therefore be indicated for all substances requiring 
registration, and not just for those manufactured or imported in batches of 10 tonnes or more.

Amendment 173
Annex V, Part 7, Columns 1 & 2, point 7.1.b (new)

Column 1 Column 2
7.1.b Degradation
7.1.b.1 Biotic
7.1.b.1.1 Ready biodegradability 7.1.b.1.1 The study does not need to be 

conducted if the substance is inorganic.
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Justification

Ready biodegradability should be required for substances from one tonne to enable these 
substances to be properly classified for environmental hazards

Amendment 174
Annex VI, Columns 1 & 2, point 6.5

Column 1 Column 2
deletion of paragraph 6.5 deletion of paragraph 6.5

Justification

Linked to the transfer of Acute toxicity  Annex VI to Annex V.
Amendment 175

Annex VI, Columns 1 & 2, point 7.2.1

Column 1 Column 2
deletion of paragraph 7.2.1 deletion of paragraph 7.2.1

Justification

Linked to the transfer of the test from Annex VI to Annex V.
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